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Introduction

Introduction

Dear Patient:

You have received a device with the additional Home Monitoring function by
BIOTRONIK.

How Home Monitoring works

Your device (1) is equipped with a special transmitter which sends cardiac
informa-tion to your CardioMessenger 3G (2|'l, This usually happens at night.

The transmission power from your device is low and does not impair your health in
any way. Its limited transmission range, however, requires the use of the Cardio-
Messenger.

The CardioMessenger collects the information and transmits it to the BIOTRONIK
Service Center 14 as encoded messages via a mobile connection (3).

Here, the messages are decoded and can be viewed by your physician (51 on a
protected web site.

A O

D

(1) (21 () )

Usage of this additional data is specific to the patient and the implanted device. Your
physician will explain to you how he or she will use the Home Monitoring function.

Note: Home Monitoring is not an emergency service. If you are not feeling well,
contact a physician.

Intented Use

The purpose of the CardioMessenger is the support of data exchange between the
implant and the Home Monitoring Service Center.

Indications for Use and Contraindications

The CardioMessenger does not provide specific diagnostic or therapeutic features
and has therefore no indications and contraindications in the proper meaning of the
word.

1) Device for physiological parameters monitoring and remote diagnostics CardioMessenger
Smart 3G, further in the text "CardioMessenger".
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Introduction

Potential User

The CardioMessenger is used in the home environment and not in a medical envi-
ronment.

The user is somebody:
Who has a BIOTRONIK implant with Home Monitoring capabilities

Who is responsible for the care of somebody who has a BIOTRONIK implant with
Home Monitoring capabilities

Who is able to read and comprehend a manual

Whose cognitive abilities are sufficient to understand the training by the medical
personnel

Who is able to connect and disconnect power cords

Who has normal sight and hearing ability (possibly corrected by vision tools /
hearing aids]

Whose status is operator according to IEC 60601-1:2005

It is the decision of the physician if the user is capable of using the Cardio-
Messenger
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First Steps

First Steps

Check the Package Contents
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Your CardioMessenger is supplied ready for use, and you can operate it immediately
by inserting the power plug into the wall outlet.

However, prior to usage, check the CardioMessenger and its accessories for any
visible damage and use only undamaged components.

Return a damaged CardioMessenger to your physician.

Use only the provided original power supply brick (see the technical data).

Other equipment may impair proper functioning of the CardioMessenger and

ncrease the emitted electromagnetic interference or decrease the Cardio-

Messenger's resistance to electromagnetic interference.

Scope of Delivery:

CardioMessenger Smart 3G device HI
Power supply unit with cable and plug (2)
Manual 14

Quick start guide (3|



First Steps

1

©)

alOTUTIMKHO("> Moriioring

CardioMessenger Smart 3G

(4)
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First Steps

Where Do | Put the CardioMessenger?

At night, the CardioMessenger should be placed close to your bed to ensure the
nightly data transfer fronn the implanted device.

The bedside table is therefore the best location for your CardioMessenger, as it
usually meets the following conditions:

< The CardioMessenger is placed on a solid base and cannot fall.

« The distance to the implanted device is less than 2 m |6 feet], so that regular
data transmission from the implanted device to the CardioMessenger at night is
assured.

« Positioned on the bedside table, you can clearly see the symbols on the Cardio-
Messenger's display. This enables you to verify on a daily basis that it is ready for
service.

However, if the bedside table is made of metal, you should not place the Cardio-
Messenger directly on the table. For example, place a stack of books to establish a
distance of approx. 5cm between the two so that the metal does not interfere with
the device's data reception.

Please take the following also mto consideration:

« Do not place the CardioMessenger next to a television set, microwave oven, or a
similar source of electromagnetic disturbance.

You may hear noises typical of cellular phones if you place the CardioMessenger
too close to a radio alarm or atelevision set, for example.

« Do not expose the CardioMessenger to temperatures exceeding J/10°C (104°F).
Do not put it in places where it is subjected to direct sunlight and do not put it
directly under a halogen spotlight.

« Do not expose the CardioMessengerto temperatures below negative 5°C (23°F).
The power supply brick should not be exposed to temperatures lower than 0°C
(32°F1.

* Protect the CardioMessenger against water and high humidity.

Do not place it in the bathroom.

How Do | Connect the CardioMessenger?

Your CardioMessenger is already configured and is ready for use. You can operate
it immediately by inserting the power plug (see Appendix, p. 23 for the type] into the
wall outlet.

Note: Also refer to the included quick reference guide.
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First Steps

However, proceed as follows if the plug has been disconnected during removal from
the package or during shipping:

Connect the small plug (micro USB plug) on the right to the Cardio-
Messenger.
Make sure that the marking (white arrow] is on the upper side of the

plug.

The connector port is labeled with the following symbol:

Insert the power plug into the wall outlet.

Make sure that the outlet is easily accessible and not connected to a light switch in
order to prevent the CardioMessenger from accidentally being turned off.

The CardioMessenger now turns on automatically and performs a self-test.

The CardioMessenger is ready for use once the self-test is completed and the
following icons are displayed:
;0K

If this is not the case, please refer to: Error Resolution, p, U.

How Do | Use the CardioMessenger?

The CardioMessenger automatically receives the information from your implanted
device and transmits it to the BIOTRONIK Service Center. Therefore, there are only
a few points that need to be considered.

Check once a day whether your CardioMessenger is switched on and ready for use.

This is indicated by the following icons:
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First Steps

XK

If you want to use the CardioMessenger in mobile operation, we recommend that
you make a habit of charging it every night on the bedside table.

How Do | Turn Off the CardioMessenger?

Since the CardioMessenger contains a mobile (“cellular") module, you may need to
switch off the CardioMessengerfor safety reasons in areas where the use of mobile
phones is prohibited (e.g., in an airplane).

Such areas can be identified by the following or similar signs:

In some locations, the use of cellular phones is prohibited to provide quiet zones
(e.g., in atheater or cinema). As the CardioMessenger is silent, it does not need to
be turned off in such locations.

Press and hold the blue key on the right of the CardioMessenger for two seconds
until the display turns off.

The blue key is labeled with the following symbol:

O
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10 First Steps

The CardioMessenger is switched off.

Note: The functions of your implanted device are not affected by the Cardio-
Messenger at any time.

Your implanted device remains fully functional even if the CardioMessenger is not
ready for use.
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11 The CardioMessenger Icons

The CardioMessenger Icons

The CardioMessenger has the following icons:

1 : K Operation icon
2 " Call back icon
I'+ See Call Back Function, p. 12
n
3 Information icon
| | | See Error Resolution, p. 14
4 The battery icon is always displayed with 1-3 bars
I I I according to the charging status.
5 * When the CardioMessenger is connected to the power
O supply brick and charging, a battery icon with a small

power plug is displayed.
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12 Functions

Functions

Self-Test

The CardioMessenger automatically conducts a self-test after being connected.
The average duration of self-testing period of the device [after switching ON): 10 sec

+1-2 sec
1 All icons on the CardioMessenger are displayed.
ok W P
The CardioMessenger then checks the connection to the cellular
phone network.
2 The operation icon flashes and the battery icon is displayed.
The connection test can take up to 15 minutes.
3 Once the connection is established, the operation and battery icons

remain permanently activated.

OK 0«'l

The CardioMessenger is now ready for use.

If the connection was not established, the information icon flashes.

Additional information can be found under: Error Resolution, p. U.

Call Back Function

The call back function is an additional function that your physician can use in
different ways. You will be informed by your physician if and how he or she will use
this function.

For example, your physician can use the call back button to ask you for a call. Your
physician can turn on the icon via the cellular phone network. It will then flash for a
maximum of three days.

Contact your physician during office hours as soon as you notice that the call back
icon is flashing.

K o
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13 Functions

Turning off the call back To turn off the call back icon, briefly turn off the CardioMessenger.
icon 1 Press the blue key on the right side of the CardioMessenger for about
two seconds.
2 All symbols disappear.
Wait approximately thirty seconds.
Press the blue key again for approximately two seconds.

Note; If the CardioMessenger is connected to the power supply brick, it starts
automatically. You neither have to wait nor switch it on.

The CardioMessenger performs a self-test.
The operation and battery icon is then displayed, and the call back icon stops

flashing.

, 0 KO0 *i

However, please do not forget to call your physician.
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Error type A

No power supply

Error type B

Self-test failed

Error Resolution

Error Resolution

If your physician contacts you because device messages are not being received but
your CardioMessenger was ready for use during the period in question, you should
remove possible sources of electromagnetic disturbance from the immediate
vicinity of the CardioMessenger.

Possible sources of electromagnetic disturbance can be communication devices
such as wireless home network equipment, cellular phones, cordless phones, and
their base stations.

According to the standard IEC 60601-1-2: 2016 a distance of 0.3 m is recommended
(for further details see: Appendix, p. 23).

Malfunctions on the CardioMessenger are indicated by the icons.

Icon Behavior Operational status
Off Error type A: No power supply
Flashing Error type B: Self-test failed

'K W G-ur

/ S » m Flashing Error type C: No mobile connection

M I I

The operation icon is not displayed. The CardioMessenger is not ready for use.
*« Make sure the micro USB plug is properly inserted into the CardioMessenger.
¢« Make sure the power plug is properly inserted into the wall outlet.

*« Make sure the outlet provides an electrical current, for example by temporarily
connecting the bedside lamp to the outlet and turning the lamp on.

If you do not find any errors, contact your physician.

All symbols are flashing.
Repeat the self-test as the CardioMessenger did not finish it.

The CardioMessenger is not ready for use.

1 Disconnect the CardioMessenger from the power supply brick if
relevant.
2 Press the blue key on the right side of the CardioMessenger for about

two seconds.

3 Leave the CardioMessenger turned off for about thirty seconds.
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15 Error Resolution

4 Turn on the CardioMessenger by connecting it to the power supply.

The CardioMessenger starts and automatically repeats the self-test. When the self-
test is completed, the CardioMessenger is ready for use.

Note: The connection test can take up to 15 minutes.

If all symbols continue to flash, the CardioMessenger is defective. Return it to your
physician.

Error type C

No mobile connection The information icon flashes and the battery icon is displayed. Check the mobile
connection since the CardioMessenger cannot connect to the BIOTRONIK Service
Center.

The CardioMessenger restarts and performs the self-test. It checks the connection
to the cellular phone network. The operation and battery icon is displayed once the
connection test is completed successfully. The CardioMessenger is how ready for
use.

I p K| « i

The connection test can take up to 15 minutes.
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16 Error Resolution

If the CardioMessenger is generally unable to connect to the cellular phone network
from near your bed, contact your physician.

Note: Missing cellular phone network connection can occur in rooms with thick
walls or when travelling.
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17 Handling

Handling

CardioMessenger handling and repairing requirennents

The CardioMessenger is intended primarily for continuous operation at home
because it receives information from your implanted device once daily, usually at
night, and forwards it to the BIOTRONIK Service Center.

Make a habit of charging the CardioMessenger at night so that it can be used in
mobile operation during the day.

Fully charged, you can use the CardioMessenger while mobile for up to 48 hours,
but note the following:

« Protect the CardioMessenger from direct contact with water. For example, wear
it under your coat or keep it in a bag when it rains.

« Do not carry the CardioMessenger inside the breast pocket of your shirt or
jacket as the distance from here to the implanted device could be less than
15 cm.

¢« To prevent skin irritations, do not carry the CardioMessenger directly on your
skin.

¢ Do not bring the CardioMessenger into the vicinity of fire.
« Do not expose the CardioMessenger to temperatures below negative 5°C (23°F).

Battery longevity for the CardioMessenger may decrease at lower tempera-
tures.

« Do not turn on the CardioMessenger if it has recently been in a cold environ-
ment. Let it warm up slowly to room temperature, since the resulting
condensed water may harm the electronic circuitry.

« Do not operate the CardioMessenger in areas where cellular phones are
prohibited for safety reasons (for example, in certain areas of the hospital or in
airplanes].

WARNING

The distance between the CardioMessenger and the device must be at least 15 cm
(6 inches) so that the CardioMessenger does not interfere with the device.

The CardioMessenger contains a mobile ("cellular") module. In order to prevent any
interference with your implanted device, the prescribed minimum distance between
the device and a cellular phone must also be maintained between the device and the
CardioMessenger,

To disconnect the CardioMessenger from the alternating current supply, pull the
power supply brick plug out of the socket.

Possible side effects when Not identified
using a medical device

Charging

You should charge the CardioMessenger once before using it for the first time.
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Handling

It is also recommended to operate the CardioMessenger with the power supply
brick on the bedside table to fully charge the battery.

Note: Do not charge the CardioMessenger with the power supply brick in the
outdoors.

At the very latest, the CardioMessenger must be charged when the battery icon
flashes.

[

Proceed as follows:

Connect the CardioMessenger to the mains supply.

During charging, the individual segments of the battery icon flash alternatingly and
a small power plug is displayed.

Q * n * H *

The three bars on the battery icon flash successively until the CardioMessenger is
fully charged. Once it is fully charged, all three bars are completely filled. The
charging process from 0to 100% usually takes 3 h +/- 10%.

Note: The CardioMessenger can be used with the power supply brick if the battery

is defective.
Even if the battery is completely discharged, the CardioMessenger can still operate

using the power supply brick.

If handled properly, the installed battery should supply the CardioMessenger with
[8 hours of power even after 500 complete charging cycles (which is at least two
years].

Cleaning

Keep the CardioMessenger clean and away from dirty or dusty environments.

Use a soft, lint-free cloth for cleaning.

WARNING

Turn off the CardioMessenger before cleaning it with a damp cloth.

Use a cloth slightly moistened with water for cleaning. However, avoid bringing
the CardioMessenger into direct contact with water or solvents.

Protect the CardioMessenger from direct contact with water.

Maintenance

The CardioMessenger is intended for continuous, automatic operation. Once
correctly installed, ongoing maintenance typically is not required.
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19 Handling

Environment protection requirements

Do not dispose of the CardioMessenger with your household trash.
Do not dispose of the power supply with your household trash.

CardioMessenger and the associated power supply brick contain materials that
must be correctly disposed of in accordance with environmental protection regula-
tions.

You may dispose of the CardioMessenger and its associated power supply brick as
electronic waste in accordance with the applicable regulations if you no longer use
it or if it is defective.

The CardioMessenger and all the parts from the package can be returned to your
physician. Your physician will return all parts to BIOTRONIK.

Disposal is carried out in accordance with the legislation in force in the territory of
the Russian Federation.
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20 Precautionary Measures

Precautionary Measures

The CardioMessenger is a medical product and therefore complies with the strict
requirements for the development, manufacturing, and testing of medical devices.

Please take the following precautions;

Statutory regulations for electrical devices in hospitals require that the Cardio-
Messenger and its accessories not be used in areas defined as patient environment
le.g., in the operating room).

Protect the CardioMessenger and the power supply brick from:
¢ Water and high humidity

< Temperatures above 40°C (104°Fl [e.g., direct sunlight, strong halogen spot-
lights, fire)

Temperatures below negative 5°C (23°F; CardioMessenger] and below 0°C
132°F; power supply brick]

Solvents, acids, detergents, and lyes

Pressure below 700 hPa (corresponding to altitudes above 3000 m, approx.
10,000 feet]

Pressure above 1060 hPa (corresponding to altitudes below sea level]
Violent shocks or other strong mechanical influences

Intense light sources (direct sunlight, strong halogen spotlights]

WARNING

Lay the power cord so that there is no risk of strangulation.

WARNING

Keep the CardioMessenger away from children under three years of age due to
ingestible small parts.
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8 Guidelines

Telemetry data for Europe Your device transmits diagnostic data to the CardioMessenger via a radio frequency
(RF) assigned by the European Conference of Postal and Telecommunications
Administration for the operation of Ultra Low Power Active Medical Implants (CEPT/
ERC REC 70-03).

BIOTRONIK is legally obligated to inform you that the radio service does not have
exclusive use of the assigned frequencies and that the transmission of device data
is not permitted to interfere with other radio services. The frequency and technical
parameters of the built-in transmitter have been carefully selected to ensure that
electromagnetic interference between other services and the data transmission of
the device is unlikely.

Furthermore, BIOTRONIK is obligated to inform you that the regulatory agency can
withdraw the frequency allocation and prohibit the radio service between the device
and CardioMessenger. Since this service is currently established throughout
Europe and North America, withdrawal of the frequency allocation is not expected
in the foreseeable future.

The CardioMessenger, like the implantable device itself, has been evaluated by an
independent testing authority for its compliance with statutory regulations. The
CardioMessenger carries the following approval mark:

G235

CE s

In addition, the CardioMessenger contains a radio modem that connects to the
cellular network at the frequencies of 850/900/1800/1900/1900 MHz. BIOTRONIK
uses the radio modem in accordance with the manufacturer's specifications and in
compliance with the approval requirements.

The radio modem has been evaluated and approved by an independent authority for
its compliance with the statutory regulations. As an indication of this, it carries the
following approval mark:

CE190

Electromagnetic
compatibility Note; The CardioMessenger is protected from disturbances resulting from elec-
tromagnetic interference, electrostatic discharges, and other sources of interfer-
ence - including interference induced by wiring. At the same time, interfering elec-
tromagnetic emissions from the CardioMessenger have been minimized. The
CardioMessenger therefore meets the requirements of EN 60601-1-2 in every
respect.
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Note: Other equipment, forexample portable and mobile RF radiocommunications
equipment, may also interfere with the CardioMessenger, even if this equipment
complies with CISPR emission requirements. However, this possible electromag-
netic interference does not affect the functionality of the device.

Warranty The CardioMessenger and all original components by BIOTRONIK are not subject to
warranty when modified, used other than intended, stored improperly, or trans-
ported incorrectly. Only use the original packaging for shipment.

Warranty period 12 months
Warranty storage period 15 months

Compliance with The following standards were applied in the course of CardioMessenger Smart 3G
Recognized Standards  according to the directive 90/385/EEC:

Standard Title
IEC 60601-1:2005 General requirements for basic safety and essential perfor-
+A1:2012 mance

IEC 60601-1-2:2007 General requirements for basic safety and essential perfor-
mance Collateral standard: Electromagnetic compatibility -
Requirements and tests

IEC 60601-1-6:2010 General requirements for basic safety and essential perfor-
mance Collateral standard: Usability

IEC 60601-1- General requirements for basic safety and essential perfor-

11:2010 mance Collateral standard: Requirements for medical elec-
trical equipment and medical electrical systems used in the
home healthcare environment

IEC 6230/4:2006 Software life cycle processes

IEC 62366:2007 Application of usability engineering to medical devices

ISO 14971:2012 Application of risk management to medical devices

DIN EN 45502- General requirements for safety, marking and information to
1:1998 be provided by the manufacturer

DIN EN 980:2008 Symbols tor use in the labelling of medical devices
ISO 15223-1:2013 Medical devices - Symbols to be used with medical device
labels, labelling and information to be supplied

DIN EN 1041:2008 Information supplied by the manufacturer of medical devices
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9 Appendix

Technical Data

Longevity and Operating e Operating mode: Continuous operation

mode ¢ Longevity: 6 years

General e P22

Permissible ambient « Operating temperature: -5°C to +40°C
conditions ¢ Storage and transport temperature: -20°C to +60°C
o e Store in adry place:
Relative humidity: 30% to 75%

< Atmospheric pressure: 700 hPa to 1060 hPa

CardioMessenger « Type: CardioMessenger Smart 3G

Dimensions |L x W x H): 130 mm (+/- 0.2 mm) x 65 mm 1+/- 0.1 mm| X 17 mm
1+/-0.05 mml

Weight: 127 g +/-1%

MICS frequencies: 402-405 MHz, FSK modulation

MICS transmission power: 25 pW EIRP

GSM frequencies: 850 MHz, 900 MHz, 1800 MHz, 1900 MHz

UMTS frequencies: WCDMA band (I, II, IV, V, VI, VIII, and XIX|

GSM transmission power: 2 watts (850/900 MHz); 1watt (1800/1900 MHz]
UMTS transmission power: 0,25 W

Power supply brick Type: FRIWO FW7520/05
Dimensions (WxHxDI: 51.5 x 87.5 x34 mm +/-1 %
Housing type: MMP 15
Housing material: PC/ ABS VO 125
Input voltage: 100-240 V AC at 50-60 Hz
Output voltage: 5V DC; 3 A +/-1%
Power cord length: 1.83 m +/-1%
Power cord type: Micro USB-B
Operating temperature: 0°C to +40°C (32°F to 104°F)
Storage and transport temperature: -40 °C to +70 °C (-40°F to 158°F)
Store in a dry place:
Relative humidity: 30% to 75% (non-condensing)
Atmospheric pressure: 700 hPa to 1060 hPa
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Battery (integrated) Type: Lithium-ion

Materials used in CardioMessenger Smart 3G

Parts Material and Manufacturer

CardioMesseng er Smart 3G housing

Display LCD Type, TN (positive) (Polycarbonate Makrolon 2405)
Rear housing  Luran S KR 2867 CWU

PCB Mounting Luran S KR 2867 CWU
Frame TPE Santoorene 101-55

Screws 1,4x6  Stainless steel A2 (Stainless steel]

Upper housing « PE film (Polyethylene)
« PET film type 1019 (Polyethylene terephthalate)
¢« MRTGT(PU-ether)
¢ Luran S KR 2867 CWU

Power supply unit with cable and plug

Power supply PC/ABS VO 125° C

housing Front panel: Manufacturer: Bayer (Germany)

material Model: KU2-1514
Back part: Manufacturer: FRIWO Geratebau GmbFI (Germany)
Model: 11.8593

Cable (power Soft-PVC, 60-80°, shore hardness A
cord) Manufacturer: Ocvaco; Model: 2xAWG2

Plug PC/ABS
Manufacturer: FRIWO Geratebau GmbH (Germany)
Model: 11.8593

Scop j of Delivery

CardioMessenger Smart 3G device;
Power supply unit with cable and plug
Manual

Quick start guide

Manufacturer

BIOTRONIK5E& Co. KG
Woermannkehre 1, 12359 Berlin, Germany

In the Territory of the Russian Federation

On issues related to the "Device for physiological parameters monitoring and
remote diagnostics CardioMessenger Smart 3G", manufactured by BIOTRONIK SE
& Co. KG, Woermannkehre 1, 12359 Berlin, Germany, please contact BIOTRONIK
LLC as the authorized representative:

¢ Russia, 109028 Moscow, Zemlyanoy Val, 50A/8, bid. 2
e Phone: 8 (4951 789-68-31
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Fax: 8 (4951 789-68-32

E-mail: officeObiotronik.ru

Pacl' aging

Packaging Material

Inner Cardboard

packaging Manufacturer: Smurfit Kappa (Germany)

1230 x 160 x 65 Model: Packline W/W, white

mml

Outer Corrugated cardboard

packaging Manufacturer: Smurfit Kappa (Germany)

(232 x 162 x 85 Model: B wave

mm) One inner packaging puts into one outer packaging

Synnbols on the Device

The label icons on the CardioMessenger symbolize the following:

*kk

Tl

Observe the technical manual
Store in a dry place
On and off key (standby)

Port for micro USB connector

-©

Lege id for the Label

The label icons symbolize the following:

BIOTRONIK order number

REF

Serial number
SN

Manufacturing date

Follow the instructions for use!
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TP2

Storage temperature

Air pressure limit

Humidity limit

Compabiltiy with telemetry protocol version 2 of
BIOTRONIK Home Monitoring

Transceiver frequency

This device contains material that requires special waste disposal
according to the environmental protection guidelines.

Observe the legislation in force in the territory of the Russian
Federation.

Return devices that are no longer used to BIOTRONIK.

CE mark

Device

Contents

CardioMessenger Smart 3G

Power supply brick
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YCTPOMCTBO KOHTPO/IA PU3NOJTOTNYHECKUMX
MNMAPAMETPOB U ,LI,I/ICTAHLI,I/IOHHOI7I ANATMTHOCTUKIN
CARDIOMESSENGER SMART 3G B cocTaBe:

- YcTpounctBo CardioMessenger Smart 3G;
- BNIOK nNuTaHuAa ¢ Kabenem u LUTEKEPOM;

- TexHn4yeckoe pyKOBOACTBO;

- KpaTkass MHCTpYKUUS

TexHnyeckoe pykKoBoACTBO

YTBEep>kaatro
BMOTPOHUMK CE & Ko.KI
BépmaHHkepe 1, 12359 BepnviH, N'epmaHus

Mnagwwnii cneuyannct otaena HOPMOKOHTPO/Is

Enena lNMonvkaprnosa

PBIOTRONTX

excellence for life
BIOTRONIK SE & Co. KO «11» okTaA6psa 2018 r.

woermannkehre 1
m'?359 Berlin
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BBepeHne

HasHaueHne

[MokazaHMA K NpUMeHeHuo / NpOoTUBOMNOKa3aHWsA
MoTeHUMasbHbLIM NoNb3oBaTesb

MepBble warn

[poBepKa KOMI/1ieKTa MnocTtaBKu

'oe pasmectntb KapamnoMecceHokep?

Kak noakntountb KapamnoMecceHokep?

Kak pab6otatb ¢ yctpoiictBom KapanoMecceHpkep?
Kak Bbikountb KapamnoMecceHpkep?

CumBONbI Ha aucnnee ycrtpoiictea KapagmoMecceHokep
PYHKLNN

CamonpoBepka

PYHKLMA OTBETHOIO 3BOHKA

Y</TpaHeHne HeuncripaBHOCTEM

01ambka A

Owmnbka B

Owmbka C

MNMNpumeHeHMe

TpeboBaHA K TEXHNUECKOMY OGC/TY>KBaHHO U PEMOHITY MEAVILIIHCKOIO V30 Vs

3a|psioka

Ounctka

TEXHNYECKOE 06CNy>XMBaHWE

TpeboBaHNsT K OXpaHe OKpPY>KaroLLe cpeapbl
Mepbl NpegocToOpPO>KHOCTU

AnpeKTnBbl

Mpnno>xkeHue

TEXHNYECKNE XapPaKTEPUCTUKU

MaTtepyviasibl, NPUMEHSEMbIE O/19 U3TOTOBIEHUA MeAVLMHCKOIo 13aenvisi

KomMmnsniekrauysa MeauuuHCKOro usaenvs
Ha Tepputopun Poccuiickon deaepauym
YnakoBKa

OnuncaHne UCMosb3yeMOoin MapKUPOBKM
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1. BBegeHne
YBavkaeMbli nauypmeHT!

Bam vMNNaHTUPOBaHO YCTPOWCTBO C MNOAAEP>KKOM  AOMNOSHUTENBHOM  PyHKUMN
JdomaluHnii MoHuTopuHr (BIOTRONIK HoTe Monitoring, B nepeBode C aHr/MicKoro
HoTe Monitoring o3HavaeT «JomaluHnii MOHUTOPUHI>).

TMK pyHKUMOHUpYeT JoMawWHUNA MOHUTOPWHT:

MmnnaHTupoBaHHoe Bam  ycTpoiictBo (gasiee  MMIUlaHTar) [1] ocHaweHo
cneuasibHbIM  MepefartymMkoM,  KOTOpbI, Kak MnpaBwlo, HOYbO nepepaet
MHdoopMaLmio 0 BalleMm cepgue Ha TpaHcmuTtTep — Bawl CardioMessenger Smart 3G
(panee CardioMessenger, KapamnoMecceHpkep) [2] N

Mepepgatumk Ballero uvMr/iaHTarta uWMeeT Maulyl0 MOLLHOCTbL nepejadn uo He
OKa3blBaeT HUKaKOro oTpuuaresisHOro B/USHMA Ha Balle 3a80poBbe. OgHako
orpaHnyeHHas OaUTbHOCTb nepegayn TpebyeT npUMeHeHus YCTpOWCTBa
KapaunoMecceHmKep.

KapgnoMecceHmpkep  cobupaeT  uvHdopMaumio 1 nepejaet ee B Buae
3alUMpoBaHHbIX COOOLUEHWIA 4Yepe3 MOOWbHYHO cBA3b [3] B CepBUCHbIM  LIEHTP
komMraHn BIOTRONIK [4].

Tam COO0OLIEHNS paclUngpPOBbIBAOTCA, W Ball Jsledawuii  Bpad [6]  wvmeet
BO3MO>KHOCTb ~ MNpocCMarpviBaTb  MOJTlyYEHHYHO  MHGOpMauUiio Ha  3allyeHHOM
UHTEepHET-camnTe

O

a CzD

]|
11 (2) M 5)

Kak 3T gonosiHuTebHble AaHHble ByAyT KMCMOJ/1b30BaTbCA, 3aBUCUT OT KOHKPETHOro
cnyyas un Tina MrnadHTata. Baw Bpayu pacckadkeT BaMm, KakK OH OyaeT UCMosib30BaTb
hyHkumo JomaliiHero MoHUTOpPUHra.

M| ~vmeyaHne: JomalluHnii MOHUTOPUHI He ABJIIETCA CUCTEMOW 3KCTPEHHOM
nomowy. Mpr rMJIoXomMm camouyyBCTBMM CBS>XKUTECH C BPa4yoM.

HaszHauveHMne

HaszHaueHue ycTporictBa CardioMessenger Smart 3G - 3TO obecrnedyeHne obmeHa
JAaHHBIMM  MeXXOy VMIM/IaHTUPOBaHHbIM YCTpoicTBOM 1 CepBUCHbIM LleHTpom HoTe
Monitoring.

MokaszaHMAa K nMPpMMeHeHnr /I'IpOTI/IBOI'IOKaSSlHI/IFI
CardioMessenger Smart 3G He WMMEeeT HUKaKuxX TepaneBTU4YecKnx wm

ONArHOCTUYECKUX OYyHKUWMIA, W, cnepoBaTtesibHO, He UMEET HUKaKUX [MoKasaHuii K
NPUMEHEHMIO/NPOTUBOMNOKa3aHMsIM B MPSIMOM CMbIC/1E€ C/10Ba.

YCTPOWCTBO KOHTPO/S ®U3NONOMMUYECKMX MAPAMETPOB U JCTAHLIMOHHOWM
< 000 LHPMH (7 INFOGCIRMIRY @ W G0szoRAVNADZOR Ry MESSENGER SMART 3G (panee KapavioMecceHpkep)



MoTeHUManbHbIM NoNb30BarTeslb

CardioMessenger npUMEHSIETCA MauMeHTOM B JOMallHel Yyc/ioBUsIX, a He B
MeaMLUVHCKOW cpeae.

Monib3oBaTesieM yCTpoicTBa MOryT OblITh:

Jlnua ¢ umnnaHTpoBaHHbIM ycTporicTBoM BIOTRONIK ¢ nogaep>kkon doyHKLNN
HoTe Monitoring;

Jnua, Hecylwme OTBETCTBEHHOCTbL 3a yXO[, 3a /MuiaMy C UMIV1aHTUPOBaHHLIMUA
ycTtponctBamm BIOTRONIK ¢ nogaep>kkoni doyHKUMM HoTe Monitoring;

Jlmua, cnocobHble YynTaTb U NOHUMAaTb PYKOBOACTBO MOJIb30BaTesis;

JlMua, YMCTBEHHbLIX CrOCOOHOCTEW KOTOpPbIX AOCTaTO4yHO M1 MOHMMaHUSA
OGBACHEHUIT MEeAMLIMHCKOIo MepcoHana,

Jlnuya, cnoco6Hble MOAKMOUUTL YN OTK/IHOUNUTL LLUHYP MUTaHUS;

Jlua ¢ HopMasibHbIM 3pEeHUEM U C/TyXOM (BO3MOXKHO, MCMO/b3YHOLLYE YCTPOKCTBa
KOpPpPEKUUN 3peHns/CriyxoBble annapartbl);

Jlnya co ctatycom oneparopa, corsiacHo 60601-1:2005.

Bpay NpuUHUMaET peLLEHME CMOXKET /I MauyeHT Ucrosib3oBaTtk CardioMessenger.
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2. NepBble waru
MpoBepka KOMM/eKTa noctaBKu

K™paonoMecceHmpKep MOCTaB/AETCA FOTOBbIM K UCMOJ/bL30BaHUMIO. Bbl MoykeTe cpasy
BBECTU €ro B 3KCr/lyartauuio, BCTaBMB CETEBOI LUTEKEP B CETEBYHO PO3ETKY.

OpHako nepes npMeHeHunem npoBepbTe KapgnoMecceHoykep 7] BCce
NPVHAA/1IEXKHOCTM Ha OTCYTCTBME BUOVMbIX MOBPEXXAEHU U UCMOMb3YWTE TOSIBKO
HenoBpe>kaeHHbIE KOMIMOHEHTbI.

Mc|BperkaeHHbI KapgmnoMecceHmpkep BeEpHUTE Bpady.

Mcnonb3ynte TOJSIbKO OpPUrVHa/IbHbIA  OJIOK  MNUTaHUSA, BXOAAWMIA B KOMIVIEKT
noctaBkU, (CM. «TexHMYecKne XapaKTepUCTUKN>>).

Apyrve npuHagie>kHoCT MOryT yXyaAwunTb yHKUUoHUpoBaHne KapauoMecceHmkep
N MNpvBECTM K TMOBbILUEHHOMY  MU3/Ty4YEeHVIO  MOMEX WM CHIDKEHUIO
NOMEXOYCTONUMBOCTI.

K4 MINJ1IEKT MOCTaBKU:

|
Ycb'poirictBo CardioMessenger Smart 3G (1)
B/jOK nuTaHus c kabenem un wirekepom (2)
TexHun4deckoe pykoBoacTBO (4)
Kpatkas uvHcTpykumsa (3)
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CardioMessengerSmart 3G;

“

BIOTRONIK
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/e pasamectntb KapanoMecceHpg>kep?

Utobbl nMHdopMaums ¢ MnsiaHtata nepegaBasiacb B KapamnoMecceHgyKep B HOYHOE
BpEMS, €ro crsieayeT MOSIO>KUTb PSAoM C KpoBaTbho.

B cBA3n c atum, Nydiulee Mecto ans KapauyoMecceHmkep — 3TO MPUKPOBATHbIV
cT)NMK. [Mpu BblGOpe AAHHOINO PAacrofioXKEHUS [AO0/DKHbI CO6II0AAaTLCA  criefytolume
YC/OBUSI:

= KapgyioMecceHapKep M1eXKNT Ha TBEpPAO MOBEPXHOCTU M HE MOXKET YIMacTb.

= PaccrtoaHue [0 wuvMIUlaHTara CcocTtaBiger MeHee 2 M, criegoBaresibHo,
obecneyrBaeTCsa HernpepbiBHas rnepegada coooLLeHun ¢ mnniaHTara B Kapauo-
M3cceHpKep B HOYHbIE 4Yachl.

= Ecrin KapagmoMecceHopkep /eXXUT Ha MNPUKPOBaTHOM CTO/IMKE, Bbl JIEFTKO MOXKETe
pacno3sHartb CUMBO/IbI Ha AUCI/IEE U eXXeOHEBHO MNpOBEpPsSTb FOTOBHOCTbL YCTpOMNCTBa
K paborTe.

Ecrin I'IpVIKpOBaTHbIVI CTO/TNK coenaH n3 MeTasina, He Knagurte
KapagroMecceHmpkep npsaAMoO Ha Hero. ObecrneudbTe paccTosiHUe MnpuMepHo B 5 cMm oT
Hero, Hanpumep, Mpy NMOMOLLM CTOMKU KHUI, YTOObI MeTasul He co3gaBasl NMomMexuv asisi
nprieMa JaHHbIX U3 vMIrJiaHTara.

Kpome Toro, Heo6xoaMmMo yunTblBaTb crefytoLlee:

= He knagute KapamoMecceHpkep paaoM ¢ Tenesm3opomM, CBY-neubto vwm
OpYrM NCTOYHVKOM 3/1IEKTPOMArHUTHbLIX MOMeEX.
Ecnn pasmectutb KapamoMecceHmkep B HeNocpeacTBEHHOW 6/mM30CTU  OT
pagnobyaunbHUKa wim TeneBun3opa, TO OH OyaeT m3gaBaTb XapakKTepHble A1
MOOUNbLHOIro TenedgoHa LyMbl.

= He noageepraiite KapanoMecceHmKep BO3AENCTBUIO TeMnepaTtyp Bbille 40 °C.
He octaBnsite ero nog npsvbIMA CO/THEYHbIMK JlydaMn U HEe K1agute MpsiMo
MnoA, raJ/ioreHoBbI CBETWIbHUK.

= He noapepravte KapanoMecceHmKep BO3OENCTBUIO TemMnepaTtyp Hwke -5 °C;
6/10K NTaHUSA — BO3AENCTBUIO TeMrepartyp Hwke O °C.

e 3awmtnte KapgyioMecceHmpkep OT nonagaHusi BoAbl U OT BbICOKOW BJ/IaXKHOCTU

BO34yXa.
He ocTaBnAariTe ero B BaAaHHOW KOMHAaTe.

Kak nogknrmounte KapaonoMecceHpa>xep?

Balu KapgmoMecceHmpKep MOSIHOCTLIO MpeayCcTaHOB/IEH U MOCTaB/IAETCA FOTOBbIM K
akcnnyataumn. lMogknoumB YCTPOMCTBO K cCeTM depe3d 6710K nutaHms (Tun cM. B
Mpuno>keHne, cTp. 23), Bbl MOXKETE cpaly BBECTU €ro B 3KCrulyarauuio.

MpumeuaHne: O6paTUTe BHUMaHVE Takke Ha Npuwiaraemylo  KpaTtKyto

VHCTPYKLMIO
& 000 LUPMU @] INFO@CIRMI.RU @& WWW.G0SZDRAVNADZOR.RU




Eorm wtekep Bce >ke OoTcoeaVHWICA Mpy U3bSATUM U3 YMNAaKOBKM WM BO Bpems
TPBHCMOPTUPOBKMK, BbIMNO/HUTE Creayrolme OeACTBUSA:

BctaBbTe ManeHbkmin wrekep (Wrekep micro USB) cnpaBa B Kapguo-
MecceHoykep.

Cnegnte 3a TeM, 4TOOblI MapKUpoBKa Ha LwWTekepe (6enas cTpenka)
Haxogwuiacb Ha BEpPXHENM CTOPOHE.

-\

I
CjrtfiDM»u*n|«r*

1 E1 US

- BIOTROMK

MHe300 0603HAaYEeHO CreayroLMM CYIMBOJIOM:
- ©
BcTaBbTe ceTeBOV LUTEKEP B PO3ETKY

Cnegute 3a Tem, 4TOObl poO3eTKa Bcerga Haxoguniacb B CBOOOAHOM AOCTyrne M He
6b(la coeoMHeHa C nepekoyaresnieM OCBeEWeHWs. Tak  Bbl  npegoTBparute
HenpegHamvepeHHoe Bbik/oveHe KapamnoMecceHppkepa.

KapagnoMecceHpKep aBTOMaTtUyeCcKn BK/IKOUUTCA U NPOBeAET CcaMOMNpOBEPKY.
KapgnoMecceHmkep 6yaeT rotoB K paboTte, Kak TOSIbKO 3aBepLUMTCS camMornpoBepKa
N Ha OuCriiee MOSABATCA Crieflytolpie CYMBOJIbI:

O K El«

Ecrm  3TOro He npoucxoguT, npouvTanmte [OMOSIHUTENIbHO B: YCTpaHeHue
HeuncrnpaBHoOCTel, cTp. 14.

Kak pa6oTaTtb c ycTponctBomMm KapamoMecceHpg>kep?
KapgnoMecceHpKep aBTOMaTUyecKn NpUHMMaEeT CUrHaul C Ballero uMmruiaHrara m
CaMOCTOATE/IbLHO oTnpaB/iseT nHdopmMauuio B CepBUCHbIA LEHTP KOMMaHUN

BIOTRONIK, cnepgoBaTesibHO, BaM HEOOXOAMMOW YUYECTb JIMlLb HEKOTOPbIE MOMEHTbI.

OavH pas3 B AeHb MnpoBepsinTe, BKItoYeH s KaparoMecceHmpkep U rotoB /I OH K
pab6oTe.

& 000 LMPMM (] INFO@CIRMI.RU & WWW.GOSZDRAVNADZORRU ) MO C/1ieaAyHOLLMM CMMBOJ1AM:



OK O«i

Ecrn Bbl XOTUTE HOCUTbL YCTpPOMCTBO KapamnoMecceHmopyKep ¢ co6oii, BO3bMUTE cebe 3a
NpaBwl1oO KadKabli Beyep CTaBUTb ero Ha 3apsafKy Ha NMpuKpoBaTHOM CTOJIMKE.

Kak BblkntounTtb KapgunoMecceHpa>Xxep?

Mockonbky KapgmnoMecceHmKep coaep kUt Moay/ib MOOW/IbHOM CBSA3U (<<COTOBbIN>),
TO B MecCTax, B KOTOpPbIX MOOWIbHbIE TenedoHbl 3anpeweHsl (Hanpumep, B

camorsieTe),
MO>KET NoHaao06UTbLCS OTK/THIOUNTL KapanoMecceHmkep n3 CO0Bpa>KeHNIA

6e30MnacHocCTu.
Takme mecta MOXKHO orno3HaTb Mo cnegyrowemy (W nogobHomMy) CUMBOJSY:

B HEKOTOPbLIX MecTax MOOWIbHbIe TenleddOHbI 3anpeLleHbl ¢ Lerbio obecnedeHus
TUWKHBLI (Hanpumep, B TeaTpe WM KUHO). B 3aTtom cniydae HeT Heob6XxogmMMocTu
oTkovaTtb KapanoMecceHmkep, T. K OH paboTtaeT 6ecLuymMHO.

Ha>xkvunte wm ygep>kmBaiite HavKatoli B TedeHume AByX CeKyHA Troslybyro KHOrMKY,
pacnosio>keHHyt0 crnpaBa Ha KapanoMecceHmkep, noka UHAMKaumMs He UCHEe3HeT C

aucnnes.
Monyb6as KHoMka ob6o3HavYeHa cregyrolwyiM CUMBOJIOM:

. BIOTRONIK
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KclpamnoMecceHopyKep OTK/IHFOUEH.

MpumevaHune: KapgnoMecceHgpKep COBEPLLEHHO He B/IMSET Ha paboTy Ballero
VMrviaHTara.

Balu nmnnaHTar pyHKUMOHNPYET abCcontoTHO HOpMasibHO, Aavke ecnn Kapgvo-
M™NoceHpKep elle He rotoB K paboTe.

& 000 LHPMH (&7 INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR.RU
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3. CumBONblI Ha aucnnee ycTpoiictBa KapaunoMecceHgyXep

H gucnnee yctpoiictBa KapgyioMecceHmKep ecTb criefyrolme CMBO/IbI:

- OK
O
L1
H

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

CMBO/1 rOTOBHOCTM K paboTte

CriMBO/1 OTBETHOIO 3BOHKAa
Cm. dYHKLUNA OTBETHOINo 3BOHKa, CTp. 12

CvmBosT nHpopmMaumn
CM. YCTpaHeHMe HeucrnpaBHOCTEN, cTp. 14

CvimBon 6arapeun Bcerga otobpadkaeTtcs 1-3 nosiockam
B 3aBMCMMOCTU OT €ee cTaryca.

Ecnm yctpoictBo KapgnoMecceHmKep coeguHEHO C
6/10KOM NMUTaHUS U 3apsi>KaeTcs, CMMBOJT GaTtapeun
OoTOOparKkaeTcsA C Ma/leHbKIM CUMBOJIOM LLTEKepa.
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4. PyHKUNN

CamoripoBepka

NMocne nogknoveHusa KapamoMecceHmKep aBTOMaTUYeCKU MPOBOAUT CaMOrpoOBepKY.

Bpemsi, B TedeHMe KOTOpOoro A/IMTCA camornpoBepka usgenna (rnocse Havkatna Ha
KHOMKyY BK/IlOYeHUs) cocTtaenseTt 10 cek =+ 2 cek

Ha gucnnee KapgnoMecceHgpKep OTOOpavkaroTCsA BCe CUMBOJIbI.

OK LI O uf

Mo 3aBepLUeHN KapanoMecceHayKep rnpoBepsieT coeanHeEHME C CETLHO
MOOW/ILHOW CBA3W.

CyMBOJT TOTOBHOCTM K paboTe MuraeT, U Ha gucrisiee nosiBnsietcs
CUMBOJ1 6arapen.

/d | X

1<K

MNpoBepka coegHEHUA MOXKET 3aHATb A0 15 MUHYT.
Mocne yctaHOBNEHUA COegUHEHUS CUMBOJIbI TOTOBHOCTU K paboTe u
6aTtapen oTobparkaroTCA MOCTOSIHHO.

OK

Tenepb KapgmnoMecceHmyKep rotoB K paboTe.

Ecrm yctaHOBUTL coegnHeHMEe HEBO3MOXKHO, MUraeT CMMBOJT MHhopMaLn.

Bonee noapo6Hyt0 MHGOPMAaLIMO CM.: YCTpaHeHMe HeucrnpaBHoCTel, cTp. 14.

PYHKLNA OTBETHOIO 3BOHKa

PYHKLMS OTBETHOINO 3BOHKAa — 3TO A0MNO/IHUTESIbHAasA (PyHKLUMSA, KOTOPYHO Ball Bpay
MO>KET MCMOMb30BaTb Mo-pasHoOMy. Bpaud cooomT Bam, 6yAeT /i OH MUCIMO/b30BaTb
aTy doyHKUMIO 1N, ecnn Aa, TO Kak.

Hanpumep, npu nomowm cUMBOJsia OTBETHOIO 3BOHKa Bpayd MOXeT MornpocuTtb Bac
nepe3BOoHUTb. OH MOXKET BK/IHOUUTbL 3TOT CUMBOJ1 Yepe3 CEeTb COTOBOW CBSA3U. JTOT

CVMBOJT MUTaeT Ha gUCrjiee MakCMMyM B TeUeHUe Tpex AHEeN.

Kak TO/IbKO Bbl 3amMeTuTe Ha [OWUCIJlee MUraHre CcuMBo/ia OTBETHONO 3BOHKA,
CBSDKUTECH C BpayoM B Grividkailipme npuemMHble Yacbl.

0K 0
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OTKNH4YeHne cnMmBOJ1a OTBETHOINo 3BOHKa

UTY36bl OTK/IIOUNTbL CMMBOJT OTBETHOIO 3BOHKA, Ha KOpPOTKOEe BpeMA OTKAH4YUTE

KapaonoMecceHpxep.
1 Haokmiite m yaep>kmBamte HavKaToli B TeUeHMEe ABYX CEKYH[ roslyoyro
i KHOIMKY, pacnosioXKeHHyro cnpaBa Ha KapauvioMecceHmKep.
2 Bce cMMBO/IbI MOracHyT.
3 Mopo>kamTe OKOoMo TpuauaTn CeKyHM.
4 CHOBa HavKMUTE TosTlybyro KHOMKY U yaep>kKmBamTe ee HavkaToll B TeYveHne
OBYX CEeKyH[.

MpumeuvaHue; Ecnn KapgunoMecceHa)Xep NOAKAOUYEH K 6/10KYy MUTaHUS, TO OH
3anyCcTUTCA aBTOMATUUYECKU, BaM He HYXXHO XXAaTb U BK/OYATb €ro BPYYHYIO.

KapgunoMecceHopkep npoBeneT caMorpoBeEPKY.

nbcne aToro oTo6pas3AaTcs CMMBOJT TOTOBHOCTU K pabdoTe un cMMmBos1 6aTtapen; CMMBOJS
OTBETHOro 3BOHKa 60/ibllie HE MUraerT.

H3 3abyabTe UCMOMHUTL MoXKe/aHne Bpada.
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5. YcTpaHeHue HeucnpaBHOCTEN

Ecrm Bpau yBegomnsieT Bac 06 OTCYTCTBMM COOGLLEHWI C MMMMaHTaTa, a KapamoMecceHopkep
B 0603HAaUYEHHOe BpeMsi Gbl/1 BK/IHOUYEH, YCTPAHUTE BO3MOXHbIE UCTOUHMKU MOMEX,
Halxogslpmecst B HerocpeacTBEHHOW 6mM3ocTn oT KapanoMecceHmkep.

VicTouHMKamm nomex MoryTt 6biTb 6ecnpoBOAHbIE CpeAcTBa CBA3M, Takue Kak 6ecrnpoBOfHble
nomalHve Wi-Fi poyTtepbl, coToBble TenedoHbl, 6ecnpoBogHble TeneoHbl Tux 6asosble
G/10KN.

CraHgapT IEC 60601-1-2: 2007 pekomeHgyeT cobnogartb pacctosHne 0,3 M (Nogpo6HOCTr
aw™ MNpunoxeHwune, cTp. 23).

HeucnpaBHOCTM ycTpoiicTtBa KapgmoMecceHopkep pacrno3HaloTCs Mo COOTBETCTBYHOLLUM

cuMBOJIaM.
CumBon lNoBeneHve kcnyarayMoHHoe
COCTOsIHUE
Bbiks. Owwmnbka A: oTcyTCcTBME
a/leKTponuTaHus
O L|J O I/l*' MuraHve Owwubka B: He yganock
K BbIMOJ/IHUTb
camMonpoBepKy
! *\ MuraHve Ownbka C: oTcyTcTBUE
-LLI' __qﬂ MOOUBLHON
CBA3N
Olpnbka A

OTcyTCTBUE 3/1EKTPONUTaHNSA

CMBO/T FOTOBHOCTM K paboTe He oTobpadkaeTcsa. KapanoMecceHmpkep He rotoB K

pab6oTe.

= Y6egutecb, 4To wWTEeKep micro USB npoyHo BcTasneH B KapamnoMecceHmkep.

= Yb6egutecb, YTO CETEBOI LUTEKEP MPOYHO BCTaB/IEH B PO3ETKY.

- Y6eoutecb, 4YTO TOK T[O po3eTKe WuaeT HOpPMas/lbHO, Hanpuvep, nposepbTe
pO3eTKYy, BK/IHOUMB B HEE HOYHVIK.

Ecnn Bbl HE OOHaPY>KN/TM HMKaKUX OLLMOOK, obpaTuTecb K Ballemy Bpady.

Owmnobka B

Bce cnmBOblI Muraror.
MNMoBTOpUTE CcaMOoMnpoBeEPKY, MOCKOJIbKY KapamnoMecceHopKep ee He 3aBepLuwnsl.
Ka™panoMecceHmKep He rotoB K paboTe.

T1] OTtcoegnHnTe KapanoMecceHmkep oOT 6/10Ka NuTaHus, ec/im oH
nogcoegnHeH
2 Haokvute u yaep>kvBanite HadKaTol B TeUeHue OBYX CeKyH[, rosybytro
KHOIMKY, pacrnosio>XKeHHYO crpasa Ha KapamnoMecceHykepe
3 OctaBbTe KapanoMecceHopKep B BbIK/THOUEHHOM COCTOSAHMNU MPUMEPHO Ha
30 cekyHpA
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Bktounte KapgmoMecceHmkep, nogcoegvHmB ero K 6710Ky nuraHus

KapaoynoMecceHmpkep BK/TIHOUNTCA U aBTOMAaTMYECKM CHOBA BbIMNOSIHUT CaMOMNpPOBEPKY.
Mo 3aBepLLEeH camMonpoBepkn KapanoMecceHmpkep rotos K pabore.

M MvevaHve: MNpoBepka coeanHEeHUsT MOXKET 3aHsATb A0 15 MUHYT

Ecrm Bce cumBO/bI CHOBa HadyMHaroT Mmurarb, KapamoMecceHoyKep HeuncnpasBeH.
BepHuTe ero spauy.

Owmbka C
OTtcyTcTBME MOGW/ILHOW CBSA3U

CvmBon uHopMaumm MUraeT, W Ha gucrnnee rnosBAseTca CcuMBO  Garapew.
MpoBepbTe MOOWILHYIO CBSI3b, T. K KapgunoMecceHmpkep He MOXKET YCTaHOBUTb
coegmHeHue ¢ CepBuUcHbIM LeHTpoM BIOTRONIK.

Ha>kvnTte m yaep>kmBaite HavKatol B TeUHEHME ABYX CEKyHA, rosyoyro
KHOIMKY, pacrnosioXKeHHyro cripaBa Ha KapamnoMecceHpkep.

* BIOTRomin

Mono>kunte KapamnoMecceHykep B MECTO C JiyullM NMpUeMoM cuUrHaia
MOGWIBLHOW CBSI3W.
Cnegute 3a TeM, 4YTOObl pacCTosAHME OO0 MMM1aHTara no-npe>kHemy

COCTaB/sI/10 MeHee 2 M
CHOoBa HavKMUTE roslybyro KHOMKY U yAep>KMBauTe ee HabKaTol B
TeueHue OBYyX CeKyHA. .

KapgnioMecceHmKep BK/IHOUUTCS CHOBA U 3arnycTUT camornpoBepKy. OH MnpoBeput
coefiHeHVE C CETbIO COTOBOM CBA3W. Kak To/IbKO MpoBepKa coeayviHEHWS YCMeLUHO
3aBeplwiaeTcs, Ha [Aucnsiee MNOSIBASIIOTCA CUMBOJI FTOTOBHOCTU K paboTe M CUMBOJI

6atapeun. Tenepb KapanoMecceHpkep rotos K pabdore.

;,OK B *

NpoBepka coegVHEHNA MOXKET 3aHATbL A0 15 MUHYT.
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Ecnn KapanoMecceHmpkep B NpUHUMNE He JIOBUT CUMHaUT MOOWIbHOIM CBSA3U PsigoM C
Ballleii KpoBaTbio, MPOKOHCY/IbTUPYWTECH C BPaYOM.

MpumevaHune: CoegMHEHNE C CETbIO MOGU/IbHOI CBSI3M MOXKET OTCYTCTBOBaTb B
nc|MeLeHusix ¢ To/ICTbIMM CTeHaMM U BO BpeMsi NMoe3/oK.
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6. NMpumeHeHNe

Tpe6oBaHUST K TEXHUUYECKOMY OOBCAY>XUBAHUIO U PEMOHTY MeAULMHCKOro
nagenuns

KapagnoMecceHmkep nMNpeaHa3sHadeH, B TMEPBY0 ouyepeab, 419  O/IUTESTbHOMN
aKcrlyaraumMmy goma, T[OCKOJ/IbKY OH OAVMH pa3 B CYTKW, KakK MpaBwuio, HOYbLIO,
nosiydyaet uvHoOpMaUMio ¢ MMrviaHtata u nepegaet ee B CepBUCHbLIA LeHTp HoTe
Monitoring.

Heobxoammo ctaBuTb KapamoMecceHoppKep HO4Ybio Ha 3apsiaKy, 4YToObl B TedeHue aHA
MO>XHO 6bUIO0 HOCUTb €ro ¢ COOOMN.

KapgnoMecceHmpKkep C MOSIHOCTBLHO  3apsbKeHHOoW 6Gartapeeii  MoykeT paboTtatb B
MOGWILHOM pe>krMe B TedeHne 48 4acoB, OHAKO HaCTOSITE/IbHO pPeKOMeHAOyeTCs:

e 3Baumuwarb KapguoMecceHmpkep OT MNpsAMOro KOHTakTa C Bogoi. Hanpumep, BO
BpemMs JOXKOA HOCUTb ero rnof KypTKoWi Wi B CyMKe.

= He Hocutb KapaunoMecceHmpkep B HarpygHOM KapmaHe pyoallky Wi KYpPTKW,
Tak Kak B 3TOM C/lydae pacCTosiHMe 00 MMIvlaHTara, BO3MOXXHO, COCTaBUT MeHee
15 cm;

e [OnAa wCckIoYeHUA  pasgpadkeHUa  KOXKM, He Hocutb  KapamnoMecceHmkep
HEeMNoCcpeaCTBEHHO Ha KOXKE;

= He nogHocutb KapanioMecceHKep K UCTOYHUKaM OTKPbLITOro OrHs;

< He wvcnonb3oBaTb KapanoMecceHmkep Npu BHELUHE Temnepartype Hwke - 5°C.
Mpn HM3KNX Temnepartypax Bpems paboTbl 6aTapen KapgunoMecceHmpKep MOXKeT
3HaYMTENIbHO COKPAaTUTLCH;

= He Bk/ovatb KapanoMecceHmpKep, ecqiv OH HedaBHO MoABeEprasics BO3AEWCTBUIO
HU3KMX TemMnepartyp. Heobxogymo fatb YCTPONCTBY MOCTENMEHHO COrpeTbcs A0
KOMHAaTHOW TemrepaTtypbl, VHade o6pa3yrolmiicsd KOHOAeHcaT MOXKET MOoBpeaUTb
3NIEKTPOHUKY;

= He wucnonb3oBatb KapanoMecceHmKkep B MecTax, rge MoobwibHble TesiedooHbl
3anpeuweHbl U3 coobpaXkeHUl 6e3onacHocTu (Hanpumep, onpeaeneHHble
30HbI B OOMbHULLAX WM camorsieTax).

MNMPEAYIMPEXAOEHWE
Ana MmHUMM3aume BEPOATHOCTU BO3HUKHOBEHUA  MOMEX,
pacctosiHne wMeXkay YyCTpoiicTBoM  KapgunoMecceHgpkep u

MMM1aHTaTtoM O0/IKHO COCTaB/IATbL He MeHee 15 cm.

KapanoMecceHmKep coaep>kuT Moay/lb MOOWIbHOW CBSA3U (aHa/1I0OMMYHbIA COTOBOMY
TenedoHy). UTobbl M36e>karb BO3HMKHOBEHMS MOMEX B MMI1aHTare, Heo6xoaMmo
co6nogate npegnucaHHoe MUHUMaUIbHOE pPacCTosiHME MeXXOy WMIVIaHTatoM U
MOOW/TbHbIM TenedpoHOM W, criegoBaTesibHO, YCTpoiicTBOM KapanoMecceHopkep.

Utobbl OoTKNIOUUTL KapgmoMecceHmpkep OT ceTr NepemMeHHOro Toka, Heobxoammo
oTCcoeAuHUTb WTekep 6/10Ka NUTaHUA OT PO3EeTKWU.

3apagka

Mepen nepBbiM BBOAOM B 3Kcrlyaraumio KapanoMecceHmkep Heobxoanmo
3apsaanTb.
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Kpome TOro, pexkomeHaoyeTcA BBOoAUTbL KapayioMecceHpkep B 3Kcrulyartauuo cC
NOAK/IIOHEHHBLIM O/IOKOM MUTaHMA Ha MPUKPOBATHOM CTOJIMKE, 4TOObl MOXHO Obu10
NOJ/IHOCTbIO 3apsaanTb Garapeto.

niinMenaHHe; He 3apsbkaiTte KapgmnoMecceHpkep vepes 6710K NUTaHns BHE
NOMELLEHWIA.

3apshkatb KapanoMecceHmkep crefyeT He no3gHee TOro MOMEHTa, Korda CYMBOJSI
6arapen Ha4dHeT muratb.

BbinonHWTE crefytolwime AelcTBUs:
MoacoeanHuTe KapamnoMecceHpKep K 3/1eKTPOCEeTU.

Bo Bpemsi 3apsiaKku rnooyepesHO MUraroT OTAeSbHbIE CErMEHTbI B CMMBOJIE 6aTtapeun, a
TaKke OTobparkKaeTcsi MasleHbKUIA CUMBOJ1 LLUTEKEpPA.

@~ ox W*

Jdo Toro, kak KapanoMecceHpkep OyaeT MNOSIHOCTLIO 3apsi>keH, Tpu MOJIOCKU B
cMBOJie 6arapen mMurarot gpyr 3a gpyrom. Kak To/ibKO OH 3apsiguvTcs MNOSIHOCTLIO,
6yayT oTobpavKaTrbCsA BCce Tpu MOMOCKU. lpouecc 3apsagkn B cpegHeM Mpoao/m»KaeTcs
TpW 4aca.

] |>nmevaHve: Mpn noBpexgeHn  Gatapen KapgnoMecceHmKep - MOXKHO
MCMosib30BaTbh C 6/I0KOM MUTaHWA.

Kpome ToOro, KapgmnoMecceHmgkep paboTtaeT OT 6/ioka nuTaHus, ecsin batapes
MNOJTHOCTBLIO pa3psi>KeHa.

Mpy Hagne>kallem MCcnosib30BaHUM BCTPoeHHas 6artapes gavke dvepes 500 MnosHbIX
LUMK/IOB 3apsaaKkn (MUHUMYM apa roga C/Ty>KObI) [OO/mKHa cHab>karb
KapanoMecceHmpKep a/1eKTpuyecTBOM B TedeHue 48 4acoB.

OuncTKa
Adep>xknte KapamnoMecceHmkep B 4ucToTe, B 3alMUIEeHHOM OT MbUi 1 rpasm

mMecTe.
Vcnonb3yiite ans OUNCTKU MArKyto 6e3BOPCOBYHO CaslpeTKy.

N MNMPEAYIMPEXAOEHWE
Mpe>kae yem npotupatb KapgynoMecceHmKep BNa>KHOM TPAMKOIA.
Z I A BbIK/IHOHaTE €ro

AN OUMCTKU MOXKHO UCMOsib30BaTb CMOYEHHYHO BOfov candeTky. OgHako He
AonyckamTte NpsiIMOro KOHTaKTa KapanoMecceHmkep C  BOAOW wm
pacTBOpUTENAMU.

Sawmarte KapamoMecceHmKep OT NPAMOro KOHTakra C BOAOM.
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TexHun4dyeckoe ob6cny>xmneaHume

KapauioMecceHapkep npeaHasHadyeH as1s1 AfiMTeslbHOM aKcnyaTtauun B
aBTOMaTUUYecKOoM pexkme. MNpr NpaBWIbLHOM HacTpolike paboTbl MO TEXHNYECKOMY
06| cry>kMBaHMIO He TPeOBYHOTCA.

TpleboBaHUA K OXpaHe oKpy>katouiein cpegbl

3anpeLwaetcsa BblbpacbiBatb KapgnoMecceHmkep;

3anpewaeTtcs BblbpacbiBaTb 6/10K MUTaHUS;

KapanoMecceHoppKep U COOTBETCTBYHOLLMI 610K NUTaHUA cogepykar marepuas,
KOTOPbIA  MOANEXUT yTuinsaumm B  COOTBETCTBMM C  3KOJSIOMMUYECKMMU
TpeboBaHMAMA.

Ecrn KapanoMecceHpkep BamM 0OOsblle HE Hy>KEH WM MOBPEXOEH, Bbl MOXXeTe
YTUAN3MPOBAaTh €ro 1 COOTBETCTBYHOLLMI 6/I0OK MUTAHMA Kak 3/IEKTPOHHbLIA MyCcOop B

COOTBETCTBUM C AENCTBYHOLLMMM NpeanucaHysiMu.

Bbl mo>keTe otaate KapayoMecceHpkep U BCce MNMOCTaB/IeHHbIE KOMIMOHEHTbI CBOEMY
Bpayy. Bpau otnpaBuT Bce getasim B kKomnaHuio BIOTRONIK.

YTnimsauyss  nMpovsBOAUTCA  COMflaCHO  3aKoHoJaTesibCTBY, [OeNCTBYyHOWeMy Ha
Tepputopunn P®.
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7. Mepbl NpegoOCTOPOXHOCTU

KapgnoMecceHmKkep SBASIETCS  MEAUUMHCKVM — u3gesiieM 1 MNo3ToMy  oTBedaeT
CTpOrM Tpe6oBaHMSAM K pa3paboTke, MNpPOV3BOACTBY M KOHTPO/IKO  MeAULIMHCKOM
TEXHUKW.

O6partnTte BHYMaHME Ha Creyrolpe yKasaHus:

3akoHogaTesibHble  aKTbl MO 3/1EKTPUYECKUM  MNpuybGopaM B MeAULIMHCKUX
YUpeXKaeHusiX MNpegnucbiBaloT  He  ucnosib3oBaTb  KapguioMecceHmkep U ero
NPUHALIEXKHOCTM B MeCTax, KOTOopble ornpeaesieHbl Kak OKpY>XKeHve naymeHTa
(Hanpumep, B onepaLyioHHOM 3asie).

Ob6ecneuvbTe 3awmTy KapanoMecceHgpkep 1 6/10Ka nutaHus OT:
= BOAbl 1 BbICOKOM BJI@>KHOCTV/ BO34yXa,;
= Temneparyp Bbiwe 40 °C (HanpuMmep, MNpsAMbIX COSIHEYHbLIX Jfydeid, MOLUHbLIX
rasioreHoBbIX CBETU/1bLHVKOB, OrHs);
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8. OvpekTuBobl
T€|nemeTprnyeckmne gaHHble ana EBponbl

Baw wmmMnnaHTar nepegaeTt guarHoctudeckue pgaHHble Ha KapamnoMecceHmpkep Ha
paguoyacTtoTe, YCTaHOBJ/IEHHOU EBponenickoi  KOHMepeHumen aaMuHuUCTpauuii
MOYTOBbLIX C/MYy>KO6 U CMy>k6 CBA3M /19 3KCrvlyarauum  pagrioyCTaHOBOK  Mavion
MOLLUHOCTU /19 aKTUBHbIX MeaANUMHCKMX umnianTatoB (CEPT/ERC REC 70-03).

KomvnaHna BIOTRONIK no 3akoHy o6s3aHa npegynpegutb Bac O TOM, 4TO
paspeLlleHHble MOoJI0Cbl YacTOT UCMOSIb3YHOTCA He TOJ/IbKO Pagnioc/Ty>KO60 KOoMaHuu,
M nepegada gaHHbIX C uUMM/laHTata He Ao/hDkKHa co3jaBarb MNoMexun gns apyrnx
paguocny>kb. Yactotbl U TexXHUYeckKue napamMmeTpbl BCTPOEHHOro nepegarymka
TwarenbHO NnogobpaHbl, BCAeACTBUE Yero rnoMexm Ans Apyrux cray>kb v nomexum npu
ne|pegaye Coo6LUEHMIAI UMIMIaHTaTa KpaiiHe Mas/loBEPOSTHbI.

Kpome Toro, komraHna BIOTRONIK o6palaetr Bawe BHUMaHuWe Ha TO, 4TO
pery/vpyrolie  BegoMCcTBa  MOryT  3arfpetuTb  MoMb30BaTtbCA  BblAe/IeHHbIMU
yactotamy, M coeguHeHVe MeXXOy WMrviaHtatoMm u npuoopom KapamoMecceHpkep
MP>KET 6bITb pa3opBaHo. [MOCKO/IbKY 3Ta C/y>kba pacnpocTpaHeHa no Bceli EBpone mn
Ha| BceM ceBepoaMeEPUKAHCKOM KOHTMHEHTe, B 00603pvMOoM Oyayliem Bpsg
criegayeTt oXknaaTb OTMeHbl pacripefesieHNs 4YacToT.

KapgnoMecceHmpkep, KakK UM MMIJIaHTaT, MNpOBEpPEeH HEe3aBMCUMbIM  MyHKTOM
TeKHMYEeCKOro KOHTPO/IA Ha COOTBETCTBME 3aKoHogaTeslbHbIM akTtamM. OH  ummeer
creayroLpiA pPerncTpaLUyioHHbIN 3HaK:

CE0123 s
Ce s

Momnmo sToro, B KapguoMecceHmkep BCTPOEH paguioMogeM, obecrieuvBaroLLmnii
co|BaMHeHNE C CeTbO COTOBOM CBA3M Ha 4actotax 850/900/1800/1900 M.
KamnaHus BIOTRONIK mcnosb3yeT pagmyomMmogem B COOTBETCTBUU co
cneydouKaumsiMn U3rotToBUTEsISA U € COO/TIOAEHNEM YC/TOBUA JTNLIEH3MPOBaHUS.
Pagyomogem npoBepeH He3aBUCMMOM 3KCMEepPTHOM KoMuccuelr Ha cobniogeHue
3aKoHOodAaTes/IbHbIX akKToB U JOMylleH K 3Kcryataumn. A 3Toro OH  uMmeet
crnenyrolmMing PErNCTPaLMOHHbIA 3HaK:

C £1909

3/ ]ekTpoMarHuTHass COBMeCTUMOCTb

MbumevaHwue: KapgnoMecceHmpkep  3awumuleH OT TroOMexX CO CTOPOHbI
3M1EKTPOMAarHMTHOIro U3JyYeHUs, 3/1IEKTPOCTaTUYeCcKoro paspsga U Apyrmx — B TOM
yncsie CBSAAI3aHHLIX C  JIMHWEN anekTponutaHna — noMmex. OaHoBpemMeHHO

3MIEKTPOMarHUTHbIE MOMEXU OT ycTporicTBa KapguoMecceHmkep Obli CHYDKEHbI 0
MUHUMYMA. TaknMm  o6pasom, KapguoMecceHmpKep BO BCeX  OTHOLLUEHUAX
co|pTBeTcTBYeT TpeboBaHMsM cTaHgapTa EN 60601-1-2.
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MpumeuaHue: [pyrve ycTpolicTBa, Hanpuvvep, MOOWIbHbIE paguonepegaroLme
yCTpoOCcTBa MOryT co3gatb novexu ansa KapgunoMecceHmpkepa, Oavke ec/in 3Tu
yCTpoicTBA COOTBETCTBYIOT TpeboBaHVsAM  Me>kayHapogHoro  creuviasisHoro
kommteTa Mo paguonomexam (CISPR). OgHako 3T MNMOMEXM He BAUSAKOT Ha
hbyHKUMOHa/IBHOCTL MMI/1aHTaTa.

MlapaHTUA

Mpn HeHagne>kallem UCrosb30BaHUW, XpaHeHUN, U3MEeHEeH npubdopa v
HeHag/ie>kalleii TpaHCNopTMPOBKE rapaHTus Ha KapgyoMecceHapkep 1 Bce
opuruHasibHble getanin BIOTRONIK TepsieT cwiy. Vcnosnb3yiTte /19 oTnpaBKu
TObbKO OPUrMHaUIbHYHO YIMaKOBKY.

MlapaHTMHBINA CPOK 3KcNyaTaunmm

12 mecsueB

FrapaHTUHBIA CPOK XpPaHEeHUS

15 mecaueB

CpOTBeTCTBI/Ie NMPM3HaHHbIM CTaHAapTaM

CtaHpapT

IEC 60601-1:2005
+A1:2012

IEC 60601-1-2:2007

L
1EC 60601-1-6:2010

leb 60601-1-11:2010

IEt 62304:2006
IEp 62366:2007

isb 14971:2012
D'm EN 45502-1:1998

Dl EN 980:2008
ISO 15223-1:2013

DIN EN 1041:2008

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

Ha3BaHue

O6wpe TpeboBaHMs 6e30MacHOCTU C YYEeTOM OCHOBHbIX
(hbyHKLMOHaSTbHBIX XapaKTepUCTUK.

O6wme TpeboBaHMsA 6e30MacHOCTU C YyYEeTOM OCHOBHbIX
(hbYyHKLUMOHa/TBbHBIX XapaKTepUCTUK.

JononHnTenbHbI cTaHaapT: dneKTpomMarHmTHas
COBMECTUMOCTb - TpeboBaHVsA 1 UCMbITaHUA

O6wpe TpeboBaHMA 6e30MacHOCTU C YYEeTOM OCHOBHbIX
(PYyHKLUMNOHa/TbHBIX XapaKTepUCTUK.

JononHnTenbHbI cTaHgapT: SkcnnyaraumoHHas
NpUrogHoOCTb

O6wpe TpeboBaHMA 6e30MacHOCTU C YYeTOM OCHOBHbIX
(hYHKUMOHA/TBHBIX XapaKTepUCTUK.

JonosiHnTeNbHbI cTaHOapT: TpeboBaHuA K
MeaNLIMIHCKOMY 060pyaoBaHUIO 7 cuctemMam,
UCMNosib3yeMbIM A1 yxofda 3a 60/bHbIMM B JOMallHeln
cpege.

YKM3HEHHbIN LMK NporpaMMHOro npoaykra
MNpyMeHeHe  TEeXHOJIOrUiA no  nNpurogHocTM  Ons
aKcrlyaTaumm K MEOVLMHCKUM U30ENSAM

MNpumMmeHeHre MeHepKMEHTa PUCKOB B MPOU3BOACTBE
MeOULIMHCKUX U3

ObOwme TpeboBaHMA K 6Ge3onacHOCTW, MapKUpoBKE U
I/IHdDOpMaLWII/I, HpeAOCTaBﬂHeMOﬁ n3arotoeumtesnem
CMBOJIbl, MpPUMEHSEMbIE MPY  MapKUpoBaHUM  Ha
MEeANLIMHCKUX n38ennsax

CMBOJIbl, UCMOSib3yeMble Ha Spriblkax MeOULUHCKNX
YCTPOMCTB Npu MapKUPOBKE U1 B MNpegocTaB/isieMon
nHdoopmaumn.

MHdopmaums, nogrotaBsfiMBaemast N3roToBUTENEM,
COMpPoOBOXKAAKOLLAA MeAVLIMIHCKME Mpubopsbl.
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9. TlMpwuno>xeHwne

TexHnuyeckune xapaKTepuctmku

------ 1 1
Cpok rogHocTun. CpoK <= PexuM aKcrulyaraumn: p,ﬂMTeﬂbeIVI

dl<cnnyatauun = Cpok rogHoctu: 6 nert

obwme ceeneHns - IP22

Jdonyctumble ycnoBus = Pabovasa Temneparypa: ot -5 °C go +40 °C
OoKpy>KaroLLeli cpeabl = Temneparypa XpaHeHUs Y1 TPaHCMoOpPTUPOBKA: OT -

20 °C po +60 °C

= bepeub OT BNarui:
— OTHOCUTEesIbHasA BIaXKHOCTb Bo3ayxa: 30-75 %o
(6e3 ob6pazoBaHMA KoHOeHcaTa)

jl = AtmocdepHoe gasneHue: 700-1060 rlfa
Ka|'panoMecceHmprep = Twun: CardioMessenger Smart 3G

= Pasmvepbl (OxLWIxB): 130 mwv (+/-0,2 MM) X 65 Mv
(+/-0,1 mm) X 17 mm (+/- 0,05 mwv)

« Macca: 127 r +/- 1%

= UYactotbl N'MC CBY-gnanasoHa: 402-405 Miu,
yacTtoTHas MoaynAums

= MowHocTb nepegayn NMC CBY-gmnanasoHa: 25

MKBT M

« GSM-yactoTrbl: 850 MIy, 900 My, 1800 My,
1900 MrIy,

= UMTS-uactotbl: nosnoca WCDMA (1, 11, 1V, V, VI,
VI n XIX)

= MowHocTb nepegadun GSM: 2 Bt (850/900 MIr); 1
Bt (1800/1900 M)
= MowHocTb nepegadn UMTS: 0.25 Bt

Bnbk nutaHnA Tvn: FRIWO FW7520/05

Pasmvepb! (LLIxBxIM): 51,5 x 87,5 x 34 mv +/-1%
Tuvn kopnyca: MMP 15
Mateprnan kopnyca: PC / ABS VO 125
BxogHoe HanpspkeHue: 100-240 B nepem.Toka
npy 50-60 I
BbixogHoe HanpspkeHue: 5 B noct, Toka; 3 A +/-
1%
CeteBoi kabenb: 1,83 M +/- 1206
Tun ceteBoro katensa: micro USB Tmna B
Pa6ouyasi Temneparypa: ot O °C go +40 °C
TemnepaTypa XpaHeHUSA U TPaHCNOPTUPOBKU: OT
40 °C po +70 °C
Bepeyub oOT Bnaru:

— OTHOCUTENbHasA BNaXKHOCTb Bosayxa: 30-75 %o (6e3

ob6pa3zoBaHNs KoHAeHcaTa)

ATmocdepHoe gasrieHme: 700-1060 rlMa

Balapesa (BcTpoeHHas) = Twn: NNTNEBO-MOHHaA

& 000 LHPMY (&7 INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR.RU
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MaTepmanbL npmMeHsaeMble AnAa nNn3rotoeBjieHNA MmeanumMHCKOro m3gennma:

AdeTtanb nsgenusa MaTtepuan, mapka

Kopnyc:

Anbnneit Xngkokpuctannmyeckui (LCD Type), TN (positive)
(Monukap6oHaTt Makrolon 2405)

HuKHAA YyacTb kopnyca Luran S KR 2867 CWU (Cononumep akpwusioBoro adwmpa,
j ctnpona, akpunoHutpuna (ACA-cononmvep) v noamctmpona)
MolTaxkHast pama Luran S KR 2867 CWL) (Cornosimmep akpuiosoro adupa,
nejyatHoli nnatbl cTvpona, akpunoHutpuna (ACA-cononvmep) v NoaucTupona.

TPE Santoorene 101-55 (Tepmoanactonnacr)
Buintbl 1,4x6 HepxaBetowwas ctanb A2 (HepykaBerowias ctasib)
Be|pxHaa yacTb Kopnyca - PE-Folie (Monuatunen)

- PET-Folie Typ 1019 (INMonuatuneHTepedTanar)
- MRTGT (Pu-adup)
- Luran S KR 2867 CWU (Cononumep akpwunosoro agvpa,
cTupona, akpunoHutpuna (ACA-cornonmMmep) v NoanUcTUpona).
Bnpk nutaHnsa ¢ kabenem u LUTEeKepoMm:
B nutaHua Kopnyc Monukap6boHaT 1 akpUIOHNTPUNOYTaaUEHCTUPON
MepegHAan naHens: lMpoussogutens: Bayer(epmaHus)
Mopgens: KU2-1514
3aaHAA naHenb: lMpousBoantens: FRIWO Geratebau GmbH
(FepmaHmna) Mogenb: 11.8593

Kapenb MonusuHunxnopug, 60-80°, TBepaocTb no Lopy: A
i MpoussoauTtens: Ocvaco Mopenb: 2xAWG2
L~ kep MonnkapboHaT U aKpUIOHUTPUIOYTaaNEHCTMPON
Mponssoantens: FRIWO Geratebau GmbH (IFepmaHus)
™ Mogens: 11.8593

KcAMnnekTaumsa MeauuMHCKOro mnsaesnus

YCTpOWNCTBO KOHTPO/S thmsmonornueckmnx napameTpoB n  aUCTaHUMOHHOM
anarHoctnkm CardioMessenger Smart 3G B cocTtaBe:

- YcTpoiictBo CardioMessenger Smart 3G;

- 5NOK NUTaHMA ¢ Kabenem U LLITEKEPOM;

- TjexHHMecKoe pykoBOACTBO;

- 1™parkaA NHCTPYKLUNA

. ons3BognTesib

L _J

BIPpTRONIK SE & Co. KG (BNOTPOHVK CE & Ko. KI)

Wpermannkehre 1, 12359 Berlin, Germany (BépmaHHkepe 1, 12359 BepsivH,
MepmaHns)

Tepputopumn Poccuiickon depgepaymnmn

Mo Bonpocam, Kacawwummca obpaweHus MeaAnLUHCKOTo wu3gennsa «YCTPOMCTBO
KOHTpONSA  OM3MOMIONMYECKNX  MapamMeTpoB U AUCTAHUMOHHOWM  AMAarHOCTUKU
CardioMessenger Smart 3G», npomu3Bogctea dwmpvbl BIOTRONIKSE&Co. KG
(BNOTPOHMK CE & Ko. KIN), Woermannkehre 1, 12359 Berlin, Germany
(BépmaHHkepe 1, 12359 beprnvH, NepmaHus).
o6palarbcs K  YMNOJ/IHOMOYEHHOMY npeacraBuTesnto npounsBoguUTens 000
«<BNOTPOHUK>>:
Pd, 109028 MockBa, yn. 3emnsHon Ban, 4.50A/8, ctp.2
TenedooH: 8(495)789-68-31
®dakc: 8(495)789-68-32

& 000 LMPMH [ INFO@CIRMIRU € WWWGOSZDRAVNADZORRU FONik.TU
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YnakoBKa

1 YnakoBKa
MorrpebuTtenbckas ynakoBka
(™0 x 160 x 65 Mw)

TpaHcnopTHaa yrnakoBKa
(232 x 162 x 85 mw)

ClImBOnblI Ha ycTpoicTBe

MaTepwunan
KapToH
MpounsBogntens: Smurfit Kappa (FepmaHus)
Mogenb: PacklineW/W, 6enbiii
ModhprpoBaHHbI KapPTOH
MpownsBogutens: Smurfit Kappa (FepmaHus)
Mogenb: B-Welle
B TpaHCnopTHYO yNakKoBKY MnomeLlaetca 1
noTpebuTenibCcKasi yrnakoBka

CrmBosibl Ha ycTponcTBe KapgmoMecceHopkep 0603HaYaroT crenyrollee:

Bepeub oT BNarn

1r

KHOMKa BK/IHOYEHUS U BbIK/THOUEHUST (PEXKM OXKUAAHUS)

O

CnepoBaTb yKasaHUsAM TEXHNUYECKOrO pPyKOBOACTBa

¢

Me3no ana wrekepa micro USB

O]|™1caHune ncnonb3yemMoii MapKMUpPOBKU

CVMBO/Ibl Ha 3TUKETKe 0603Ha4aloT criefytoLLee:

& 000 LHPMH (&7 INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR.RU
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TP2

t-1d)

Avana3oH Temneparyp

JonycTmoe atmocdepHoe aaBrieHve

Jonyctmasi BfiaxkKHOCTb BO34yXa

CoBMeCTUMOCTb C MNPOTOKOJSIOM TenieMeTpurn JomallHero
MoHuTopmHra BIOTRONIK, Bepcusa 2
UacTtoTa npuemMa-nepegaym curHana

YCTPOMCTBO COOEP>KUT MaTepuasibl, KOTopble HeobXoaMo
YTWIN3NPOBaTb Hag/ekalymmMm o06pa3oM B COOTBETCTBUU C
AVpEeKTMBaMUN MO OXpaHe OKpy>KaroLlueli cpegpl.

Cob6nopgaiite 3aKoHOAATE/IbCTBO, AENCTBYIOLLEE Ha TeppuUtopumn
Pd. YcTtpoictBa, KOTOpble Bbl 060s/bLLUE He WKCMOJSb3yeTe,
oTnpasBnaiite obpartHo B BIOTRONIK.

Mapknposka CE

MmMrnaHTar

KomMmniekraymsi MeguUMHCKOro uUsaenvs

CardioMessenger Smart 3G

Bnok nutaHmnsa

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



No. 746 of the Roie of Deeds for the year 2018

When lasked her, itwas declared that neither the acting notary hinself nor his associated
lanye rs have had any prior involverment in this matter as lanyers.
1

I Fe<diby certify that

Iys. Elena Polikarpova, bom on 1 March, 1964, with business address Woermannkehre
, 12359 Berlin, of known identity,

signed before me at BIOTRONIK SE & Co. KG, Woernmannkehre 1, 12359 Berlin, acting on
beh™f of BIOTRONIIK SE & Co. KG.

Berlin, 11 October 2018

Dr. Tappe, notary
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Apostille
de La Haye du 5 octobre 1961)

1. Land: Bi

Diese of
2. istuntersctwaapiHiltt Tappe
3. in seiner 'titotar in Berlin

4. sie istversehen ffltden Siegein

des Notars
Bestatigt
5. in Berttn 6. am 18. Oktober 2018
7. durch di€iRrasidenbi des Landgerichts in Berlin

8. unter Nr. 9101a E-F 9345/18

9. Siegel 10. Unterschrift
Im Auftrag
. 1
n
4 \ ( H6 Nnin -~ )

Vorsitzender Richter am Landgericht

AVR 95a
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MepeBof C aHTIUACKOTO M HEMELLKOTO SI3bIKOB Ha PYCCKMI A3bIK

746.

BNOTPOHNK
CoBepLLEHCTBO pagu XU3HN

3aaBneHne npomssoanTena
Bcem 3anHTepecoBaHHbIM MLIAM
HacTosiLLMM Mbl FapaHTUPyeM, YTO NpuiaraeMbiii JOKYMeHT:
TexHnyeckoe pyKoBOACTBO
CardioMessenger Smart 3G
(NpeaHa3HaueH Ansi UCMOb30BaHMS Ha TeppuToprKn Poccuiickoin deaepaLim)

ABNAETCA OPUrMHA/IbHBIM JOKYMEHTOM, KOTOPbI BblaH KoMnaHvelh BUUOTPOHUK CE & Ko. KT

CopepxaHuvie aHrIMMCKOM M PYCCKON BEPCUN NAEHTUYHO.

va: EneHa Nonvkapnosa
[,071» HOCTb: MnagLumii cneuvasineT oTAes1a HOPMOKOHTPO/ISA
K ome aHVS: BMOTPOHVK CE & Ko. KIr
Yy a BépmaHHKepe 1
"opo, (/cTpaHa: 12359 BepnuH, NepmaHuA
% .
Jata | noanuce: 11okTs6ps 2018 roga /Mognucs/

no gosepeHHoCTU EneHa Nonmkaprosa

/WrTamn:
BMOTPOHUK
COBEPLIEHCTBO Pajn XU3HU
BUOTPOHWK CE & Ko. KT
BépmaHHKkepe 1
12359 bepnun/

CeptE mkatr BUOTPOHNK
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BNC(TPOHUMK
COoB(LLIEHCTBO Paju XKN3HN

MepeBog, WTaMmna Ha TUTY/IbHOM NINCTE JOKYMeHTa «TexHuUYeckoe pykoBoacTBo CardioMessenger
Smart 3G», NpeacTaBIeHHOM Ha PYCCKOM Si3bIKe:

/WTamn:

BUWOTPOHLU
COBEPLWEHCTBO PAaLM XU3HN
BUWOTPOHW CE & Ko. KT
(BIOTRONIKSE G&Co. KC)
BépmaHHKkepe 1
12359 bepnuH/

%
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Hoit"D 746 B HoTapuanibHOM peecTpe 3a 2018 rog

Korpga s 3agan Bonpoc, 6bi10 3a4B/1EHO, YTO HI Cam [AeNCTBYHOLLMIA HOTapUyC, H €ro NMOMOMLLMKA
HE MMENIN JINYHON 3aNMHTEPECOBAHHOCTU, KaK FOPUCTbI, B 3aK/MHOUEHNN CAENKN.

HacTosLLMM 51 NOATBEPXKAAt0, UTO

r--ka EneHa [lMonukapnosa, fgaTa poxaeHws 01 mapta 1964 ropga, HOpUAMYECKUIA  aapec
BépmaHHkepe 1,12359 BepnnH, Ubs NIMYHOCTL YCTaHOB/IEHA,

npo<Mapuia noanuce B Moem npucyTtcteum B otmce komnaHum BUOTPOHUK CE & Ko. KI,,
BépmaHHkepe 1,12359 bepnuH ot umeHn BUOTPOHKK CE &. Ko. KT

BepnuH, 11 okTa6psa 2018 roga

[Op. Tanne, HoTapuyc
MeyaThsb:
Op. KoHcTaHTunH Tanne
Honllpuyc BBepnuHe/

/OTpruck neyaTu:
Op. KoHcTaHTuH Tanne
Howapwuyc B bepnuHe/

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



91QMaE-F

ATMOCTWNJIb
(Maarckast KoHBeHUWMS 0T 5 oKTs6psa 1961 roga)

I CrpaHa: denepaTuBHasi Pecriybnivka MepmaHms

HacTosLwmi omumanbHbIA JOKYMEHT

- 6blN nognucaH Ap. KoHcTaHTMHOM Tanne
BbICTYNaOLLMM B Ka4ecTse HoTapwuyca B r. BepinHe
10erru1eH neyaTbH/LLITaMIMoM: HoTapuyca
[NoaTsBepAsneHo
S B I. bepnuHe 6. fara: 18 okTA6ps 2018 roga
7. Npeacenatenem OKpY>XHOro cyaa B r. bepnviHe
8. nog Homepom910la E-F  9345/18
0. Meyvats/nrramn 10. MNopnuce:
OT IMEHU
(XEHwnHr)
MpeacenaTenbCTBYOLLMIA CYAbS OKPYXKHOI O Cyfa
/MeyaThb:

MpeacesaTens OKPY>KHOro cyaa B BepnuHe/

AVRpSa

MNepeBog AaHHOro TekcTa Bblnmh%!ﬂeﬁw EropoBoii AnnHoi AnekceeBHOMN
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Poccuitckasa depgepayus
Nopos MockBa
[BaguaThb WeECTOro okTAOGPS ABe ThICAYM BOCEMHAALATOro roga

f1, MapTblHOBa HaTanus AHApeeBHa, BPEMEHHO WCMNOMHAOWaAsA 0653aHHOCTW HOTapuyca

ropoga MockBbl AkumoBa [neba bopucoBuuya, CBMUAETENbCTBYH MNOAJMHHOCTbL MOAMUCK
nepeBogynka EropoBoii AnvHbl ANTEKCEEBHBbI.

Moanuce caenaHa BMOEM nPUCyTCTBUN.
JInyHoCTb NoanucaBlLero OOKYMEHT YyCTaHOBJ/IEHa.

3aperucTpuposaHo speecTpe: No 77/09-H/77-2018-

B3biCkaHO rocyfapCcTBEHHON nowanHbl (No Tapudy): 100py6.
YnnayeHo 3a Oka3aHMWe yc/ayr NpaBOBOr0 U TEeXHWYeCKoro xapakTepa: 200 py6.

noAnNuch

HA. MapTbiHOBa

MpOWHYpOBaHO, MPOHYMEPOBAHO U CKPEM/IEHO NeYaThbHo

BPWO HoTapuyca

Poccuiickas ®egepauyms

1 RTKT 2018 e

CcemMaBTENbCTBYHO BEPHOCTb KOMUU I

3aperucTpvpoBaHo B
Babnkauno rocynapcTBOTASAWWO™

YnnaueHo Ta okarau)|(eywyT Ne** /(nryn
Tekmnyeckoroka*leP»:
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