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These Vitatron A-series implantable pulse generators (IPGs) are indicated
for use to improve cardiac output, prevent symptoms, or protect against
arrhythmias related to cardiac impulse formation or conduction disorders.
These devices are indicated for use in patients who are experiencing
exercise intolerance or exercise restrictions related to an arrhythmia. Using
rate response modes may restore heart rate variability and improve cardiac
output.

Explant the implantable device postmortem. In some countries, explanting
battery-operated implantable devices is mandatory because of
environmental

concerns; please check the local regulations. In addition, if subjected to
incineration or

cremation temperatures, the device may explode. Please return explanted
devices to Vitatron for analysis and disposal.

1) Class depending on the potential risk of a medical product, in
accordance with the nomenclature classification - CLAS.S 111/3

2) Class of electrical safety, laser safety, and other types of hazards (if
any) -Not applicable for implantable devices
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5. Package content  -Implantable pulse generator
-Torque wrench
-Product documentation*
* Product documentation : Manual Warranty, Individual implantation
card, Appendix to the Manual (IFU) (not in package content, shipped upon
request). Reference Manual (not in package content, visit
http://manuals.medtronic.com/)

6. Technical
parameters and
Leads
compatibility

Vitatron
Physical A20A1
characteristic
Dimensions 40.2 X42.9 X75
(mm)
[Height X
Length X
Thickness]
Mass (g) 215
Volume (cc) 9.7
Connector I1S-1 single chamber
Case material Titanium
Connector Polyurethane, silicone rubber
materials
Power source Lithium iodine
Average 0.89
available
capacity (Ah)
Initial voltage (V) 2.8

l)Battery and power consumption for Model A20
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Parameter Capability Notes
Modd Spra213
Type Uthiuin-locine
ltondacAire- MetftTOTc Energy artd

Component Center

Voltage 28V
Usable capacity OSCAh Capacity avaitotte from BOS to EOS
LW w o T awdkaly at RRT/EA 0,0% Ah Minimum capaoty is measured at

riotTna!l settings, 500 O toad m uni-
polar Of bipolar polarity, 100%pa<”

13ence itpeclaoce > Wt Device inputimpedance is measjred

to CENELEC standard (EN
45502-2-1)

3) Lead and connector compatibility

Warning: Verify lead and connector compatibility before using a lead with

this device. Using an incompatible lead may damage the connector, result

in electrical current leakage, or result in an intermittent electrical

connection. Note: If you are using a lead that requires an adaptor for this

device, please contact your Vitatron representative for information about

compatible lead adaptors. Select a compatible lead. Refer to Table .

Table Lead and connector compatibility

Model Connector Polarity Primary leads
A20A1A1 Bipolar/Unipol  1S-laBl
ar

Vitatron Leads for use with Vitatron A-Series IPGs

Device Name Device Model Number(s)
Impulse 11 IHP09B, 1HP09JB
Crystalline ICLO8, ICL08B, 1CL08JB,

ICMQ9, 1CMO09B,
ICM09JB
Crystalline ActFix ICF09B, 1CQ09B
Excellence PS+ IMK49B, 1MK49JB
Brilliant S IMW14Q, 1IMW15Q,
1IMW16Q, IMW17Q,
1MW18Q

I1S-] refers to the International Connector Standard (see Document No. 1SO 5841-3)
whereby pulse generators and leads so designated are assured ofmeeting the electrical

Requirement 1SO 5841 pass/ not pass
1 Connection lead:
A) location and number of insulating rings pass

B) size pass
\itatron Holding BV, Tei | +31 43 356 6551
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B) continuity of the electrical circuit continuous - pass

2. strength of the introduction / extraction <14H - pass
flow gauge

3. electrical impedance between the >50 kOhm - pass
conductive parts

4. Deformation and its influence on the <14H - pass
connection terminal on

5. Impact of bipolar clamping screw pass

connector sockets on Unipolar
connection terminal
6. Socket outlet

A) size pass
B) max force introduction <9 H - pass
7. Labeling sign («IS-1» clear marking) pass

Magnet operation and Recommended replacement time

Magnet operation Indicators of RRT/ERI status
Without magnet With magnet Without magnet With magnet
VVi/AA! VOO/AOOateSmin-’ W t at 65 min-’ VOOat65 mm

Note: The device does not respond to the apfrfication of a magnet for one hour after ite use of a pro
unless me session isended wim the command option toimmediately clear data collected inme device
command for ending a 3e33ton allows me device to retain collected data for one hour.

Magnet operation

Magnet operation may be initiated by performing one of the following actions:

» Placing a transtelephonic magnet over the IPG

» Performing a Magnet Test from the programmer

Note: The device does not respond to the application of a magnet for one hour
after the use of a programmer unless the session is ended with a command option
to immediately clear data collected in the device. The default command for ending
a session allows the device to retain collected data for one hour.

The following responses occur automatically during magnet mode operation:

» The device performs a Threshold Margin Test (TMT) to allow a check for loss
of capture. A TMT is performed at 100 min-1 with amplitude reduced by 20% on
the third pulse.

Warning: Loss of capture during a TMT at a 20% reduction in amplitude
indicates an inadequate safety margin. As soon as possible, perform a pacing
threshold test and reprogram outputs to establish a 2:1 stimulation safety margin.
Note: When Transtelephonic Monitor is set to On, TMT is delayed for five
seconds to enhance communication with Transtelephonic equipment.

» The magnet rate becomes 65 min-1 when the Recommended Replacement Time
(RRT/ERI) is reached or when a full electrical reset occurs.

» The magnet rate for normal operation switches to a rate of 85 min-1 and the
appropriate asynchronous mode, see the following table for mode information.

Programmed mode Magnet mode
Dual changer 000

Ne O VOO
Singlechartte VOCVAOO

Recommended Replacement Time (RRT/ERI)
The Recommended Replacement Time (RRT/ERI) warns when the device battery
is nearing depletion. When the battery voltage has dropped below a defined limit.
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the device sets the RRT/ERI status and reverts to W | operation at a rate of 65
min-1. At most programmed settings, the majority of devices will function for a
minimum of three months after RRT/ERI. The device’s indicators of RRT/ERI
status are listed in the following table:

Operation Indicator

Nonmagnet mode WImodeai65m«n '

Ma“tmode VOOmafeat65mm ’

Telemetry Replacefttent message cmthe proyammer
Battefy.4.ead irrfomrtkm Replacemerstmessage and ii*stayedtottey

voltage m |x<amme!

Projected service life Vitatron A20SR:

A AmgaiT Lead impedance
Pacing Vtx\gﬁ;li- Puls}?:\t/(\e/’i(wi soon 1000
tude Longevity (years)
SSIflorSSI.0O'i 2.0V 60nnirr’,04ms 11.3 11,3
25V 104 104
35V 11,1 111
ssiflorssi.m 20V 60 min™ 04 ms 104 10,8
25V 95 9.9
35V 9.0 9.9
SSIHorSS1.100% 2,0V KOrr»rr’.04rte 9.6 10,4
25V 8.7 95
35V 75 89
SSWorSSl1,0% 25V 70min™, 0,5ms 103 -
5,0V 102
SSIRofSSI. 100i 2,5V 70min™.05ms 80
50V 4.6
SSIRorSa. 50V 70min™, 1.0ms 31 -
SSIRwSSI, 100% 5.0V 100 min™, 2.3 -
10ms

4)Wrench -Torque
Mass: 8g

11,35¢m (3.4

0,20cm

The torque is limited to 12 to 17 in-oz. during first clockwise revolution; it will
click when torque value in this range is achieved.
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7. Device Materials

8. Software

vihahron < Tbep?”

Material (longterm contact with  Device Component (IPG
internal environment of the Vitatron A20)

body)
Titanium, grade 1 Left-hand shield
Feto 0,12 Right-hand shield
C to 0,05

Sito 0,08

N to 0,04

Ti 99,5 - 99,99

Oto 0,1

H to 0,008

Silicone Rubber MED 2000 Adhesive
Polyurethane, 75 durometer Connector module
Elasthane

ETR silicone rubber, 35 Split grommet
durometer

Wrench -Torque (not in contact with the human body)

Materials:
1) Haft - Polyetherimide (G.E. Ultem 110OO0F-8104)
2) Hex Shaft - 455 Corrosion resistant steel

Programmers and software - Use only Medtronic programmers and
Vitatron application software to communicate with the device.
Programmers and software from other manufacturers Bre not compatible
with Vitatron devices.

Version -VSF20

Date of issue - 2013

Safety class - C (regarding IEC 62304)

User Characteristics - The primary audience for the programmer software
is intended to be clinicians and nurses for the purpose of programming and
interrogating the IPG. A secondary audience are the in-house Medtronic
software and hardware development engineers and verification test
engineers. The environment that the IPG application software and the 2090
programmer will be used in is a follow- up setting.

Session Description

This feature provides the capability of defining a patient session and
controlling activities that occur at the start of a patient session. A patient
session is generally defined as the period of use of the programmer for one
patient involving one implanted device during

which data collection and/or programming of the device is performed. This

is termed an “active” or “programming” session.
Common to all NG IPG sessions is the need to identify the device with

which the programmer is communicating either through an auto-id or

manual model selection. The device may also be identified during the
process in which demographics information is

provided to fill in registration form information. The information gathered
during a session will be stored in a patient session record. This
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data will include the patient demographic information. At the start of a NG
IPG session, after the deviee has been identified and an initial interrogate
has oceurred, the state of the device (i.e. the state of the device parameters
and its components relative to patient history) will be analyzed through the
quiek scan diagnostic procedure (TACHY). The state of the device also
will be saved at this time within a diagnostics. The patient session record
will become the repository of other data collected during the

patient session (i.e. test results, episodes, etc.) If the session is
communicating with an implantable device, model identification of the
device will occur prior to the start of a session. The model information will
be used by the session to make available only the model applicable aspects
of things like protocol and nominal selection lists.

Connection type Programmer - Device

Device uses the Telemetry (175kHz) for connection with programmer
through the programming head

Range of coverage - 6¢cm.

Methods and Sterile. Single use only. Products cannot be resterilized
conditions  of

disinfection
and
sterilization
|0.Operating and Checking and opening the package - Before opening the sterile package
Storage tray, visually check for any signs of
conditions damage that might invalidate the sterility of the package contents.

If the package is damaged - The device packaging consists of an outer tray
and irmer tray. Do not use the device

or accessories if the outer packaging tray is wet, punetured, opened, or
damaged. Return the deviee to Vitatron

because the integrity of the sterile packaging or the device functionality
may be compromised. This device is not

intended to be resterilized.

Dropped device - Do not implant the device if it has been dropped on a
hard surface from a height of 30 cm or

more after it is removed from its packaging.

Use by date - Do not implant the device after the “Use by” date on the
package label. Battery longevity may be

reduced.

For single use only - Do not resterilize and reimplant an explanted device
that has been contaminated by contact

with body fluids.

Sterilization - Vitatron has sterilized the package eontents with ethylene
oxide before shipment. This device is

for single use only and is not intended to be resterilized.

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.
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Temperature limits - Store and transport the package between

+55 °C. Electrical reset may occur at temperatures below -18 °C. Devk”"

longevity may decrease and performance may be affected at temperatures

above +55 °C.

Device temperature - Allow the device to reach room temperature before it

is programmed or implanted. Device temperature above or below room

temperature may affect initial device function.

11. Operational External defibrillation equipment - Keep external defibrillation

condition equipment nearby for immediate use whenever arrhythmias are possible or

intentionally induced during device testing, implant procedures, or post-

implant testing.

External pacing instrument - Keep an external pacing instrument

available for immediate use. When the lead is disconnected, pacemaker-

dependent patients are without pacing support.

Allow the device to reach room temperature before it is programmed or

implanted. Device temperature above or below room temperature may

affect initial device function.

Cellular phones (Vitatron Models A20A1)

This device contains a filter that prevents most cellular telephone

transmissions from

interacting with device operation. To further minimize the possibility of

interaction, take the following precautions;

* Maintain a minimum separation of 15 cm between the device and

the cellular telephone, even if the cellular telephone is not on.

» Maintain a minimum separation of 30 cm between the device and

any antenna transmitting above 3 W.

» Hold the cellular telephone to the ear farthest from the device.
This device has been tested to the frequency ranges used by common
cellular phone transmission technologies. Based on this testing, the device
should not be affected by the normal operation of cellular phones using
such technologies.

Electromagnetic interference (EMI) (Vitatron Models A20A1)
Instruct patients to avoid devices that generate strong EMI.
Electromagnetic interference may cause device malfunction or damage
such as prevention of programming, detection, or therapy delivery. The
patient should move away from the EMI source or turn off the source
because this usually allows the device to return to its normal mode of
operation. EMI may be emitted from these sources:

* high-voltage power lines

e communication equipment such as microwave transmitters, linear

power amplifiers, or high-powered amateurtransmitters

» commercial electrical equipment such as arc welders, induction

furnaces, or resistance welders
Home appliances that are in good working order and properly grounded do
not usually produce enough EMI to interfere with device operation. There
are reports of temporary disturbances caused by electric hand tools or
electric razors used directly over the implant site.
Electronic article surveillance (EAS) (Vitatron Models A20A1)
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Electronic article surveillance equipment, such as retail theft prevention
systems, may interact with devices and result in inappropriate therapy
delivery. Advise patients to walk directly through an EAS system and not
remain neeu' an EAS system longer than necessary.

Static magnetic fields(Vitatron Models A20A1)

Patients should avoid equipment or situations where they would be exposed
to static magnetic fields greater than 10 gauss or 1 mT. Static magnetic
fields may cause the device to operate a synchronously. Sources of static
magnetic fields include, but are not limited to, stereo speakers, bingo
wands, extractor wands, magnetic badges, or magnetic therapy products.
Device temperature - Allow the device to reach room temperature before
it is programmed or implanted. Device temperature above or below room
temperature may affect initial device function.

Mode of operation, and the implant technique used by the physician.

Basic rate, test pulse rate, pulse duration, and pulse amplitude remain
within expected tolerances when the device temperature is between 20 °C
to 43 °C.

Protection of the IPG from damage caused by atmospheric pressure
changes:

Implantable parts of the IPG withstand changes of pressure, all devices
passed the requirements in accordance with 1ISO 14708 (for detailed
information please see NnEw3 Mechanical DAU Design Verification Test Report
(section 9.6)

During the procedure the product is inside of the human body and is
operated at a body temperature from 32 to 42 °C, pressure50-150 kPa;
Humidity up to 100%.
12_Transportation Packed by the manufacturer products are transported by all modes of
conditions transport in closed vehicles in accordance with the rules of carriage of
goods, operating in each mode of transport. Do not store and transport this
product above + 55 °C.
Transport in a manner that protects the integrity of the package and the
sterile barrier. Keep in a dry location away from heat and sunlight.

13. utilization Explant the implantable device postmortem. In some countries, explanting
battery-operated implantable devices is maindatory because of
environmental
concerns; please check the local regulations. In addition, if subjected to
incineration or
cremation temperatures, the device may explode. Please return explanted
devices to Vitatron for analysis and disposal.

Waste class - B ( in accordance with Russian legislation)

14. Warranty
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Terms of Limited Warranty

A. This Limited Warranty provides the following assurance to a patient who receives this

Vitatron pulse generator:

(1) Should the pulse generator fail to function within normal tolerances at any time due
to a defect in materials or workmanship, Vitatron will issue a credit as defined in
Subsection A.3. Battery depletion will occur with time and, as used in Subsection A.2.,
is not considered a defect in material or workmanship.

(2) A credit as defined in Subsection A.3. will be issued if the pulse generator is explanted
within 60 months due to battery depletion, in accordance with the pulse generator’s
Recommended Replacement Time Indicator. Each warranty period commences on
the implant date. The warranty on battery depletion is made void if the pulse
generator has been programmed to output values higher than the standard factory
settings for an accumulated period of longer than 3 months.

(3) The credit is equal to the purchase price and is issued against the purchase of any
Vitatron pulse generator requested as a replacement, or, at the discretion of Vitatron,
is a functionally comparable replacement Vitatron pulse generator at no charge.
Normally the credit will be issued only to the hospital or physician purchasing the
replacement pulse generator.

B. To qualify for the Limited Warranty, the following conditions must be met:

(1) The pulse generator must be implanted prior to its “Use By" date.

(2) The pulse generator for which credit is sought must be returned to Vitatron in a
shockproof package within 30 days of its removal and shall then become the property
of Vitatron. Furthermore, a “Request for analysis” form should be completed and
returned with the pulse generator.

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

(1) Vitatron shall not be liable to any person for any medical expenses or any direct or
consequential damages resulting from implant or removal of any pulse generator or
caused by any defect, failure or malfunction of any pulse generator, whether a claim
for such damage is based upon warranty, contract, tort or otherwise. The exclusive
remedy for any defect, failure or malfunction of any pulse generator shall be as stated.

(2) This Limited Wfeirranty is made only to the patient in whom the pulse generator was
originally implanted and is expressly in lieu of any implied warranty of merchantability
or fitness for a particular purpose, whether arising from statute, common law, custom
or otherwise. The remedies set forth in this Limited Warranty shall be the exclusive
remedies available to any person. No person has any authority to bind Vitatron to any
representation, condition or warranty except as contained in this Limited Warranty.

(3) This Limited Warranty is only valid as to the pulse generator and is not applicable, in
whole or part, to any other Vitatron product including, but not limited to, Vitatron
pacing leads.

(4) Vitatron shall inspect the returned pulse generator and determine whether credit is due
under the terms of this warranty. No credit will be issued if Vitatron finds evidence of
improper handling or of material alteration to the pulse generator.

(5) This Limited Warranty is only applicable to pulse generators sold through a sales
organization authorized by Vitatron. Vitatron as used in this warranty shall mean Vitatron
B.V. in The Netherlands,

(6) The exclusions and limitations set out above are not intended to, and should not be
construed so as to, contravene mandatory provisions of applicable law. Users may benefit
from statutory warranty rights under the legislation governing the sales of consumer
goods. If any part or term of this Limited Warranty is held by any court of competent
jurisdiction to be illegal, unenforceable, or in conflict with applicable law, the validity of the
remaining portion of the Limited Warranty shall not be affected, and all rights and
obligations shall be construed and enforced as of this Limited Warranty did not contain
the particular part or term held to be invalid.

15. Labeling

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

\ftatron Holding BV.

Mailing acWress r P.O. 8<m 1220
6201 MP Maastricht

Visiting Acklress : EfKiepotsdomein 5
6229 GW Maastricht

Tel ; +31 43 356 6551

Fa* : +31 43 356 6542

K.v.k, Zuid Limburg ;090.30.178
VAT. ;NL0013.07.915.B.01



vihahron e« The Pace Makers
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Symbol Explanation

Coniirtl1é Evropéenne
(European Conformity). This

C € O 3 4 4 symbol means that the
device fully complies with AIMD
Directive 90/385/EEC (NB 0344)
and R&TTEDirective 1999/5/EC.

Do not use if package is damaged

Do not reuse

| STERILE | EOI Sterilized using ethylene oxide

Consult instructions for use

Date of manufacture
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Manufacturer
Use by
Reorder number

Serial number

Model number

NBG pacing code that describes
device functionality by indicating
NBG chamberpaced, chamber sensed,
response to sensed event, and rate

response capability

XX % Temperature limitation
XX
Adaptive
Package contents

IPG device

Product documentation

Torque wrench

I l t Amplitude / pulse width

Sensitivity
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Package part

Inner Tray

Outer Tray

Inner Lid

Outer Lid

Sterile package dimensions:

VAIma*lT"On e« ThePa”

Pacing polarity

Sensing polarity

Refractory period

Refractory period

Magnet Rate

Primary Packaging - Sterile Package
Material

Coextruded copolyester material consisting of a
cap/core/cap construction. The core is virgin
polyethylene terephthalate glycol (PETG) and
the cap layers are virgin PETG with an
antiblocking additive.

Thermoformed polyethylene terephthalate
glycol (PETG)

Tyvek 1073B lid coated with Oliver 18B adhesive
74.32 cm2 surface area penetrable by EO gas

Tyvek 1073B lid coated with Oliver 18B adhesive
144.77 cm2 surface area penetrable by EO gas
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(o)

Mark of conformity with the declaration of conformity

16.Customer Manufacturer

Vitatron Holding B.V.

Endepolsdomein 5

6229 GW Maastricht

The Netherlands

Tel.+31 43 356 6551

Representative company of Vitatron B.V. in Moscow 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.ru

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

Service
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v 1 halron -« The Pace Makers

“HAoKeHVe K PykoBsogcTey no 3KC

DNeKTPOKapANOCTUMYNATOP UMMNIaHTUpyeMblid Vitatron A20SR, mogenbs A20A1

1. CpoK rogHocTu
2. Ha3sHaueHwue

3. TpeboBaHMSA Mo
3almMTe OKpYXKatoLLel
cpeb! NpY NPUMEHEHUN
MeAMLMHCKNX U3aeNNA.
MopafoK AercTBMiA Npn
yTunusaymm/nmkengatl
NN MeULMHCKOIO
n3genus.

4. Knacengukauus

5. KOMNNeKTHOCTb
MoCTaBKU

18 mecsueB

MMprMeHeHVe UMNNaHTUPYeMbIX 3M1eKTpokapanocTumynatopos (AKC) Vitatron
A-series NokasaHo [/19 YBeNMYEHNA CepAeyHOro BbIopoca, NPoMuIaKTUKM
CUMNTOMOB WM 3aWMUTbI OT apUTMUIA, 06YCNOBEHHBIX HAPYLLEHNAMM
(hOpMMPOBaHMSA UMMYNLCOB MW NPOBEAEHMS. DTW YCTPOMCTBA NOKa3aHbl AN
NPYMEHEHNS Y NaLMEHTOB C 00YCNOB/IEHHOW apUTMUEN HEMEPEeHOCUMOCTbIO
(h131YECKO Harpy3Ku UM orpaHUYeHHONM (HM3NYECKOn paboToCMOCOBHOCTLIO.
MpumeHeHve

4aCTOTHO-aJANTVBHbLIX PEXXUMOB MOXET BOCCTAHOBUTL BapuabeibHOCTb
CepAEYHOro puTMa ¥ yBeIMUYNTD

cepAeyHbIli BbIGpOC.

Mocne cmepTu yoannte UMNIAHTMPYEMOe uU3genve. B page cTpaH u3BfeyeHune
VMMNNaHTUPYEMOTO U3Lenns ¢ 6aTapeiHbiM NUTaHEM ABISETCA 0643aTe/lbHbIM
M0 3KOMIOrMYECKUM COOOPaXKEHMAM; MpocMMm Bac nposeputb ¥ cobniofatb
MeCTHble HOpPMaTUBHble TpeboBaHWsA. [MomMMMO 3TOro nNpu  Temneparypax
OKUTaHWs UM Kpemauum nsfenne MoxeT B3opsatbes. pocum Bac BepHYTb
N3BNEYEHHbIE N3EeNNS KOMMaHUN «BUTaTPOH» ANS U3YYeHUs 1 YTUIn3aLmun.

1)Knacc noTeHUNa/IbHOr0 pUcKa MPUMEHEHUS MeAULIMHCKOro WU3genvs B
COOTBETCTBUM C HOMEHK/IATYPHOW  Knaccuukaumen  MeguLMHCKNX
n3genunii - KNACC I/ 3

2) Knacc aneKTpo6e3onacHOCTK, Nna3epHoM 6e30MacHOCTU U ApYrux BUAOB
onacHocte (Npyu Hamumn) - He npuMeHMMO K MNNaHTUpyeMbIM
Kapanoctumynaropam

B ofHoli ynakoBke cofepXXuTca

-1 IMNNaHTUPYEMbIA 3NEKTPOKAPANOCTUMYISTOP

-1 K/IH0Y C TapypOBaHHbLIM YCUINEM

-JOoKyMeHTaumsa no NpoayKTy™

*Komnnekt  fgokymeHtaumn: PykoBoactBo no 3KC, OrpaHunyeHHasA
rapaHTus, VHGpopmaumoHHass  KapTa-6naHK 06  umMnaaHTauumw,
MpunoxeHne Kk PykosoacTtBy no 3KC ( He BXOAUT B KOMIMIEKT MOCTaBKM
[NOKYMeHTauuuW,  MNocTaBiseTcsd  OTAeNbHO MO 3anpocy  noTpebuTens),
CnpaBo4yHOe PYKOBOACTBO ( He BXOAWUT B KOMMJ/EKT MOCTaBKM [OKYMEHTaLumu,
[IOCTYMNHO Ha 3/1eKTPOHHOM pecypce http://manuals.medtronic.com/)

\itatron Holding BV.

Mailing address : P.O. 80* 1220
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6229 GW Maastricht
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6. TexHnyeckune
XapaKTePUCTUKN 1~
COBMECTUMOCTb C
3aneKTpoaamu

VII-alTOn

Grommet lMpoxoaHas 130onArLioHHas
BTYNKa

Screw BUHT
Multi-Beam Contact MHOrony4eBoii KOHTaKT
Radiopaque PeHTTeHOHENPOHNLaeMbIiA
Barbed Fastener 3ybuaThbli 3a>0KNM

Vitatron
®du13MYecKoe CBONCTBO A20A1
Mabaputbl
(Mm) 40.2 X42.9 X 7.5
[BbicoTa X
OnnHa X
TonwmHal
Macca (r) 215
O6bem (Ky6. cm) 9.7
KoHHeKkTOp OfHOKaMepHbIiA 1S-1

Matepuan kopnyca

TutaH

MaTepI/IaI'IbI KOHHEKTOpPa

MCTOUHUK 3neKTponuTaHus
CpefHsAs HOMUHanbHas
eMKOoCTb (A-4)

HauanbHoe HanpsxeHue (B)

MonuypeTaH, CUNOKCaHOBLIV Kay4iyK
JnTunii-iogHbIn

0.89

2.8

1) batapest n sHepronoTpebneHne mogenn A20

& 000 LHPMH (&7 INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR.RU
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Virarron e« The Pace Makers

MapamveTp 3HaueHue Notes (MprmeyaHus)
Mogenb Sigma 213
Tvn Nrrnew-oaws
Momsoowrteb Medtronic Energy and
Conrponent Center
HarpsikeHune 28V
Mone»<as ewocTb 092 Ah EwocTb. gocTynHasa oT Havana oo
OKOHYaMMs CPOKa CNyXObl
MTumanbHas eMHOCTb rpu 0.06 Ah MuHMMasIbHas eMKOCTb onpeaens-
P83/11M3 nacb Npy HOMUHaMbILbIX HACTPOIA-

Kax. Harpy3ke 500 Q npu MOHO- 1
6unonspHom pexumax 100®o-Hoi
CTUMY/amm

ViMneAr»« ycTpoiicTBa Ha Bxoge > 150 LU Mwepauwc ycTponctra T BXoAe
ornpeaensnca B COOTBETCTBLL CO
cTwepaptom CENELEC (EN
45502-2-1)

2)PaboTa marHuTa 1 peKomeHayemoe BpemMs 3ameHbl (PB3/UIM3)
Ta6nuua 2. Pa6oTta c MarHuTom M ctatyc PEKOMEHAYEMOrO spemenn 3ameHbl fRRTARI (PB3/MM3))

Pa6oTa c marHuTom NHankaTopbl cTatyca RRT/ERI (PB3/MM3)
Be3 marHuta C marHMTom Be3 marHuta C marHutom
WI/AAS VOO/AOO npu 85 mm-’ W | Npun 65 min" VOOrv»(6Smm-

I'Ipmmeanme; YCTpOﬁCTBO He pearmpyeT Ha Ha/l0XXeHne MarHuTa B tedyeHne ogHOro 4aca nocrne
ncnosb3oBaHus NporpaMmmartopa, noka ceaHc He 6y,c|,eT 3aBeplieH KOMaH,EI,OI‘/'I HeMeaNnNeHHO O4YNCTUTb
XpaHAaumeca B yCTpOIZCTBe AaHHble KomaH,qa 3aBepleHns ceaHca Mo ymosilyaHuio No3BoNdeT yCTpOﬁCT
COXpaHATb co6paTLue AaHHble B Te4YeHne O4HOro 4yaca.

Pa6oTa marHuta

MarHmnT MOXKHO aKTMBMPOBaTb, BbIMOIHMB O4HO U3 AECTBUIA, ONMUCAHHBIX HUXE.

* HanoxwnTte TpaHcTeneoHHbIN MarHmT Ha UTW.

» Bocnosib30BaBLUMCL MPOrPaMMaToOpOM, BbIMOHUTE MarHUTHbIN TeCT.
MprMeyvaHmMe: YCTPONCTBO He pearvpyeT Ha Ha/IOXKEHME MarHUTa B TeYeHMe yaca
Moc/ie NCMO/Ib30BaHMsA NPOrpamMmmaTtopa, eC/in CeaHC He 3aBepLUeH KOMaHAOoM
HeMeA/IEHHO OUUCTUTL XPaHSLLIMECA B yCTPOMCTBE JaHHble. KomaHAa 3aBepLueHNs]
ceaHca Mo yMO/T4aHUI0 MO3BOISAET YCTPOCTBY COXPaHATbL COBPaHHbIe AaHHbIE B
TeueHue yaca. Bo BpeMs (hyHKUVOHUPOBAHUSA B PEXUME C UCMOJSIb30BaHNEM MarHUTa
aBTOMaTUYECKU

reHepupyroTCs cnefyroLine oTBeTbI:

* YCTPOWCTBO BbIMOMHAET TECT MOPOroOBbIX FPaHUL, YTOObI MOAYUNTL BO3MOXXHOCTb
NpoBEPUTL MOTEPI0 3axBaTa. TecT MOPOroBbIX FpaHuL, BbILOMHSAETCS ¢ YacToTon 100
min-1 n amMmNAnTygoi, yMmeHbLUaemoi Ha 20 % Ha TpeTbeM CTUMYIIE.
MpegynpexaeHue: MNoTepsa 3axBaTa BO Bpems noporosoro tecta npu 20 %
YMEHbLLEHUN aMMINTYAbl CBUAETENIbCTBYET 0 HealeKBaTHOM 6e30MmacHoOM nopore
CTUMYNAUMM. Kak MOXHO 6bICTpee BbIMOMHUTE TECT NOPOroBOM CTUMYNALMM U
nepenporpaMmMmnpyiiTe BbIXOLHbIE MMMY/bCbl, YTOObI 6€30MacHbI MOPOr CTUMYIALUN
coctasun 2:1.

MpumeyvaHue: Ecnm TpaHcTeNe(hOHHbI MOHUTOPUHT BK/IKOYEH, TECT MOPOrOBbIX
rpaHunL, OTKNaAbIBaeTCA Ha NATb CeKYHA, YTOObI YCTAaHOBUTL CBA3b C
TpaHcTeneOHHbIM 060pYA0BAHUEM.

» Ecnu fOCTUrHYTO pekomMeHyemoe Bpems 3aMeHbl (PB3/TM3) nav npy nosiHoM
cbpoce 3HAYEHMI 3NEKTPUYECKMX MapamMeTPOB MarHUTHasA YacToTa CoCcTaBNseT 65
min-1.

* MarHuTHas 4acToTa A/ HoOpMasibHOl paboTbl 4OX0AMT 40 85 min-1 1

\itatron Holding BV. Td : +31 43 356 6551
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vn|-ahron

COOTBETCTBYHOLLEN0 aCMHXPOHHOI0 pexxnma (CBe,quVIFl 0 pexXnme CM.

HUKe).
3anporpaMMmMpoBaHHbIi pexunm PeXuM ¢ UCNo/b30BaHNeM MarHuTta
[ByxKaMepHbIii X0
VOO VOO
OfHOKamepHbIl voa™Aoo

PekomeHayemoe BpeMs 3ameHbl (PB3/1T13)

PekomeHayemoe Bpems 3ameHbl (PB3/TM3) cny>xnt npefynpexaeHnemM o
npubamxkaroemcs uctoweHnn 6atapen. Korga HanpsikeHve 6aTapen nagaeTt HDke
YCTaHOBJIEHHOIO Npegena, yCTPOMNCTBOM yCcTaHaBMBaeTcs cocTossHue PB3/UM3, n
OHO HaumMHaeT paboTtaTtb B pexxume W | ¢ yactoToii 65 min-1. Mpwn 601bLUIMHCTBE
3anporpamMMmnpoBaHHbIX HACTPOEK MOYTU BCe YCTPOLcTBa OyayT paboTaTh He MeHee
Tpex

mecsues nocne PB3/MNM3. NHankaTopbl coctosiHusa PB3/UIM3 ycTpoiicTea
nepeyuncsieHbl B TabNLLe HUXKE.
MHamkaTopbl cocTossHus PB3/AM3

Onepauus MHankaTop

Pexnm 6e3 ncnosib3oBaHnst MarHmta Peww W I cyactotoin N mam’

Pofsei c ncnonb3oBaHemM MarHuTa Pexxum VOO c vactoToi 65 min *
TenemeTpuyeckas cos»» Coob6uex» 0 3aMeHe Ha nporpammarope
VHdhcusmaums o 6atap»” anektpoge Coo6u|eHne 0 3aMeHe 1 OTOBPaXeHMe Haru»»-

XWus 6aTapen Ha nporpamMarope

MnaHnpyemblii CPOK CNy»XXObl 6aTapen yCTPOWCTBA

Amnnu- imnepgaHc anekTpoaa
TyAa I soon 1000n
SneKTDAaD AU0- uMnynbca YacTtoTta u
ptapa [LNNTenbHOCTL Cpok cnyx6bl (B rogax)
cTumynayus Amnnu- nMnynbca
Tyaa X
uMmnynbca
ssIRwinssl,0w  20v 60nm04ms 1.3 13
v 104 104
35v 11 n1
ssiRHwss,5w 20v a0 04ns 14 108
25v 95 99
35v Q0 99
ﬁfﬁ unmn SSi. 2.0V a)msT" Q4ms 96 ]04
& 25v 87 35
35v 75 89
sstr usmss),0w  25v Omins» Q5ms 103 -
35 Dio5es 0
IR nnn SSI, 2 ifrvO.Oms -
ﬁfﬁ/n B0v 46 _

ﬁfﬁ WMSSI. 50v D 10w 31 _
b

0

?IEB%)MHM ssl. 50v %r)nnsin"\ 23 _

3) CoBMeCTUMOCTb 3/IEKTPOAA U KOHHEKTOopa

BHuMaHMe: nepef MCNonb3oBaHMEM 3/1EKTPOAA BMECTE C U3AeNMEM MPOBepbTe
COBMECTUMOCTb 3/1IEKTPOZA M KOHHeKTopa. Mcnosb3oBaHWe HECOBMECTUMOrO
3NeKTPOJa MOXET MOBPeAUTb KOHHEKTOP, YTO MPWBELET K yTeuke Toka Wu
NPepbIBUCTOMY  3/7IEKTPUYECKOMY  COefiMHeHWto.  lMpuvMeyaHne:  npu
1CMoMb30BaHUM Bamu 31eKTpoda, 41 KOTOPOro HyXXeH agantep ANs AaHHOro
n3genusa, MoXanyncra, CBSKUTECH € BawwmMm npefctaBuTeNieM  KOMMaHMUM
Vitatron gna nonyyeHnss WHGOpMaUMM O COBMECTUMbIX aganTtepax Ans
anekTpoga. Bblbepute coBMeCTUMbIV 3neKTpod. ObpaTuTech K Tabnuue.
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Vihalron e« The Pace Makers

Mogenb KoHHekTOp [lonsapHoOCTb OCHOBHbIe
3NeKTpoabI
A20A1 BynonapHbIMANHMNONAPHLIA  1S-1 Bl

IS-1 o3HayaeT Me>KayHapOoAHbIil COeAMHNTENbHbIN CTaHaapT (CM. [JOKyMeHT
Ne ISO 5841-3), B COOTBETCTBUWA C KOTOPbIM CKOHCTPYMPOBaHHbIE TaKuUm
06pasoM 3NeKTPOKaPAMOCTUMYNATOPbI M ANeKTPOoAb! 6yayT rapaHTVPOBaHHO
COOTBETCTBOBATbL 3NEKTPUYECKUM N MEXaHWYECKUM XapaKTepucTuKam,

TpeboBaHue 1SO 5841

1. CoeanHMTeNbHbIN BbIBOA;

A) pacrnonoxeHue 1 Kos-Bo

N30/INPYIOLLMX KOeLl

B) pasmepbl

B) HenpepbIBHOCTb 3M1EKTPUYECKOA

uenu

2. Cwna BBefeHMS/N3BMEYEHNSA
NMpOXof4HOro Kasmépa

3. JNeKTPUYECKUA nMMefaHC MeXay
NPOBOAALLUMU YaCTAMU

4. [edopMaums 1 BAUAHNE Ha ee Ha
COeANHUTENbHbIV BbIBOS,

5. BnusiHve Npm>XMMHOro BUHTA
6vnon. coeMHNTENLHOIO rHe3ga
Ha YHUMO/. COeLMHUTENbHbIN
BbIBO/,

6. CoefNHUTENIbHOE THE3A0
A) Pa3mepbl
B) makc cuna BBefeHuA

7. MapkunpoBkKa (3HaK «1S-1», yeTkas)

COOTBeTCTByeT/ He COOTBETCTBYET

CooTBeTcTBYET

CooTBeTcTBYET
HenpepblBHa - COOTBETCTBYET

<14H - cooTBeTCTBYeT
>50 KOM - COOTBETCTBYeT
He Bnuset - cuna<l4H -

COOTBETCTBYET
He Bninser - COOTBETCTBYET

CooTBeTCTBYIOT
<9 H - cooTBeTCTBYET
COOTBETCTBYET

HavnmeHoBaHue Homep mopenu

Impulse 11 LLIPO9B, IHP09J)B

Crystalline ICLO8, ICLO8B, ICL08JB,
ICMO09, ICMO09B,
ICM09JB

Crystalline ActFix ICFQ9B, 1CQ09B

Excellence PS+ IMK49B, IMK49JB

Brilliant S+ IMW14Q, IMWI5Q,
IMW16Q, IMW17Q,
IMW18Q

4) Knwoy ¢ TapupoBaHHbIM YCUINEM
Macca: 81

MakcumanbHas cuna ans 3atarueanus - 12-17 arorm-yHuus (0,00864 «rcim~
-0,012 «re/m~1 4O NEPBOrO LWENYKa; NePBbINA LLEMYOK 03HAYaeT, YTo cuna

\itatron Holding BV,
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vi halron eTecPa»

3aTarmeaHus B npedenax 12-17 aronim-yHumsa (0,00864 krc/m™ -0,012 K

11,35cmJ (3.-'3 cm)
t -167

0 688 (1,75 cm)

0,20cm

7. MaTepuansl,
MCNoNb3yroLmeca npu

NPOWN3BOACTBE M3AENNS Martepuan (4mMTenbHO KOMMNOHEHT n3aenuns

KOHTaKTUPYET C BHYTPEHHEN

cpefoi opraHmM3ma)

TwutaH, knacc! (BT1-00) 3aLMTHbLIN 3KpaH C SIEBO CTOPOHB
e po 0,12 3alUMTHBIN 3KpaH C NPaBOi CTOPOHBI
C po 0,05

Si go 0,08

N 1o 0,04

Ti 99,5 - 99,99

Opo01

H po 0,008

Pe3unHa cunmkoHosas MED 2000 CasizytoLLmii MaTepuan (aaresvs)
MonuypeTtaH, 75 AOPOMETPOB CoenHUTENbHbIN MOy b

Elasthane

CununkoHoBas pesvHa ETR, 35 Pa3pesHasa nsonupytoLlas BTykKa
[HOPOMETPOB
Koy ¢ TapnpoBaHHbIM yCcuUveM (He KOHTaKTUPYeT C OpraHM3mMom)
Martepuansbi:

1) Pykositka - Monuadmpamng 1100F-8104

2) CrepxkeHb - HepxKaBetoLLast CTasb 455
8. NporpammHoe MporpammMmHoe obecneyeHne
obecneyeHue [ns cBA3M C 3TMM YCTPOMCTBOM MCMO/b3YINTE TOMIBKO MPOrpamMmMaTopsl
KomnaHuv Medtronic n nporpaMmHoe obecrieveHvie KomnaHum Vitatron.
Mporpammaropbl 1 NporpamMHoe obecrneyeHme Apyrux Npon3BoauTenen
HeCOBMeCTUMbI C YCTpOMCTBaMK KomnaHum Vitatron.

Bepcua MO -VSF20

[Jata Bbinycka - 2013 r.

Knacc 6e3onacHocti MO - C (B cootBeTcTBMM C IEC 62304)

XapakTepuctukn Cuctembl - NporpammHoe obecrneyeHve Ans
nporpaMmaropa npegHasHavyeHo 4/1 Bpayeld n MefcecTep B LieNsax
nporpaMM1pPoBaHMs 1 orpoca MMMNIaHTUPOBaHHOI O yCTpoicTea Vitatron A.
BTopnuHyto ayamToputo nonb3osaresnieit MO cOeTaBNAOT UHXEHEPbI U3
Medtronic, KoTopble 3aHMMatOTCA pa3paboTkoi 1 TecTupoBaHuem IO.
MporpaMMHoe obecrneyeHmne ycTaHaB/IMBaeTCs Ha nporpammarop 2090 v 3atem
1CNoNb3yeTcs ANs NPorpaMmM1MpoBaHnsS UMMIAHTUPOBaHHbIX YCTPOMCTB.

\ftatron Holding BV, Tel m31 43 356 6551
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9. MeTo/bl 1 yenoBus
Le3VHeKUUN 1
cTepunusaLmn

10. ¥cnoBsusa
NPUMEHeHUA U
XpaHeHus

Virarron e« The Pace Makers

OnwcaHwve ceccun

3JTa PYHKLUMA 06ecneynBaeT BO3MOXXHOCTb ONpeseieHns Ceccum nauyeHToB 1
KOHTPO/IA 3 ieATe/IbHOCTbIO, KOTOPbIE MPOUCXOAAT B HaYasle Ceccum nauueHTa.
Ceccus naumeHTa, Kak npaswio, OnpeLenseTca Kak nepros Ucnosib30BaHms
nporpaMMunpoBaHus 415 OLHOro NauueHTa e yyacTmeM OfHOro
MMMNMIAHTMPOBaHHOIO YCTPOICTBA BO BPEMS KOTOPOro CO60p fAaHHbIX U / 1nm
nporpaMM1pPOBaHKe YeTPOMCTBA BbIMOHAETCA. 3TO Ha3bIBAETCA «aKTUBHOW»
NN «NPOrpaMMUPOBAHHO» CECCUENA.

O6LMM A/ BCEX CECCUIA ABNSAETCA HE0OX0AMMOCTb OMNpPefe/nTb YCTPOMCTBO, C
KOTOpPbIM OYy[eT OCYLLECTBASTCA NPOrpaMmMupoBaHmne nnoo yepes Auto-1D unm
PYYHbIM BblIOOPOM MOAENN. YCTPOMCTBO TaKXXe MOXET ObITb OMpefesneHo B
Xofe  0630pa npouecca, B KOTOPOM €CTb AaHHble AeMorpafuyecKuom
nHopmauu  (Npyv- - YCNoBWKW,  3amnoJIHEHWUSA  PErucTpauMoHHON  (hopMbl
nHpopmaumm). VHdopmaums, cobpaHHas B Xode ceccum ByaeT XpaHUTbCS B
ceccum 3anucu  nauueHta. OTW  [aHHble BK/IKYAKOT  AeMOrpauyeckyro
MHopMaLMo 0 NauyeHTe. B Havane ceccum - UAEHTUDMLMPYETCS YCTPOMCTBO
N NPOUCXOAMT Haya/lbHbIA Onpoc YCTPOICTBa, COCTOSHWA YCTpoincTBa (T.e.
COCTOSIHWE MapameTpoB YCTPOMCTBA U €ro KOMMOHEHTOB MO OTHOLUEHWIO K
nctopuy  60Me3HN NauueHTa),  napameTpbl OyayT npoaHaIU3MpPoBaHbl C
MOMOLLBI0  ObICTPOro  CKaHMPOBaHWA. [aHHble O CocTosiHMKM, paboTe
YCTPOICTBA TakxKe OyfAyT COXpaHeHbl B 3TO BpemMs B Mnpefenax AuvarHOCTUKW.
Ceccua 3anucy nauyeHTa CTaHeT XpPaHUIUWEM AaHHbIX, COBpaHHbIX B XOfe
ceccuun nNaumeHTa (pe3ynbTaTbl UCNbITAHWIA T.€., 3N1304bl, U T.4.). VIH(hopMaums
0 Mofenn ycTpoictea OyaeT MCNOMb30BaTbCA Ha CecCUM, 4YTOObl caenatb
[OCTYMHBLIMU BO3MOXHbIM MapameTpbl TOMIbKO AJ15 BbIOPaHHON MoLenw.

Twvn coenHEHNs NporpamMmmaropa ¢ UMNAaHTUPOBaHHbIM YCTPOMCTBOM
Mcnonb3yeTcsa TenemeTpuyeckas cBasb (175kIM) ana coegnHeHUs ¢
nporpaMmaTopom MocpeacTBOM ro/IOBKM NporpaMmaropa. 30Ha AencTBums - 6
CM.

CrepunbHOo. TOMbKO [Ons  OLHOPA30BOIO0  MCMOMb30BaHMA.  3anpeLyaeTtcs
nojBeprarb U3genns NOBTOPHOW CTepUIN3aLuni.

MHCTpYyKUMK No aKcnayaTauum u XpaHeHUo

CnepyiiTe HacTOALMM YKa3aHUAM MNpY 0OpalleHnn UM XpaHeHUU [aHHOro
MeAULMHCKOro N3aenus.

MpoBepKa 1 OTKPbITUe YNakKoBKN - [epef TeM, KaK OTKPbITb CTEPUSIbHbIN
YMNaKOBOYHbIA NOTOK, BM3yalbHO MPOBEPbTE OTCYTCTBME HOOLIX MPU3HAKOB
NMOBPEXJEHNA, KOTOpble MOMN HapyLWUTb CTEPUILHOCTL  COAEPXKMMOTO
YMNaKOBKMW.

Ecnun ynakoBka noBpekaeHa - YTNakoBKa MU3[eNna COCTOUT U3 HapyXXHoro u
BHYTPEHHEro 0Tka. He ucnonb3yite msgenve wUnum NpUHagNeXHOETH, ecnu
BHELLHWUIA IOTOK YNakKOBKN MOKPbIA, UMEET MPOKO/Ibl, BCKPbIT UM NOBPEXLEH.
BepHute wn3genve KomnaHum Vitatron, MOCKONbKY MOXET ObITb HapylleHa
LIe/IOCTHOCTb CTEPUNBbHOM YNaKOBKM UK PYHKUMOHANIbHOCTb U3aenus. JaHHoe
n3genune He npegHasHayveHo 415 NOBTOPHOW CTepunm3aLmm.

YnasLlee m3genve - 3anpeLlaeTtcd MMNIaHTMPOBaTbL W3LeNne B Clydae ero
nafeHns Ha TBEPAYH MOBEPXHOCTb C BbICOTbI 30 CM K 6OMiee MOCNe CHATUS
YNaKOBKM.
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CpoK rogHocTv - 3anpeLyaeTcs UMMNIaHTUPOBaTh U3Aenne nocne

«CPOKa rofHOCTU», YKa3aHHOro Ha yrnakoBke. MOXeT YMeHbLUMTLCA
CNy6b! 6aTapeu.

TonbKo AN 04HOPA30BOr0 WUCMOMb30BaHMA - 3anpeLlaeTcs nojseprarb
N3BNEYEHHOE W3[eNINe, KOTOpOe 3arps3HeHO BC/EACTBME KOHTakKTa C
OGM0NOrMYECKUMM XXMAKOCTAMM, MOBTOPHOW CTEPUM3ALMM N UMIMIAHTALMM.
Ctepunuszaums - [epef nocTaBkoi komnaHus Vitatron npocTepununsosana
COAEPXXMMOE YNaKoBKWN 3TUNeHOKCUAOoM. M3genve npefHasHauyeHo TOMbKO A/1s
OAHOPa30BOr0  UCMOMb30BaHWS W He NpefycMaTpuBaeT  MPOXOXAeHWe
MOBTOPHOI CTEpUNM3aLMN.

WM3beraiite BO3AENCTBMA MarHUTOB - BoO u36exxaHue MONOMKWU U3aenns
XpaHWUTe ero B YMCTOM MeCTe BAaIM OT MarHuWTOB, HabopPOB MeAULIMHCKUX
WHCTPYMEHTOB, WMEILWMX B CBOEM COCTaBe MarHuTbl, W MO6LIX APYrux
MCTOYHMKOB 3/1EKTPOMArHUTHOIO B3aUMOZENCTBMS.

OrpaHv4yeHMs no TemrepaType - XpaHuWTe W MNepeBO3UTE YMaKoBKY B
TemnepaTypHOM AmnanasoHe oT -18 °C go +55 °C. Mpu Temnepatype Hke -18
°C MOXET MPOU30INTI 3NEKTPUYECKMA copoc. Mpu TemnepaType Bbille +55 °C
CPOK CNy>XObl M3[eNNSi MOXKET COKPaTUTBCA M MOXeT OblTb HapylUeHa ero
(hYHKLMOHaNbHOCTb.

Temnepatypa usgenus - [aiiTe u3gennio 4ocTUYb KOMHATHOM TeMnepaTtypsbl
[0 HAaCTPOMKMN Ha HEM MPOrpaMmbl.

3awmTa KapAnocTUMynsaTopa OT NoBPeXAeHW, BbI3BaHHbIX M3MEHEHVEM
aTMOCepHOro AaB/ieHUs: UMMNIaHTUPYEMble YacTh KapamocTUMynaTopa
BblAEPXXMBAET N3MEHEHMNS JaBNeHNs, BCe YCTPOMCTBA NPOLL/M TpeboBaHUs B
cooTBeTcTBUM C ISO 14708 (15 nonyyveHns NoApodHON MHpopMaLmm
cmoTpuTe OTYeT 06 UCTMbITaHWUM A1S NPOBEPKY COOMIOAEHNS MPOEKTHbIX
TpebosaHwii ycTponicTea DAU nEw3 (pasgen 9.6).

11. Ycnosuda 3a NpaBW/IbHOCTb BbIMO/IHEHUS XMPYPrUYECKMX NPOLIEAYP N COON0AeHME
aKcnayaTauum npaBu/ acenTUKM HECET OTBETCTBEHHOCTb Bpay. Kaxaplil Bpay A0/KEH
NPUMEHSATb MHOPMaLMIO, NPUBEAEHHYHO MHCTPYKLMK, COrMTaCHO
NPohecCMOHaIbHOMY MEAMLMHCKOMY OMbITY U NOMYYeHHbIM HaBbIKaM.
Mepea NporpaMMMpoBaHMEM U UMMNIAHTaLMEN NOAOXKANTE, NOKa
TeMnepaTtypa yCTPOMCTBa He CPaBHSAETCA C KOMHATHOW. B NpoTUBHOM Cryyae
BO3MOXHO M3MEHeHMEe HauasibHbIX (DYHKLMIA YCTPOMCTBA.
MobunbHble TenegoHbl (Vitatron mogenn A20A1)
[aHHoe m3genve umeeT B cebe (unbTp, NpeAoTBpaLlaloWmiA B3auMO4eNCTBME
paboTbl M3genus ¢ nepedaden 60MbLUMHCTBA CUrHANIOB COTOBbIX Te/E(OHOB.
Ons ewe 60MblUEA MUHUMMU3ALMM BO3MOXHOIO B3aMMOENCTBMS NPUMUTE
cnefytoLune Mepbl NPeaoCTOPOXHOCTH;
CoxpaHsinTe MUHUMaIbHOe paccTosiHue 15 cM MexXay W3Aenvem U COTOBbIM
TenepoHOM, jaxe ecn OH BbIK/THOYEH.
CoxpaHsiiTe MUHMManbHOe paccTosiHue 30 CM MeXay wu3denvMem u 6o
aHTEHHOIA, nepefatoLLein 6onee 3 BT.
MpuKnagbiBaiiTe MOOWNbHLIA TenethoH K TOMY YXY, KOTOPOE HaxoauTcs
JasibLUe OT U3Lenns.
[aHHoe n3genve NpoLLio TeCTUPOBaHME B [AMana3oHe 4acToT, UCMOMb3yeMbIX
CTaHAAPTHLIMW  TEXHOMOTMAMW  MNepefadn  MOOMbHBIX — TenegoHoB. Ha
OCHOBaHWWM [aHHOr0 TECTMPOBaHWUS W3[eNMe He A0/MKHO UCMbITbIBATb
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BO3[eNCTBME OT O0ObIMHOW paboTbl COTOBLIX TeNed)oHOB, B  KOTOPbIX
NCMO/b3YHOTCA AaHHbIE TEXHOOMMN.

AneKTpomMarHuTHoe usnydeHue (Vitatron mogenu A20A1)
MponHhopMUpPYinTE  NaUMEeHTOB, 4TO HEo6XoAauMMo u3beratb YCTPOWCTB,
reHepUpYOLWMX CUIbHOE 3N1EKTPOMarHUTHOE M3NyYeHue. SneKTpoMarHUTHOe
BO3/ENCTBME MOXET CMPOBOLMPOBaTb COOM UM MONOMKY U3L4eNns, Hanpumep,
He 6yeT BO3MOXHOCTM HaCTPOUTL U3Me/ne, OCYLLECTBUTL pacrno3HaBaHue uim
NPOBOAUTL fiedeHne. [na Bo3BpaTa K HOpMa/lbHOMY PexuMy paboTbl U3genus,
Kak MpaBw/io, MauyieHT, LO/DKEH OTOMTM OT WMCTOYHMKA 3N1EKTPOMarHUTHOro
M3MTyYeHUS WU BbIKIKOYUTL €ro. J/IEKTPOMarHUTHOE W3/lyYeHNe MOXET
NCXOANTb OT 3TUX UCTOUYHUKOB: BbICOKOBOJIbTHBIE JIMHUW 3/IEKTpONnepeayn
CpefcTBa CBA3M, TakuMe, Kak Y/IbTPaKoPOTKOBO/IHOBbIE MepeaaTymKm, NMHeHbIe
YCUUTENIN MOLHOCTM UM MOLLHbIE NH0BUTENbCKINE paauonepeaaTUmKm
NMPOMBbILL/IEHHOE  3/1EKTPOOOOPYAOBaHMe, TakKoe, Kak Ayrosble CBapOuHble
annaparbl, MHAYKLUNOHHbIE 3/1EKTPOMNeYn NN MallMHbl KOHTaKTHOR CBapKu
BbiTOBas TexHMKa B XOpOlem paboyeM COCTOSHUM W C  MpaBU/bHbIM
3a3eM/ieHieM O060bIYHO He NPOW3BOAMT A0CTATOYHOrO 3/EKTPOMArHUTHOrO
N3NyYeHns 4Nns MHTepdepeHLMn, YTobbl NoMeLlaTb paboTe m3genms. Vimerotcs
cBefeHus 0 BPEMEHHbIX romexax, BblI3bIBAEMbIX PYYHbIM
3NEKTPOUHCTPYMEHTOM WM 3MIEKTPOOPUTBAMM,  KOTOpPble  MCMOJb3YHTCA
HenocpeACTBEHHO Haf MECTOM HaxXOXAeHUs U3aenus.

DNeKTPOHHOe oTcnexunsaHune Tosapos (Vitatron mogenn A20A1)
O6opyfoBaHue MO 3/MEKTPOHHOMY OTCNEXMBAHWIO TOBapoB, Takoe, Kak
NMPOTUBOKPXKHbIE CUCTEMBI B PO3HWUYHOM TOProsrie, MOXET
B3aMMO/ENCTBOBaTb C W3LeNMAMMW, B pe3y/ibTaTe 4Yero JedyeHve He Oyaet
NMPOM3BOAUTLCA  MpaBU/ibHO.  MOpekOMeHAyinTe  NauueHTy  NPOXOAUTb
HEenocpeACTBEHHO Yepe3 CUCTEMY 3/IEKTPOHHOIO OTC/IEXMBaHWNA TOBapOB U He
3aleP>KMBATLCA OKOJI0 Hee [0/ibLLe HE06XOAMMOTO.

Cratunyeckue marHuTHble nonsa (Vitatron mogenn A20A1)

MaupeHTam cnegyeT m3beratb 060pYA0BaHUA UKW CUTYaLMIA, B KOTOPbIX OHM
OyayT noageprarbCs BO3LENCTBUIO CTAaTUYECKNUX MArHUTHbIX Nosiei cunbHee 10
raycc mam 1 MT. CraTnmyeckme MarHWTHble MONA  MOTYT  BbI3blBaTb
HECUHXPOHHYIO paboTy m3genns. ICTOYHMKMA CTaTUYECKUX MarHWTHbLIX Nonen
BK/IHOYAIOT, B YAaCTHOCTW, CleAytoLme: CTepPeoCUCTEMbI, MY/bTbl OUHIO, TLUyMbl-
9KCTPaKTOPbI, MarHUTHbIE 3HAYKM U U3AeNNa MarHUTOTepanuu.
Temnepatypa w3genus - [lepes nporpamMmmvpoBaHVMEM WM UMMNaHTauuen
Heob6Xo4MMO MoAOoXAaTh MOKa M3fesine AOCTUTHET KOMHATHOM TemnepaTypbl.
TemnepaTypa Bblle WM HUMDKE KOMHATHOW MOXET HeratMBHO MOBAMATb Ha
NEPBUYHYIO PYHKLMIO U3aenus.

basoBas uacToTa, TecTtoBas 4acToTa WMMynbCa, AJIUTENILHOCTb UMMynbca U
amnaMTyga MMMNy/nbca OCTalTCA B MNpefeniaX pacyeTHbIX —[0MyCKaemblX
Be/IMYMH npun Temnepatype nsgenua mexxkay 20 °C n 43 °C.

3awmTta aKTUBHOrO WMMAAHTUPYEMOr0 MeAMLUMHCKOrO0 un3aenust oT
NOBPEXAEHWN, BbI3BaHHbIX U3MEHEHUSMN aTMOC(EPHOro AaBNeHNS:

MMnnaHTUpyemble 4acTu U34eNns  YCTONYMBLI K M3MEHEHUAM aTMOCHePHOro
faBneHns. Bce TpeboBaHUs B cooTBeTCTBUM ¢ MICO 14708 yuTeHbl (ans 6onee
AeTanbHON nHdopmauuy cm. OTYeT 06 UCMbITaHUKU ANS NPOBEPKM COOMHOAEHNS
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NPoeKTHbIX TpebosaHuii DAU ycTpoiicTsa (pasgen 9.6)

N3genve ABnseTca MMNIaHTUPYeMbIM W NpeaHasHayYeHo 419 aKCnayataumm T
BHYTPEHHE cpefie opraHnama (Temnepatypa ot 32 °C go 42 °C, atmocepHoe
fasneHune 50-150 klMa; BnaxxHocTb Ao 100%.

12. YTnnunsaums Nocne cmepTu yaanuTe UMNNaHTUpyemoe nsgenve. B psage cTpaH U3BneyeHue
NMNIAHTUPYEMOrO 13LeNna ¢ 6aTapeiHbIM NUTaHUEM ABISETCS 06a3aTe/lbHbIM
MO 3KO/IOMMYECKUM COOBpaXKeHNAM; NpocM Bac npoBepuTh 1 cO6M04aTL
MECTHblEe HOpPMaTMBHbIE TpeboBaHWsA. TOMMMO 3TOro Npy Temneparypax
CXKMUraHna U KpeMaunum usfienne MoXkeT B3opaatbea. [pocum Bac BepHyTb
N3B/IEYEHHbIE M3Ae/NA KOMMNaHUM «BUTaTPOH» A1 U3YYeHUs U yTUIm3aumn.
Knacc onacHOCTU MeANLMHCKMX OTX0Z0B - b

13. YcnoBus CneflyiiTe HacTOSLLMM YKazaHWAM Mpu 06palleHnn WM XpaHeHWU [aHHOro
TPaHCNOPTUPOBKN U MeZMLNHCKOro n3genus.
XpaHeHus MpoBepKa M OTKPbITME YNakKoBKKU - [epef TeM, KaK OTKPbITb CTEPU/bHbIN

YNaKOBOYHbIN NOTOK, BM3ya/lbHO MPOBEPbTE OTCYTCTBME /HOObLIX MPU3HAKOB
NOBPeXAeHWs, KOTOpble MOI/IN  HapyLWMWTb CTEPUILHOCTL  COAEPXUMOro
YMaKoBKW.

Ecnn ynakoBka noBpexXaeHa - YNakoBKa U3MeNnUA COCTOUT U3 Hapy>XHOro 1
BHYTPEHHEro noTka. He vcnonb3yinte wsgenve WM NpUHALNEXHOCTW, €Cnu
BHELUHWIA /IOTOK YNaKOBKWN MOKPbIA, UMEET MPOKO/Ibl, BCKPbIT WX NOBPEX/EH.
BepHute wusgenve komnaHum Vitatron, NOCKOMbKY MOXeT OblTb HapyLleHa
LIe/IOCTHOCTb CTEPW/IbHOIN YNakoBKN U PYHKUMOHANIBHOCTL M3denms. [aHHoe
n3genune He npeAHasHauyeHo 418 NOBTOPHON CTepUm3aLmun.

YnaBLuee usfenuve - 3anpeLiaeTcd MMMNIaHTUPOBaTb U3Lenve B Ciy4vae ero
nafgeHnst Ha TBEpPAyH MOBEPXHOCTb C BbiCOTbl 30 CM K 6onee nocne CHATUA
YMaKoBKW.

CpoK rogHocTu - 3anpeLuaeTcs UMMIaHTUPOBaTb M3AeNne nocne UCTeveHns
«CpPOKa TOAHOCTW», YKa3aHHOro Ha ynakoBke. MOXeT YMeHbLUMTLCA CPOK
CNy)X0bl 6aTapen.

Tonbko AnA 04HOPAa30BOr0 UCMO/bL30BaHUA - 3anpeLuaeTca noABeprartb
N3B/IEYEHHOE W3[eNne, KOTOpOe 3arpsA3HeHO BCNeACTBME KOHTakta C
OMONOrMYECKMU XXNAKOCTAMM, NOBTOPHOI CTEPUN3ALMA U UMMNNAHTaLMN.
Crepvnuszaumsa - Tllepen noctaBkoi KomnaHust Vitatron npoctepuinsoBana
COAEPXKUMOe YNaKOBKM 3TUMEHOKCUAOM. 3fenve npefHasHayeHO TOMbKO ANd
O[HOPa30BOr0  MCMOMb30BaHUA W He MNpefycMaTpuBaeT  MPOXOXAeHue
MOBTOPHOIA CTepUn3aLmni.

M3beraiiTe BO3OENCTBUS MarHUTOB - Bo u3bexkaHwe MONOMKU U3LeNns
XpaHuTe ero B YMCTOM MeCTe BAa/M OT MarHWTOB, HabopPOB MEAULMHCKMX
WHCTPYMEHTOB, WMEIOLMX B CBOEM COCTaBe MarHuTbl, U JO6bIX APYrnx
MCTOYHWNKOB 3/1EKTPOMArH1UTHOIO B3aMMOLENCTBUS.

OrpaHuv4deHna Mo TemnepaTtype - XpaHuTe W MNepeBo3nTe YMNakoBKY B
TemnepaTypHOM Auanas3oHe o1 -18 °C go +55 °C. lNpu Temnepatype Hxe -18
°C MOXET NPOu30NTK 3NEKTPUYECKUIA copoc. MNpu Temnepatype Bbille +55 °C
CPOK CNyXObl M30eNNA MOXET COKPaTUTLCA U MOXET OblTb HapyLleHa ero
(hYHKLMOHaNBbHOCTb.

TemnepaTypa msgenvs - [Jaiite n3genuo JOCTUYb KOMHATHOW TeMmnepaTypbl
[0 HAaCTPOMKN Ha HEM NPOrpamMbl.
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Virarron e« The Pace Makers

3awmTa KapamocTMMynsaTopa oT NOBPEXAEHWNI, BbI3BaHHbIX N3MEHEHWEM
aTMOC(epHOro faBneHNs: UMNIaHTUPYeMble YacTu KapAanoCcTUMYATopa
BblAEPXXNBAET M3MEHEHWNS AaB/eHNs, BCe YCTPOMCTBa NpoLwn TpeboBaHus B
cooTBeTcTBUM € 1ISO 14708 (ans nonyyveHns nNoapo6HON MHGopmalmm
cmoTpute OTYeT 06 UCMbITaHNU ANS NPOBEPKM COONHOAEHUSA NPOEKTHbIX
TpeboBaHuin ycTpoiicTea DAU nEw3 (pasgen 9.6).

3nenve ABnaeTcs UMNNAHTUPYEMbIM U NpefHa3HayeHo AN1A 3KcnayaTauum BO
BHYTPEHHel cpeae opraHuama (tTemnepatypa ot 32 °C ao 42 “C, aTmoctepHoe
fasneHne 50-150 klMa; snaxkHocTb Ao 100%.

14. YcnoBus orpaHMYeHHON rapaHTumn

A. [laHHas orpaHuyeHHas rapaHTus obecreunBaeT Crefytolwme BULbl rapaHTuy nauveHTam, KOTOpbIM
YCTaHOB/EH AaHHbI 3NeKTpoKapamocTumynsTop Vitatron:

(1) B cnyyae HapyLieHus paboTbl 31eKTPOKAPANOCTTLLYNATOPA B YCNOBUAX HOPMa/IbHOW NepeHoCMOCTM B
noboe Bpema BCreACTBUE [edeKTa MaTepuasioB MM MPOU3BOACTBA KOMNaHUs «BuUTaTpoH» BblgacT
KpeauT, Kak orosopeHo B lMogpasgene A.3. Co BpemMeHeM akkKymynaTop MOXKeT paspsafuTbes, W, Kak
0roeopeHo B Nogpaszgene A.2, 3TO He CUMTaeTCa Led)eKTOM MaTep1anos LK NPOU3BOACTBA.

(2) KpegnT, Kak orosopeHo B lMogpasgene A.3, OyfeT BbldaH, €Cnn 31eKTpOoKapAnocTUMynsTop 6yaeT
n3BneyeH B npefenax 60 AHeld uM3-3a paspsALKM akKymMynsTopa, B COOTBETCTBMM C NOKasaHUAMU
MHavkaTopa pekoMeHAyeMOro BpEMEHW 3aMmeHbl 3feKTpokapauocTumynaTopa. [lepuos  KadKaoi
rapaHTUV HAYMHAETCA C MOMEHTa UMNaHTauuu. MapaHTus Ha cnyyain paspsagku akkyMynaTopa TepseT
CTY, €CNM BbIXOAHbIE 3HAYEHUS 3NeKTPOKapANOCTUMYNATOopa bbinv 3anporpaMmUpoBaHbl  Ha 3HauYeHus,
MpeBbILLatoLLye 3Ha4eHNs CTaH4aP THbIX 3aBOACKUX yCTaHOBOK, Ha nepuos, onee 3 MecsLes.

(3) KpeonT paBeH 3aKynouyHoW LeHe W BblAAeTCA NOL MOKYNKy N60ro 3neKTpoKapAvoCcTrLLynsTopa
KOMMaHnn «BUTaTpOoH», 418 KOTOPOro 6bi1 NoayyeH 3anpoc Ha 3aMeHy, WK, Ha YCMOTPEHWe KOMMaHuu
«BuTaTpoH», npousBoauTCA GecnnaTHas 3aMeHa Ha  3NeKTPOKapAMOCTUMYNSATOP  KOMMaHuu
«BnTaTpoH», obnagatoLmii cConocTasrwbiMi (OyHKUMOHAIbHBIMU XapakTepucTukamu. OObIMHO KpeauT
BblaeTCA TO/MbKO 60MbHULE UK BpaYy, MOKYNAaLWMM 3N1eKTPOKAPANOCTTLLYNATOP A5 3aMeHb!.

B. inA no/yyeHns npasa Ha [JaHHYK OrpaHWYeHHYH rapaHTuio, LOMKHbI ObITb COBNIOAEHbI Crefytoume
YCNOBUS:

(1) OnexkTpoKapAMOCTTWYATOP [AOMKEH OblTh rWNNAHTUPOBAH A0 [aTbl UCTEYEHUS ero Ccpoka
rofHoCT!.

(2) OnekTpokapaMOCTUMYNATOP, [NA KOTOPOro 3anpalivMBaeTCs KpeauT, [OMKeH OblTb BO3BpaLleH
KOMNaHum «BuTaTpoH» B yAapOCTOMKON ynakoBke B npegenax 30 AHei nocne ero ussneyeHus, npu aTom
OH nepexoguT B COOGCTBEHHOCTbL KoMmMaHun «BuTaTpoH». Kpome Toro, copma «3anpoc Ha
“ccnefoBaHve» JOMKHa ObITb 3arno/HeHa U NpuciaHa BMECTe C 31eKTPOKapANOCT Ty /IS TOPOM.

C. laHHasa orpaHuyeHHas rapaHTus orpaHMuMBaeTCA YeTKO NPONUCAHHBIMU B HEW YCNOBUAMMU, @ FLLEHHO:
(1) KomnaHrw «BWTaTpoOH» He HECET HW nepef KeM OTBETCTBEHHOCTM 3a Kakue-nmbo MeauuyHCKue
pacxofbl LW Kakon-nnbo npsMON LUN KOCBEHHbIA yuiep6 BCNeACTBME TWNAaHTauum LK WU3BEYEHNS
Kakoro-mbo 3neK TPOKapAMOCTTLYNATOpPa WM Bbl3BaHHble KaKrw-nmbo AedyeKTOM, OTKasoM Lu
HapyLUeHVeM paboThbl Kakoro-nnbo 3NeKTPOKapAMOCTTLLYNATOpPa, He3aBWUCILIO OT TOro, OCHOBaH /n
[aHHbIA UCK Ha rapaHTwy, [OroBope, MpaBOHapyLUeHWW LK NpoYeM. VICKIUYMTeNbHas KOMMeHcaums 3a
KaKoi-nmbo fedekT, 0TKa3 WK HapyLleHWe paboTbl Kakoro-1mbo anekTPoKapAnoCcTUMYNaTopa AoMKHa
COOTBETCTBOBATb YCTAHOB/IEHHOW KOMMEHcaLuw.

(2) OaHHas orpaHuWyeHHas rapaHTuWs NPUMEHrwa TOMbKO N0 OTHOLEHWIO K nauveHTaM, KOTOpbIM Obll
M3HAYaIbHO  TLUMNAHTUPOBAH  3NEKTPOKapANOCTTWYNATOP, W 6e30roBOPOYHO  3aMeHsieT  /obble
nogpasymeBaemMble rapaHTuM NPUroAHOCTU A1 NPOAAdKMN LN ANA UCMO/b30BaHUSA ANA KOHKPeTHOW Lemm,

\itatron Holding BV, Tel: 431 43 356 6551

Mailing address sP.O. 8®* 1220 Fmt*n 43 356 6542

6,201 P M »slfictil: KVK, Z«W Limntsyrg i 090,30,178
Address ; EndepolKlorwin 5 VAT. i Ni0013.07,915.B.01

6229 GW Maastricht
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HE3aBUCUMO OT TOr0, OCHOBbIBAIOTCS /M OHW HA 3aKOHOAATENLHOM aKkTe, O6LUEM Mpase, o6bidae~irmi
KomneHcauum, yKasaHHble fanee Mo TEeKCTY [aHHOW OrpaHWueHHOl rapaHTum, 6yayT ssnsTii
NCKNIOUMTENbHLIMU KOMMEHCALUMSMM, [AOCTYNHbIMK ANs M06Oro nnua. HUKTO He MMeeT MofHOMOuMiA®
CBA3bIBATb KOMMAHWMO «BUTATPOH» KaKUMU-MMGO (HOPMYNMPOBKAMM, YCNOBUSMW UMM FapaHTUSMK,
NOMMMO YKa3aHHbIX B JaHHOI OrpaHNYeHHOI rapaHTuK.

(3  [MaHnHas OrpaHNyeHHas rapaHTus [eCTBUTENbHA TONbKO B OTHOLLEHNN
3NeKTPOKAPANOCTUMYNSTOPOB 1 HE MPUMEHNMA, B LIEOM WM YaCTUYHO, B OTHOLLIEHUM KaKNUX-NMBO ApYruX
N3aennii KOMnaHuM «BUTATPOH», BKKOYas, NMOMUMO MPOYEro, BOAUTENN PUTMA KOMMNAHUN «BUTATPOH.
(4) KomnaHusi «BuUTaTpOH» WCCNeayeT BO3BPALUEHHbI 3NeKTPOKApANOCTUMYNSTOP W ONpeaennT,
nonagaeT N1 CRyyaii NOA YCNOBNS AAHHO rapaHTUW.

15. MapkunpoBka
Mapkuposka IKC:

MapK1poBoYHas 3TUKETKA Ha CTeNNa>KHO KOpobke (BTOpPWYHAs YNaKoBKa):

A TR . vihahron

l«d/ \%
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IVlmllon Holding 55.\/ MaftwJaetwed in:
End~iotsdomein Swgapwe
LIJ ) 6229GW Measincht Prgd:clul Smgapor«
es CC0344 I BIB4LE |io 1 . The NeWierienehi

MapK1poBKa BHY TPEHHEI YNaKoBKW (NepBIUYHOA):

\itatron Holding BV, Tel; 431 43 356 6551

Mailing address ; P.O. &o* 1220 Fax ; +31 43 356 6542

6201 MP Maastricht K.v.K. Zuid Limburg:090.30.178
Visiting Address : Endepotsdomein 5 V.AT. INL0O013,07.915.6,01

6229 GW Maastricht
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Conformite Europeenne (EBponeiickoe cOOTBeTCTBMe). [laHHbIA CUMBON 03HAYaeT, 4YTO
n3fenue NoNHOCTbHI0 COOTBETCTBYET
LvpekTuBe N0 aKTMBHbIM UMNNAHTUPYEMbIM MeauLHCKuM n3genuam 90/385/EEC (NB
0344) n upeKTuBe N0 OKOHEYHOMY paguno- 1 TeneKOMMYHUKaLMOHHOMY 060pYA0BaHNIO
1999/5/EC.

3anpeLeHo nonb3oBaThCs, €CNMyNakoBKa NoBpeXKieHa

[MoBTOpPHOE 1CNONb30BaHMe 3anpeLLeHo

MpoLno CTepunn3aLmuio 3TUNEHOKCHIO0M

O6paTuTECh K MHCTPYKLMM MO 3KCNyaTaumu

[aTa n3rorosneHus

[MpownssoguTens

[ogeH no

* The Pace Makers

\itatron Holding BV,

Mailing 8(Mf«ss.; P.O. Box 1220
6201 MP Maastficlit

Visiting AcMress : Endepolrfomein 5
6229 GW Maastricht
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Homep ans 3akasa

CepwiiHblii HOMep

Homep mogenu

Koga anekTpokapanocTumynsauum NBG onucbiBaeT (yHKLMOHANbHbIE BO3MOMKHOCTY
NBG U30eNus, yKasbleas Kamepbl CTUMYNSLMM, KaMepbl YyBCTBUTENLHOCTY, peakuuio Ha

NPUHATOE ABNEHNE " CNOCO6HOCTb Kpeakuun Ha 4acToTy

+ XX *C
+ XXX “F
XX * G TemnepaTypHOe OrpaHuyeHune
XX “F

ApanTuBHbII

Cofep>KNMoe ynakoBKy

3NeKTPOKapAMOCT UMY TOp
JoKyMeHTaums Ha usgenve
Kntoy ¢ TapupoBaHHbIM ycunmnem

I | X AMNAMTYAA / lUMpUHA UMNyNbCa

- . UyBCTBUTENLHOCTb

MonAPHOCTb 3NEKTPOKAPANOC T UMYNALMM

b MonApHOCTb YyBCTBUTENLHOCTHU
\itatron Holding BV, Tell +31 43 356 6551
Mailing address ; RO. &o« 1220 Fax : +31 43 356 6542
6201 MP Maastriehl K.v.K, Zutd Limburg: 090.30.178
Visiting Address : EiKlepotsdofiwin 5 V.AT, 1NL0013.07.915.B.01

6229 GW Maastricht
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PetbpakTepHbIil nepnog

PetbpakTepHblil nepuog

YacToTamardiura

BHyTpeHHAs ynakosKa - CTepunbHasa ynakoska

YacTbynakoBKK
BHyTpEHHI/IVI noanoH

Hapy>KkHblil NoAAoH
KpbillKa BHELUHero noAAoHa

KpbillKa Hapy><HOro NoAAoHa

NapameTpbl CTEPUIBHOW YNaKoBHU:

MaTepuan

C03KCTPY3NOHHbIN CONOAMAMPHbLINA MaTepuan, COCTOAWMIA 13
KOHCT PYKLMK NOKPbITUe/BHY T PEHHNI Cnoin/nokpbITwe.

BHyTpeHHUiA  cnoil  npeAcTaenseT  COOGOA  MEpBWYHBLIN
nonmaTuneHTepedTanaTrmkons (MITM), a cnom NOKpbITUA —
MepBUYHbIN noMaTuUAeHTepedTanaTrNKONb c
aHTMaAre3nBHON [06aBKOIA.

TepmodhopmupyeMblii nonnsTuneHTeppTanaTrimkons (M3TI)

Dupont™ 1073B Tyvek® c¢ Oliver 18B kneem, nnowagb
MOBEPXHOCTM, nNpoHuuaemas ans EO rasa 74,32 cm2 (11,52
Ltonm™)

Dupont™ 1073B Tyvek® c Oliver 18B kneem, nnowagb
MOBEPXHOCTW, npoHulaemas ans EO rasa 144,77 cm” (22,44
Ltonm™)

BTopuyHada ynakoska - CTenna>kHas Kopobka

UacTb ynakoBKU
CTenna>kHas Kopobka

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

MaTepunan
Benblit Ky60BbIiA HErHYLLWIACA 610K

\itatron Holding BV. Tel : +31 <3 3566551

Mailing address ; P.O. Box 1220 Fax: +31 43 356 6542

6201 MP Maastricht K.v.K. Zod Limbwg; 090,30.178
Address : Endepolsdomein 5 VAT. I ML0013.07,915.6.01

6229 GW Maastricht
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O6epTKa KOpPOOKM - Genblii nMTorpadnyeckuin MaTepuan
CknevBatoLiee BewecTBo - Davis NW300C mnn Wisdom 656/7
6578 nnm aKemBasieHTHOEe Mi
O6epTKa 13 TepMOyCaa0UHON NONN3TUNEHOBON NNEHKM

CxeMa BT OPUYHOIA yNaKoBKK C pasMmepamu:

17,74 CM

4,31 CM

32.24 cm

CTukep
CTvKep HaynakoBKy M3aenns HaHocuTcs B Poccuiickoii deaepaly ans peanmsaumi NpoayKTa B KOMMEPUECKMX
Liensx (nocrie nonyyeHns PerncTpaLMoHHOr0 YI0CTOBEPEHNS) U COAEPXKUT CeflyHoLLyo MHopMaLwo (MHdopMaLys
MOXKET MEHSTHLCA B COOTBETCTBUM C POCCUIACKMM 3aKOHOAATENNbCTBOM)

HA3BAHUE MPOAYKTA

Ha3sBaHve 3aBofa npoussoauTeENs Kog UPN
CTpaHa nponcxo>keHus Kog CEN

CM. NHCTPYKUMWIO, Homep v gaTa PerncrpaumoHHOro y0cTOBepeHNS

q) 3HaK COOTBETCTBUA NP AeKnapnpoBaHUn COOTBETCTBUA

16. O6cny>xmnBaHue MpownssoguTens
KANEHTOB «BuTtartpoH XonauHr b.B.»
(Vitatron Holding B.V.)
SHAEMONLCAOMENH 5
6229 GW MaacTpuxt
HwpepnaHapb!
(Endepolsdomein 5
6229 GW Maastricht
The Netherlands)
Ten.:+31 43 356 65 51
KomnaHunsa-npegctasutens «Butatpod XonanHr 6.B.»
B Mockse
OO0 «MefTPOHNK»
Poccusi, 123317 r. Mocksa, [MpecHeHcKas HabepexHas, 10

\ftatron Holding BV, Tel; +31 43 356 6551
Mailing address : RO. Bo* 1220 Fax : +31 43 356 6542
6201 MR MaasSricfit Kv.K, Z«d Limborg : 090,30,178

Address : Endepolsdormin 5 VAT. ; N10013,07.915.8.01
6229 GW Maastricht
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Vitairon Holding B,V.
Mailing address P.O.te 1220
62W MP Ma«tri€ht

Visrtir® Address mE»3epolmlo«wln 5
6229 GW Maastricht

Tel : +31 3 356 6551

Fax ; +31 43 356 6542

Kv.K Z»id Lirotsufg; 090.30.178
VAT. : ML0013.07.915.B.01
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[MepeBop ¢ aHrMMIACKOTO Si3bIKa Ha PYCCKMiA A3bIK]

[MepeBog Hagnuceld 1 WTamna Ha AoKyMeHTe «[punodkeHne KPyKOBOACTBY N0 3KCMnyaTauum.
ANeKTPOKapPANOCTUMYNATOP  UMNaHTUpyeMblin  Vitatron  A20SR, mogenb  A20AL»,
NPeACcTaBNeHHOM Ha aHINMIACKOM U PYCCKOM A3blKax. TeKCT [OKYMeHTa Ha PYCCKOM A3blke
COOTBETCTBYET TEKCTY Ha aHI/IMACKOM A3blIKe. ]

[Ma 6naHke KoMnaHum «BuTaTpoH XonauHr b.B.»]

I"nopwusa HryieH

Cneumanunct no HoOPMaTUBHO-NPaBOBOMY peryiMpoBaHuio
MopapasgeneHne No HapyLLEHMAM CepAEUYHOro puTMa
/noanuce/ 14 pekabys 2015 .

[LWTamn:

Apuka M. [>oHCOoH

HoTtapuyc wrarta MnHHecoTa

Mos nuueH3ns geinctemTenbHa Ao 31 aHBaps 2020 r.]

/noanuce/ 14 pekabpsa 2015 .

«ButaTtpoH XonguHr 6.B.»

MouTtoBbIf agpec: n/a 1220

6201 MP MaacTtpuxt

Agpec Ansa nocetutenein: IHLEN0NbCAOMENH 5
6229 GW MaacTtpuxr

Ten.:+31 43 356 6551

dakc:+31 43 356 6542

Toprosas nanata 3éig Jinuméypr: 090.30.178
HAC:>X 0013.07.915.B.01
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Mepesofg faHH" ‘enaH MHOWA, nepeBog4MKom CemepHuHbIM Onerom Cepreesuyem,
Tpeb6oBaHus esofa (MakcvMaibHas TOYHOCTb, FPAMOTHOE U3/I0>KEHWE) MHE Pa3bACHEHbI.

Mopog Mocksa

[BajuaTb NATOro OKTAOPA ABe ThIiCAYM LWeCTHAALATOro roga

[ MapTbIHoBa HaTanus AHapeeBHa, BPEMEHHO MCTIONHAKOLLAS 0653aHHOC TV HOTapuyca ropoga Mocksbl
Akunmosa IMeba bopucosnya, CBUAETENLCTBYHO MOLIMHHOCTb MOAMMCH, CAENaHHOM NEPEBOAHMKOM
CemepHuHbLL Onerom CepreeBnyem B MOEM MPUCY TCTBUAN. JIMYHOC T €ro ycTaHoB/eHa.

3aperucTprpoBaHo BPeecTpe b094;
B3bickaHo o Tapudpy 10(1

BPO HoTapuyca

Bcero npowHyposaHoOMp?y.
U CKpEervieHo nevaTbio

BPO HoTapuyca
Bcero npoLHypoBsaHo,
MPOHYMeEp ™ uckpenneno
nevyatbinucr*-a.-os"
l'opog Mocksa
00  okTHopA ABETTWTTTONT
KWIr CIWAW

iMiy, UG|i3TestjSWcn naepu(n»Em M \har,EHerocc/c,- 5 s
0 .U s t gok/,.okta«OO0OW;0.pKe

A%,
umr.
Sft/0 TvipHycws”
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