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Explanation of symbols on product or package labeling
Refer to the appropriate product for symbols that apply.

Open here

Do not reuse

STERILE EO Sterilized using ethylene oxide

Consult instructions for use
Date of manufacture
(wT|
. Manufacturer
1 J
2 Use by
o ~xxx-F  Temperature limitation

Serial number

Conformite Europeenne (European Conformity). This symbol means that the
device fully complies with AIMD Directive 90/385/EEC (NB 0123) and
R&TTE Directive 1999/5/EC.

ec Rep Authorized Representative in the European Community

For USA audiences onl
I USA Y
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Medtronic®, Itrel®, and SoftStart/Stop® are trademarks of Medtronic, Inc., registered inthe U.S.
and other countries.
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Refer to the indications sheet for indications and related information.

Refer to the appropriate information for prescribers booklet for contraindications,
warnings, precautions, adverse events summary, individualization of treatment,

patient selection, use in specific populations, resterilization, and component
disposal.

Refer to System Eligibility, Battery Longevity, Specifications reference manual for
neurostimulator selection, battery longevity calculations and specific
neurostimulator specifications.

| USAl Refer to the clinical summary booklet for information on the clinical study
results of the neurostimulation system.
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Description

The Medtronic Itrel 4 Model 37703 Neurostimulator is part of a neurostimulation system for
pain therapy.

Package contents

m  Neurostimulator

m Torque wrench

m Product literature

m |'usAi Warranty card

Registration form
m  Patient identification card

Patient identification card
A patient identification card is packaged with this device. Advise the patient to carry the
identification card at all times.

' uSAIThe patient identification card packaged with the device istemporary; a permanent card
will be mailed to the patient when Medtronic receives the registration form.

The implant registration form registers the device warranties and creates a record ofthe device
in Medtronic’s implant data system.

Device specifications

The neurostimulator is a programmable device that delivers stimulation through 1 lead. The
stimulation settings are stored as a program. A program is a specific combination of pulse

width, rate, and amplitude settings acting on a specific electrode combination (up to 4
electrodes).
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Table 1. Operating values for the Itrel 4 Model 37703 neurostimulator

Programmable parameter Operating range and resolution™
Number of programs 1
Electrode configuration 1to 4 electrodes as anode (+), cathode (-), or Off; case

as anode or Off

Amplitude 0 to 10.5 V with 0.05 V or 0.1 V resolution
Amplitude - upper patient limit Tracking limit: Programmed value +0 to +4.0 V (0.5 V
resolution)

Custom limit: Programmed value to 10.5 V (same
resolution as amplitude)

Amplitude - lower patient limit Custom limit: 0 V to the programmed value (same
resolution as amplitude)

Pulse width 60 to 450 ps (10 ps resolution)

Pulse width - upper patient limit Tracking limit: Programmed value +0 to +150 ps (30
ps resolution)

Custom limit: Programmed value to 450 ps (10
ps resolution)

Pulse width - lower patient limit Custom limit: 60 ps to the programmed value (10
ps resolution)

Rate 2 to 130 Hz (resolution: 1 Hz from 2 Hz to 10 Hz, 5 Hz
from 10 Hz to 130 Hz)

Rate - upper patient limit Tracking limit: Programmed value +0 to +50 Hz (10
Hz resolution)

Custom limit: Programmed value to 130 Hz (same
resolution as rate)

Rate - lower patient limit Custom limit: 2 Hz to the programmed value (same
resolution as rate)

SoftStart/Stop Off, On: 1-, 2-, 4-, or 8-second ramp duration

Cycling Off, On: 0.1 sto 30 min (resolution: 0.1s from 0.1 sto 1s,

1sfrom 1sto 1 min, 1 min from 1 min to 30 min)

3 Interlocks will prevent the use of some parameter combinations.
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Table 2. Physical characteristics of the Itrel 4 Model 37703 neurostimulator®

Description Value

Connector type Quadripolar, two bore®

Height 55 mm (2.2 in)

Length 60 mm (2.4 in)

Thickness 11 mm (0.4 in)

Weight 45 g (1.6 o0z)

Volume 28 cm3

Power source 4.5 Amp hours, 3.2 V HCSVO'" cell
Temperature limitation -18 °C to +52 °C (O T to +126 T)
Serial number model designator' NMX

Radiopaque identification (ID) code NMX

a All measurements are approximate,
b Compatible with two-pronged extension,
¢ Hybrid combined silver vanadium oxide.

The serial number is the model designator followed by a number. The clinician programmer displays the
entire serial number beginning with the model designator.
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Table 3. Material of components in the Itrel 4 Modei 37703 package

Components Material Material contacts
human tissue

Neurostimulator
Case Titanium, parylene Yes

Connector block Polyurethane, silicone rubber, Yes
silicone medical adhesive

Grommets, seals Silicone rubber Yes
Setscrews Titanium alloy Yes
Adhesive Silicone medical adhesive Yes

Torque wrench

Handle Polyetherimide Yes

Shaft Stainless steel Yes

Declaration of conformity

Medtronic declares that this product is in conformity with the essential requirements of Directive
1999/5/EC on Radio and Telecommunications Terminal Equipment and Directive 90/385/EEC
on Active Implantable Medical Devices.

For additional information, contact the appropriate Medtronic representative listed on the inside
back cover of this manual.
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instructions for use

Implanting physicians should be experienced in epidural-access procedures, as well as
thoroughly familiar with all product labeling.

n Cautions:

m When using sharp instruments near the neurostimulator, be extremely careful to
avoid nicking or damaging the case, the insulation, or the connector block.
Damaging the neurostimulator may require surgical replacement.

m Do not use saline or other ionic fluids at connections, which could result in a short
circuit.

Verifying neurostimulator operation

Before opening the sterile neurostimulator package, verify that the neurostimulator is operable
by using the clinician programmer to interrogate the neurostimulator and read the

neurostimulator battery service life. (Refer to the software manual for instructions on how to
read the battery service life.)

.I-I Caution: Do not implant a neurostimulator if it was dropped onto a hard surface from a

height of 30 cm (12 in) or more, because the neurostimulator may be damaged and fail
to operate properly.

Note: The neurostimulator pocket may be flushed with an antibiotic solution; do not submerge
the neurostimulator in fluid.

Connecting the extension to the neurostimulator

.I-I Caution: Before connecting components, wipe off any body fluids and dry all

connections. Fluids in the connection may result in stimulation at the connection site,
intermittent stimulation, or loss of stimulation.

1. Wipe the extension connector pins with sterile gauze. If necessary, use sterile (United
States Pharmacopeia [USP]) water or a nonionic antibiotic solution.

Make sure the connector block receptacles are dry and clean.

Insert the appropriate extension connector pins into the appropriate neurostimulator
socket until they are seated fully within the connector block (Figure 1). If resistance is
felt while inserting the connector pins, use the torque wrench (packaged with the
neurostimulator) to retract the setscrews.

Note: To retract the setscrews, insert the torque wrench into the self-Sealing grommet
and rotate the setscrews counterclockwise; however, do not remove the setscrews from
the connector block.

.I-I Cautions:

Do not insert the extension connector into the connector block ifthe setscrews
are not sufficiently retracted. If the setscrews are not retracted, the extension
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connector pins may damage the setscrews and the extension connector pins
will not be seated fully into the connector block.

Limit counter-clockwise rotations of the neurostimulator setscrews when
retracting them. Too many counter-clockwise rotations may disengage the
setscrew from the connector block.

Figure 1. Insert the extension connector pins fully into the neurostimulator.

4. Fully insert the torque wrench into each self-sealing grommet of the connector block and
tighten each setscrew (Figure 2).

Note: The torque wrench must be oriented to the same angle as the setscrew
(Figure 2).

ﬂ Cautions:

Be sure the torque wrench is fully inserted into the self-sealing grommet. If the
torque wrench is not fully inserted, the setscrew may be damaged, resulting in
intermittent or loss of stimulation.

Before tightening the setscrews, ensure that the extension connector pins are
inserted into the connector block to prevent damaging the connector block.

Verify that each leaf of the self-sealing grommet is closed after the torque
wrench is withdrawn. If fluid leaks through a grommet seal that is not fully
closed, the patient may experience shocking, burning, or irritation at the
neurostimulator implant location, or intermittent stimulation or loss of
stimulation may occur.
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<1 Figure 2. Tightening the setscrews in the self-sealing grommet.

Implanting the neurostimulator

1. Place the neurostimulator into the subcutaneous pocket with the Medtronic logo facing
outward, away from muscle tissue, and ensure that the extension is not bent sharply.

Cautions:

m  Ensure that the neurostimulator is placed no deeper than 4 cm (1.5 in) below
the skin and is parallel to the skin. If the neurostimulator is too deep or is not
parallel to the skin, telemetry may be unsuccessful.

m Do not coil excess extension in front of the neurostimulator. Wrap excess
extension around the perimeter (Figure 3) of the neurostimulator to minimize
subcutaneous pocket depth, help minimize potential damage during
neurostimulator replacement surgery, help minimize potential kinking of the
extension, and minimize interference with telemetry. Excess extension should
not exceed two wraps around the perimeter of the neurostimulator. Extension
lengths requiring more than two wraps can interfere with telemetry.
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Figure 3. Wrap excess extension around the perimeter of the neurostimulator.
2. Use the suture holes in the connector block to secure the neurostimulator to the muscle
fascia with nonabsorbable silk.
Note: Secure the neurostimulator in the pocket to minimize movement or migration of
the neurostimulator.

Checking system integrity

n Caution: To use the nonsterile clinician programmer in a sterile field, place a sterile
barrier between the patient and the programming head to prevent infection. Do not
sterilize any part of the clinician programmer. Sterilization may damage the
programmer.

Note: The neurostimulator should be in the pocket during system interrogation for integrity to
ensure proper readings.

1. To ensure proper connection of the extension to the neurostimulator, use the clinician
programmer to program the lead configuration and basic stimulation parameters, check
the battery status, and check the electrode impedances to rule out a short or open
circuit.

2. If the system integrity test results are not acceptable, refer to "Connecting the extension
to the neurostimulator" on page 9.

Completing the implant procedure

1. Close and dress all incisions.
Ensure that a patient control device is given to the patient.

Complete the device tracking and patient registration paperwork and return the
documents to Medtronic.
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Medtronic®, Itrel® n SoftStart/Stop® aBnstoTca ToBapHbIMM 3HakaMmu Medtronic, inc.,
3apernctpmpoBaHHbiMn B CLUA n apyrnx ctpaHax.
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Copepxumoe ynakoBkn 55
NpeHTndmnkaymoHHaa kapta nayneHTta 55
TexHnyeckme xapakTepuctukm 55
3aaBrieHne o cooTBeTCTBUN 58

MHCTpyKUuMa no akcnayatauyum 59
KOHTpO/ib hYyHKLNOHMPOBaHUS HelpocTumMynsTopa 59
MoacoefnHeHNE K HEMPOCTUMYNATOPY YANMHUTENA 59
WMnnaHTauus HelipoctumynsaTopa 61
lMpoBepka LEeNnoCTHOCTU CUCTEMBbI 62
3aBepleHve npoueaypbl umnnaHtaunmm 62

[ns nonyyeHnst cBeeHN 0 NOKa3aHUsIX U COMyTCTBYHOLEN MHAOPMALIAN CM.
CMWCOK NOKa3aHuii.

[nsi nonyyeHusi cBeeHWn 0 NPOTUBONOKA3aHUSAX, NPEAOCTEPEXEHMSIX, Mepax
NPeAOCTOPOXHOCTM, CBOAKE HEXENATENbHbLIX AB/IEHWI, UHAMBUAYaM3aLUn
NeyeHns, BbIbope nauyeHTa, NCNob30BaHNN 4711 KOHKPETHbIX IPynn HaceneHus,
MOBTOPHO CTEpPUM3aLMN 1 YTUNU3ALMA KOMIOHEHTOB CM. COOTBETCTBYHOLLYHO
nHdIoOpMaLMio B 6poLLope ANs Bpadeii.

[ns BbIGOpa HEMPOCTUMYNATOPA, pacyeTa cpoka CNyX6bl 6atapen 1 npocMoTpa
TEXHUYECKUX XapPaKTEPUCTUK KOHKPETHbIX HEMPOCTUMYNATOPOB CM. CNPaBOYHOE

PYKOBOACTBO «[1pUroAHOCTb CUCTEMbI, CPOK C/TY)KObl GaTapen, TEXHNYECKME
XapaKTepUCTUKI>.

MUSA ns nony4YeHns CBeAeHW 0 pesynbTatax KIMHUYECKUX NCCeaoBaHuii
CUCTEMbI HEMPOCTUMYALMU CM. BPOLLIOPY CO CBOAKON KTMHUYECKMX
nccnenoBaHuiA.
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OnmncaHune

HeripocTtumynsaTop Itrel 4 mognenu 37703 kopnopauun Medtronic — 3To YacTb CUCTEMBbI
HelipoCcTMMynAuMnN, npegHasHayYeHHoOU Ansa ob6esbonmnBatoLweli Tepanmu.

Copepxmnmoe ynakoBKu

m  HelipocTumynsaTop

m  K/o4Y € TapUpPOBaHHbIM YCUTNEM
m JluTepatypa no npoaykrty

m Lly3” FapaHTuiiHbIl TasioH

m PerucrtpaynoHHas cpopma

®m /igeHTUdMKaLMOHHAsA KapTa nayueHTa

NaeHTUdMKaLMOHHas KapTa nauueHTa

NaeHTudnkaunoHHasa kapTa nauyMeHTa HaxoguUTCA B yNakoBKe BMecTe C 3TUM YCTPONCTBOM.
MocoBeTyliTe NauneHTy BCe BPEMS HOCUTb C COGON MAEHTUDMKALMOHHYIO KapTy.

' USA| aeHTUkaLMoHHasa kapTa naumeHTa, noctaBsisieMas BYynakoBke BMecTe C
YCTPOWCTBOM, SABNSI€TCA BPEMEHHON. [ToCTOAHHAaA KapTa BbICbl/laeTCcA NaunMeHTy No noyrte
nocne nosy4vyeHna kopnopauyuein Medtronic permctpaumoHHol hopmbl.

PervcTpauvoHHaa hopMa UMNIAHTMPOBAHHOIO YCTPOMCTBA CAYXUT AN perucrpauum
rapaHTuiiHbIX 06513aTe/IbCTB Ha YCTPOWCTBO M CO3AaHus 3anvMcu o6 yCcTpoiicTBe B cUCTEMe
OaHHbIX UMNJIaHTUPYEMbIX YCTPOMCTB kopnopauun Medtronic.

TexXHn4YecKkme xapakTtepucTukun

HelipocTumynsaTop — 3To NporpaMMupyemMoe ycTpoiicTBO, NpoBoAsllee CTUMYNALUIO Yepes
1 anekTpoA. HacTpoliku CTUMYNSILUN COXPaHSIlOTCA B BUAE nNporpammbl. MporpamMmma — 370
onpeaeneHHas KOMGUHALWUSA HACTPOEK ANMTENBLHOCTU UMMY/bCA, YacTOThbl U aMNAUTYAbI,
npvMeHUMas K onpefesieHHOMY COYeTaHUI0 KOHTAKTOB (40 4 KOHTaKTOB).
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Tabn. 1. Pa6oune napameTpbl HelipocTumMmynaTopa Itrel 4 mogenn 37703

MporpaMmMmmpyeMblii napameTp
Konnyectso nporpamm

KoHurypayums KoHTakTa

AmMnnuntypa

BepXxHUA AOCTYMHbIV NaLueHTy
npenen amnanTyabl

HWXHUI 4OCTYNHbI NauueHTy
npegen amnauTyabl

ANnNTenbHOCTb MMnNynbca

BepxHWil 4OCTYNHbI NauneHTy
npesen ANMTENIbHOCTU UMMy/bca

HWXHWI OCTYNHbIA NaunueHTy
npegen AAUTENIbHOCTU UMMY/bCa

YacToTa

BepxHUiA AOCTYMHbIV NauneHTy
npenen 4actoTbl

HWXHUI 4OCTYNHbIA NauneHTy
npenen 4actoTbl

dyHKUumna SoftStart/Stop (MnaBHbIN
cTtapT/CTton)

Cycling (UuknnyHas ctumynsauuns)

Pa6ounii agnanasoH 1 paspeLleHne™
1

OT 1 oo 4 KOHTaAKTOB onpeaenstoTca Kak aHop, (+), Ka-
Tog (-) unu Bbikn. Kopnyc onpegensieTca Kak aHog wiun
Bbikn

ot o go 10,5 B c pa3peweHunem 0,05 Bwam 0,1 B
Perynupyemblii npegen: NMporpamMmmMmupyemMoe 3HavyeHue
oT +0 go +4,0 B ¢ pa3peweHuem 0,5 B

XecTkuii npegen; Mporpammupyemoe 3HayeHue o

10,5 B c COOTBETCTBYHLWNM aMNINTyAe pas3peleHnem

XecTkuin npegen: ot 0 B go nporpammunpyemMoro 3Hauye-
HUSA C COOTBETCTBYWOLWUM aMnnTyae paspelieHnem

OT 60 A0 450 MKC ¢ paspelueHnemM 10 MKc

Perynupyembiii npegen: NMporpaMmupyemMmoe 3HavyeHue
ot +0 go +150 MKC c pa3peweHunem 30 MKC

XecTkuii npegen: OT nporpamMMmMpyemMoro 3HadyeHus Ao
450 MKc c paspeweHnemMm 10 MKcC

XecTkuin npegen: OT 60 MKC A0 NPOrpaMMMpyemMoro 3Ha-
yeHusa c paspeweHnem 10 mkc

OT 2 po 130 Iy (pa3speweHune: 1 'y B AgnanasoHe ot 2 Iy,
no 1loru, 5 'y BagnanasoHe ot 10 'y go 130 I'w)

Perynupyemblii npegen: Mporpammupyemoe 3HayeHune
oT +0 go +50 Iy c paspeweHnem 10 Iy

XecTknii npegen: OT nporpaMmMnpyemMoro 3HayeHus 4o
130 Iy (c cOOTBETCTBYIOLWUM HaCTOTe paspelieHnem)

XecTkuint npegen: OT 2 Y O NporpamMMMpyeMoro 3Ha-
YyeHUs (C COOTBETCTBYIOLUIMM YacTOTe pa3pelleHnem)

BblkntoyeHo, Bk/loYeHO: NocTeneHHoe U3MeHeHne Mo-
XeT anntbea 1, 2, 4 unn 8 cekyHA

BbiknoyveHo, BknwoyeHo: ot 0,1 ¢ go 30 MUH Cc pa3pewle-
Huewm 0,1 c BgunanasoHe ot 0,1 cao 1c, 1 c BagnanasoHe
oT 1cpao 1 muH, 1 MuH B AnanasoHe ot 1 muH go 30 MuH

3 BbioknpoBKa NpPenaTCTBYET UCMO0/1Ib30BaHMIO HEKOTOPLIX coueTaHuit napameTpoB.
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Tabn. 2. dusnyeckne xapakTepucTukn Helipoctumynatopa ltrel 4 mogenn 377037

Onucanve

Tnn KOHHeKTopa

BbicoTa

AnnHa

TonwwnHa

Macca

O6bem

NCTOYHMK NUTaHuA

TemnepatypHblii npepen

ByKBEHHbI KOA, cepuiiHOro Homepa mogenu'”

PeHTreHOKOHTPaCTHbIN NAEHTUMNKALNOHHbIN
kop, (ID)

3 Bce pa3mepbl Npuban3uTesibHbIE,
b COBMECTUMbIli C ABYXLUTbIPbKOBbIM YAJIMHUTENEM.

3HayeHue

KBagpononsipHbliA, ABa KaHana"

55 mMm (2,2 aroivima)

60 mMm (2,4 prolima)

11 mm (0,4 grolima)

45 r (1,6 yHUunun)

28 cv™

4,5 Alu, HCSVO 3,2

31IEMEHT

OT-18 °C po +52 X (0T 0T po +126 T)

NMX

NMX

TMBpMAHbIF 3N1eMeHT C OKCUAO0M BaHaausl U cepeGpoMm.

CepuiiHblii HOMep — 3TO GYKBEHHbIN Ko, ¥ Ludpbl HoMepa. MporpaMMaTop Bpadya oTo6paxaeT Becb

cepuiiHbliA HOMEp, HaUYMHAKLWMIAOA GYKBEHHBIM KOLOM.
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Ta6n. 3. MaTepuan KOMNOHEHT 0B, BXOAALWMNX B KOMNNEKT HelpocTumynaTopa ltrel 4

mopenun 37703

KOMMNOHEHTBI Matepuan Matepuan
KOHTaKTUpyeT C
TKaHAMW opraHu3mMa
HelipocTtumynaTop
Kopnyc TwuTaH, napuneH Oa
Bnok koHHekTOpa MonnypeTtaH, CUNKOHOBbI la
Kayu4yK, CUWIMKOHOBbIA MeANLNH-
CKWIA Knemi
Mpoknagkn, ynnoTHUTENn CUNKOHOBBLIN Kayuyk la
YcTaHOBOYHbIE BUHTBI TuTaHOBbIi cnnas da
Knei CUVKOHOBbI MeAULUNHCKNIA Oa
Kkneri
Kntou ¢ TapupoBaHHbIM
ycunuvem
PykosaTka Monuacupumng, [a
LTOK HepxaBewwasa crtanib [a

3asaB/ieHMe 0 COOTBEeTCTBUN

Kopnopauusa Medtronic 3asaBnseT, 4TO AaHHbI NPOAYKT COOTBETCTBYET OCHOBHbIM
nonoxeHnsam ampektuebl 1999/5/EC o0 paauno- 1 Te/IEKOMMYHUKALMOHHOM 060opyAoBaHUn 1
anpektusbl 90/385/EEC 06 akKTUBHbIX UMMAAHTUPYEMbIX MEeAULMHCKMX YCTpolicTBax.

Lna nonyvyeHUs 4ONONHUTENIbHON MHPOpMauum o6paTuTecb B COOTBETCTBYlOLLEE
npeacTaBUTe/IbCTBO Kopnopauuu Medtronic, CnMcok KOTOpbIX NpUBEAEH Ha BHYTpPeHHel

CTOpOHe 3aAHei 06/10XKKM AAHHOIO PYKOBOACTBA.

(1
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NHCTPYKUMA NO 3KcnayaTaumu

Bpauu, BbINOHAWOWME UMNNAHTALMIO, AO/TKHbI UMETb OMNbIT NPOBEAEHMA Npoueayp
anNuAaypasbHOro A0CTyna, a Takke 6biTb BHUMATE/IbHO 03HaKOMJIeHbl CO BCeid
OOKyMeHTauue no npoaykTy.

fl MpepynpexaeHns:

m OKOJI0 HENPOCTUMYNATOPA UCMOJIb3YINTE OCTPblE NHCTPYMEHTbI C OCTOPOXHOCTbIO,
4TOObI He NOBpPeaUTb KOPMycC, U30aAUNI0 UK 610K KOHHeKTopa. NoBpexaeHue
HENpoOCTUMYNSATOPa MOXET cTaTb NPUUYMHON 3aMeHbl YCTPOMCTBA XUPYPTUYECKUM
nytem.

®m He npuMmeHsiiTe B MecTax coefuHeHUs (PU3NOJIOTUYECKUiA U ApYTe NOHHble
pacTBOpbI, KOTOPble MOTYT Bbl3BaTb KOPOTKOE 3aMblKaHUe.

KOHTpONb PYHKLNOHMPOBAHUS HelipoCcTUMynsaTopa

Mepen BCKPbITUEM CTEPUSIbHOW YNAaKOBKN HEMPOCTMMYSiITOpPA yAOCTOBEPbTECH B
MNCNPaBHOCTU HEMPOCTUMYNATOPA, UCMNONb3Ysi NPOorpamMmmMarTop Bpaya, YTobbl ONPOCUTL
HepoOCTUMYATOP U ONpefennuTb CPOK CNyX6bl 6aTapen HelipocTumynsitopa. (MHCTpyKLUm
no onpegesnieHNto cpoka cnyxbbl 6aTapen cM. B pyKOBOACTBE MO NPOrpaMMHOMY
obecneyeHuto.)

I'Ipe,u,ynpemeHme: He MmnnaHTupyiite HEMPOCTUMYNATOP, YNaBLUN/A Ha XECTKYHO
NOBEPXHOCTb C BbICOTbl He MeHee 30 cm (12 AloliMOB), Tak Kak YCTPOWCTBO MOr/10
nony4ynTb NOBPeEXAeHWe, BAMAIOLEe Ha ero yHKLMOHMPOBaHMe.

I'Ipmmeanme: MpoMoiTe KapMaH HEMPOCTUMYIATOpPa PacTBOPOM aHTMbuMoTuka. He
norpyxaniTe HEMPOCTUMYNATOP B XUAKOCTb.

MoacoefnHEHNE K HEAPOCTUMYNATOPY YANTUHUTENS

n MpenynpexaeHne: Mepen coefuHeHNEM KOMMOHEHTOB, Y4a/lUTe BO3MOXHO
nonasLine Ha HUX MU3NONOTUECKME XUAKOCTU 1 NPOCYLINTE BCE COeAMHAEMbIEe YacTu.
XXNAKOCTU B COELMHEHUAX MOTYT ObITb MPUUYUHOW CTUMYNALUN NO MECTY COEAUHEHNUS,
a Takxe MPUYMHOM HEeyCTONUYNBOW CTUMYMALMN UK ee NpeKpalleHus.

1 MpoTpuTe wWTekepbl KOHHEKTOPA YAJIMHUTENSA CTEPUILHOI Mapneii. Mpu
Heob6XoAMMOCTHN, UCMOMb3YITe CTEPULHYIO (B cooTBeTcTBMU Cc Papmakoneein CLUA
[USP]) Boay wnn HENOHOTEHHbI aHTUOMOTUYECKNT pacTBOP.

YpoctoBepbTeCb, UTO Te340 6G/10Ka KOHHEKTOpa CyX0e U YUCTOoe.

3. BcTaBbTe HyXHble LWITeKepbl KOHHEKTOpa yA/IMHUTENS B COOTBETCTBYHOLEee rHe3ao
HelipocTumynaTopa. LUTekepbl A4OMXKHBLI NI0OTHO BOWTU B 6/10K KOHHekTopa (Puc. 1).
Ecnun npn BBeAeHUM LITEKEPOB KOHHEKTOpPA OlyLiaeTCca CONpoOTUB/IEHNE, BbIBUHTUTE
YCTaHOBOYHbIE BUHTbI C MOMOLLbIO K/1lOYa C TapMpoOBaHHbIM ycunnem (NoctaBaseMoro
C HEMPOCTUMYNATOPOM).

I'Ipmwleanme: UTO6bI BbIBUHTUTb YCTAHOBOYHbIE BUHTLI, BBEAUTE K/THOY C
TapupoBaHHbIM YCU/IMEM B CaMO3aTArMBaloLyCa NPOKNaaKy 1 BpalwanTe
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YCTaHOBOYHbIE€ BUHTbI NPOTUB YyacoBoW cTpenku. NMpn 3aTom He y,u,anﬂﬁTe YCTaHOBO4YHbIE
BUHTbI 13 6/10Ka KOHHEKTOopa.

.I-I MpeaynpexxneHns:
m He BcTaBnalhte KOHHEKTOp yaA/IMHUTENA B 610K KOHHEKTOpa, ecnun
YyCTaHOBOYHbl€ BUHTbl BbIBUHYEHbI HEAOCTATO4YHO. Ecnun YyCTaHOBOYHbIE
BWHTbl HE BbIBMHYEHDbI, LUTEKEPblI KOHHEKTOPAa YA/IMHNTE/IA MOTYyT NnoBpeaAunTb
nx. B pe3ysibTaTe WTEKEPbl KOHHEKTOpPa yANNHUTENA HE CMOTIyT NOJ/IHOCTbIO
BOWVTN B 610K KOHHEKTOopa.

m OrpaHuubTe BpalleHne YCTaHOBOUYHbIX BUHTOB HelipocTMMynsiTopa NpoTus
4YacoBOW CTpEeNKN Npu X BbIBUHUMBAHUW. Upe3mepHoe BpalieHne BUHTOB
NPOTMB YacOBOI CTPEsIKM MOXeT MPUBECTM K NMOSTHOMY BbIKPYUMBaHUIO
YCTaHOBOUYHbIX BUHTOB M3 6/10Ka KOHHEKTOpA.

Puc. 1. NonHocTblo BCTaBbTe B HEWPOCTUMYNATOP W TEKePbl KOHHEKT opa
YANMHUT ens.

4. TlonHOCTbIO BCTaBbTE K/HOY C TAPUPOBAHHbLIM YCU/TMEM B KaXAYyHO
camMo3aTAarnBaloLLyocsa NpokiagKy 6/10ka KOHHEKTOpa U 3aTAHUTE KaxAblid
YCTaHOBOYHbIW BUHT (Puc. 2).

I'Ipmwleanme: Kntou ¢ TapupoBaHHbIM yCUIMeM A0/DKEH pacrnonaraTtbCs nog 1em xe
Yr/10M, 4YTO W YCTAaHOBOUYHbIA BUHT (Puc. 2).

fl MNpenynpexaeHvs:
| | Y/J,OCTOBeprECb, UYTO K/1IKOY C TapuMpoBaHHbIM yCuUanem NOJ/IHOCTbLIO BOLWEN B
camMmo3aTdarnsaroLyocs nNpoknaaky. Ecnm knwod ¢ TapmpoBaHHbIM ycuamem
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BOLUEN MNLb YACTUYHO, TO YCTAHOBOUYHbIN BUHT MOXET 6bITb MOBPEXAEH, UTO
npuBefeT K NepUOANYECKO CTUMYALUM KN NoTepe CTUMYISLUN.

Mepepn 3aTArMBaHNEM yCTaHOBOYHbLIX BUHTOB Y0CTOBEPbLTECH, YTO LITEKEPDI
KOHHEKTOpa yaAMHNTEeNAa BCTaB/iEHbl B 610K KOHHeKTopa. OTo npeAoTBpatuT
ero noepexageHue.

YAOCTOBEpPbTECH, YTO NOC/Ee yAaNeHUs Kiodya ¢ TapupoBaHHbIM YCUINEM
3aKpbIIUCL BCE NINCTKU caMo3aTsaruBatouleincs npoknagku. ECnm ckBosb
HEenoJIHOCTLIO 3aKPbITYH0 CaMO3aTATMBalOLWYCs NPOKNaAKy nogTekaeT
XWOKOCTb, TO B MeCTe MMMNJ/IaHTauumn HelpocTumMynsaTopa nayneHT MoxeT
UCMbITbIBATb OlLYLUleHMe yaapa TOKOM, XOKEHUS NN pasapaxeHus. Takxe
BO3MOXHbI C60M B CTUMY/ISILMM WM ee MpeKpalleHue.

Puc. 2. 3aTsArveaHne ycTaHOBOUYHbIX BUHT OB Yepes camo3aTsarusawulyocs
npoknagky.

NmnnaHTayuus HelpocTumynsaTopa

1. MomMecTUTe HEMPOCTUMYNATOP B MOAKOXHbLIN KapMaH B OTAANIEHWM OT MbILIEYHO
TKaHW, 06paTMB CTOPOHY Cc am6GieMoli Medtronic HapyxXy. Y40cToBepbTeCh, YTO
YANVUHWUTE b He NeperHyT nog OCTPbIM Yr/IOM.

|£I| MNpenynpexneHus:

m YaocToBepbTeChb, UTO HEMPOCTUMYNATOP pasMelleH napannesibHO KoXe He
rny6xe 4 cm (1,5 groiima). Ecnu HelipocTUMyNnATOp pa3Mel,eH C/IULIKOM
rny6oko unu He napasisiesibHO, BO3MOXHbI HENOAAKN B TeNnemMeTpun.

m He yknagbiBaiTe HEMCNOMb3YyEMYIO YacTb YAJ/IMHUTENSA KOMbLaMn nepep,
HelipocTumynaTopom. O6epHUTe 3Ty YacTb YAJMHUTENS BOKPYr nepumeTpa
HelpocTumynaTopa (Puc. 3), 4ToObl U36exaTb yry6/1eHnss NOAKOXHOIo
KapmMaHa, MMHMMUN3NPOBaTb PUCKN MOBPEXAEeHNS BO BpeMs onepauuun no
3amMeHe HelipocTuMynATopa, nepekpyTa YAJMHUTENA U reHepnupoBaHus
nomex tenemeTpuun. Henmcnonb3lyemas 4yacTb YOJIMHUTENSA, 3akpennasemas no
nepyuMeTpy HelpocTMMynsaTopa, He A0J/HKHA 06MaTbiBaTb HEliPpOCTUMYNATOP
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60nee AByX pa3. Ecnu Ans 3akpensieHns HEUCN0b3yeMOol YacTu YA/ IMHUTeNs
Tpe6yeTca 60nee ABYX BUTKOB, TO YAJ/IMHUTE b TAKOW ANIMHBI MOXET BHOCUTb
nomexu B paGoTy TesieMeTpuu.

Puc. 3. O6epHuTe NUWHIOIO YacTb YANUHUT NS N0 NEPUMET Py
HellpocTumynaTopa.

2. YT06bl NPUKPENUTL HEMPOCTUMYNATOP K hacLmMn Mbilllbl HEpaccachlBaloLWUMcs
LWesIKOM, BOCMO/b3yiiTeCb OTBEPCTUSMU A5 HUTOK B 6/10Ke KOHHEKTOopa.

I'Ipmmeanme: 3akpenuTe HEMPOCTUMYIATOP B KAPMaHe, YTO6bl MUMHMMN3NPOBATb PUCK
ero cMeLl,eHns Uan Murpaumu.

MpoBepKa LeNoCTHOCTU CUCTEMBI

.u| I'Ipe,u,ynpe»qqume: UTOo6bl MCNOMb30BaTb HECTEPU/IbHBLIA NporpamMmaTtop Bpada B
CTepubHOM none, ANA NpefoTBpaleHNs UHPULNPOBAHNA MOMECTUTE CTePUSIbHbIN
6apbep Mexay nauneHToM W rosloBKOM nporpammaropa. He ctepunusyiite Kakyt-nm6o
YacTb Nporpammartopa Bpada. CTepunnsauns MoXxeT MPUBECTU K NOSIOMKe
nporpammaropa.

I'Ip|/||v|eanV|e: UTob6blI 06ecneynTb AOCTOBEPHOCTb AaHHbIX NPU NMPOBEpPKe L,e0CTHOCTH
4 CUCTEMbI, BO BpPeEMS OMpoca HEMPOCTUMYNATOP AO/DKEH HAXOAMTbCS B KapMaHe.

1. YT06bl y6€4UTLCS B NPABU/ILHOCTU MNOACOEANHEHUS YASIMHUTENSA K HEPOCTUMYNSTOpY,
BOCMNO/b3YyiiTeCb NporpaMmmMaTopoM Bpava A/ NporpaMMuUpoBaHnst KOHUrypauum
3/1eKTPOJa U OCHOBHbIX MapamMeTpoB CTUMY/ALMK, NPOBepbTe COCTOAHME GaTapen U
MMMNeaaHCbl KOHTaKTa. TO MO3BOJINT UCK/TIOUYNTL KOPOTKOE 3aMblKaHue unn o6pbiB
uenu.

2. Ecnn pesynbTaTbl NPOBEPKN LLENIOCTHOCTU CUCTEMbI HEYI0B/1IETBOPUTESIbHBI, CM.
"MopcoeAnHeEHME K HEAPOCTUMYNATOPY YANMHUTeNA™ Ha cTp. 59.

3aBeplieHne npoueaypbl MMNaaHTaynm

1. 3akpoiiTe 1 3auieiiTe Bce paspesbl.

2. YpocToBepbTeCh, UTO MauMEHT NoyyYnn ycTpoiicTBO ynpaB/ieHus A/1a nayueHTa.
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3. 3anonHunte OpPMY Ha YCTPOICTBO U perncTpauMoHHble AOKYMEHTbI nauueHTa.
OTownnTe Ux B Kopnopauuto Medtronic.
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For Russia

MpunoXeHWe K pyKOBOACTBY MO MMMIaHTauuy HeMpoCTUMYATopa
nporpammupyemoro lItrel 4, mogens 37703

1. Y nakoBka Cuctema cTepunbHOro 6Gapbepa COCTOMT M3  HEMENOBAHHOIO0  N0TKa,
nM3rotoeneHHoro wu3 M3TI, 3ane4yaTraHHOro KPbIWKOW, W3rOTOBAEHHOW W3
noNN3TUNEHOBOWN NNEHKKM NErkoro paspbia Tyvek® 1073B u npukneeHHOW K
NOTKY MOAU(MLMPOBAHHBIM KieeM lapku 18B.

CucTema nofBeprHyta rasoeo{ cTepunuMsayum C  WCMNO/Mb30BaHWEM
aTuneHokcupga (EHO).

OnucaHne ynakoBKu: Martepuan:
BHYTpPeHHU NOTOK MonuatuneHtepetTanar ¢ fo6aBneHWEM TFAUKONSA
(N3Tr)
KpblliKa BHYyTPEHHET 0 10TKa Monnatunen Tyvek® 1073B [ kneii mMapku 18B
BHeWHNA noTOK MonuatunentepetTanat ¢ go6aBneHuemMm rAUKONA
(naTr)
KpbiWwKa BHEWHETO NOTKa MonnaTtunen Tyvek® 1073B / kneii mapku 18B
KapToHHas Tapa ANns nepeBo3Ku KapToH roypupoBaHHblii
2. CpokK rogHocTH 4 roga
I
3. YTunusauuna YTunusnposatb B COOTBETCTBUU C TpeGOBaHI/IFIMVI HalnoHanbHOIro

3aKoHOAaTeNbCTBA MO BOMPOCAM OKpPYXatoleit cpefibl ¥ 340P0BbA.

4, MeToabl " ycnosusa HeiltpocTpwynstop Itrel 4 nocTaBnseTcs B CTePUAbHOM COCTOSHUU W
AE3MHDEeKLUMN 1 cTepunnsaynm npefHasHayaeTca AN 0fHOPA30BOro WCMOMb30BAHMS.

Mepes npucoefnHeHNEM KOMMOHEHTOB yanuTe BCe 0CTaTKM GMONOTMYECKUX
XUWAKOCTEW 1 focyXa NpoTpuTe BCE COEAMHEHUA. Hannume XUAKOCTU B MecTe
COeAMHEHUS MOXET NPUBECTU K BOSHUKHOBEHUIO 3NEKTPUYECKON CTUMYNALUN B
3TOl 06nacTh, a TakxXe NpepbiBaHUIO CTUMYNALUN UK eé NpeKpaLleHuto.

1. TlpoTpuTe WTbIpbKOBbIE KOHTAKTbl YANUHUTENSA CTEPUNBbHO Mapneil.
Mpu Heo6X0AMMOCTH, UCNONbL3YIATE CTEPUNLHYI BOAY (COrnacHo
®apm. CLLUA) nnm HEMOHOTEHHbI aHTUOMOTUYECKNIA pacTBOp.

2. YpocToBepbTeCb B TOM, YTO FHe3f0 6/10Ka KOHHEKTOpa CyX0e W YUCTOoe.

5. ¥Ycnosusa akcnnyatauum: M3penne MOXeT MCNOMb30BaTbCA B CTaHAAPTHbIX YCNOBUAX. TemnepaTypHbIii
Ananas3oH onepayuMoHHOi KoMHaTbl 15°C~30°C.

B npouecce akcnayaTalum - HOMUHaNbHbIX 3HaYeHUa TemnepaTypbl 0T 32°C g0
42°C, BnaxHocTb 0T 80% go 100% ( +-2%).

6. YCcnoBusa TpaHCNOPTUPOBKMU:  YCTPOICTBA, YNaKOBaHHble M3roTOBUTENIEM, TPAHCNOPTUPYHOTCSA BCEMU BULAMU
TpaHcnopTa B 3aKPbiTbiIX TPaHCMNOPTHbIX CPeAcTBax, B COOTBETCTBUU C
npasunamMmu nNepeso3ku rpy3os, AeliCTBYIOLWMUMM Ha KaXXAO0M BUAe TpaHcnopTa.
He TpaHcnopTupyiite HeWpoCTUMYnATOpPbl NpuW Temnepatype Bbiwe 52°C
(125°E) nnmn Huxe - 18°C (0°E). TemnepaTypa 3a npefesnaMmun 3Toro gnanasoHa
MOXET NOBPeAUTb KOMMNOHEHTbI YCTPOKCTBA.

7.YCcnoBua XpaHeHuUsd: He xpaHuWTe HelpocTUMyNsTOpbl Npu TemnepaType Bbiwe 52°C (125°E) wnn
HWke - 18°C (0°E). TemnepaTypa 3a npegenamu 3TOro fmanasoHa MOXEeT
NoBPeAMTb KOMMOHEHTbI YCTPOMCTBA.

8. apaHTunsa OrpaHuWyeHHasa rapaHTWA: ecAn YCTPOMNCTBO MCMONb3yeTCA 3a npefgenamu
CWA, To Ans nonyyeHUs MOMHbIX YCNOBUI OFpPaHWYEHHOW rapaHTuu
Heo6XxoAMMO 06paTUTbCA K PEruoHanbHOMY MpefcTaBUTENl0  KOMMNaHuu
MeaTpoHuk B Poccum - OO0 «MefTpOHUK» N0 TenedoHy +7 495 580 73 77.

9. OTgmen no o6cnyxueaHuto Ans kavneHtoB B Poccum; ecnm y Bac umeroTcAa BONPOCHI, Xanobbl — uau
KNMEHTOB npob6nemMbl € WCNOMb30BaHWEM YCTPOWCTBA, W3rOTOBAEHHOro KOMMNaHuewn
MeATPOHUK, W ero pemMOHTOM, o6pawalitecb K YMNOAHOMOYEHHOMY
npeacTaBuTeNnto KomnaHun MeaTpoHuk B Poccun - OO0 «MeaTpoOHUK»
Appec: 123317, MockBa, NMpecHeHckas Hab, g.t0
Ten.; (495) 580-73-77, pakc: (495) 580-73-78,
www.medtronic.ru
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Contacts:

Asia:

Medtronic International Ltd.
Tel. 02919-1362

Fax 02907-3998

Medtronic Asia Ltd.

Tel. (02)-548-1148
Fax (02)-518-4786

Australia;

Medtronic Australasia Pty. Ltd.

97 Waterloo Road

North Ryde, NSW 2113
Australia

Tel. +61-2-9857-9000
Fax +61-2-9878-5100
Toll free 1-800-668-6700
Austria:

Medtronic Osterreich GmbFI
Tel. 01-240440

Fax 01-24044-100
Belgium:

Medtronic Belgium S.A.
Tel. 027256-0900

Fax 02760-2667
Canada:

Medtronic of Canada Ltd.
Tel. (1-905)-460-3800
Fax(1905)-826-6620
Czech Republic:
Medtronic Czechia s.r.o.
Tel. 2-965-795-80

Fax 2-965-795-89
Denmark:

Medtronic Danmark A/S
Tel. 45-32-48-18-00

Fax 45-32-48-18-01
Finland:

Medtronic Finland Oy/LTD
Tel. (09)-755-2500
Fax(09)-755-25018

France:

Medtronic France S.A.S.
Tel. 01-5538-1700
Fax 01-5538-1800
Germany:.

Medtronic GmbH

Tel. (02159)-81490
Fax (02159)-8149100
Greece:

Medtronic Hellas S.A.
Tel. 210-67-79-099
Fax 210-67-79-399
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Hungary:

Medtronic Hungaria Kft.
Tel. 1-889-06-00
Fax 1-889-06-99
Ireland:

Medtronic Ireland Ltd.
Tel. (01)-890-6522
Fax (01)-890-7220
Italy:

Medtronic Italia SpA
Tel. 02-241371

Fax 02-241381

Tel. 06-328141

Fax 06-3215812
Japan:

Medtronic Japan

Tel. 03-6430-2016
Fax 03-6430-7110
Latin America:
Medtronic, Inc.

Tel. (1305)-500-9328
Fax(1786)-7097244
Norway:

Medtronic Norge AS
Tel. 067-10-32-00
Fax 067-10-32-10

Poland:

Medtronic Poland Sp. z.0.0.

Tel. (022)-465-69-00
Fax (022)-465-69-17
Portugal:

Medtronic Portugal, Lda.
Tel. 21-724-5100

Fax 21-724-5199
Russia:

Medtronic Russia

Tel. (8495) 580-7377
Fax (8495) 580-7378
Slovakia

Medtronic Slovakia, 0.z.
Tel. 0268 206 911

Fax 0268 206 999
Spain:

Medtronic Iberica, S.A.
Tel. 91-625-0400

Fax 91-650-7410
Sweden:;

Medtronic AB

Tel. 08-568-585-00
Fax 08-568-585-01
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Switzerland: USA

Medtronic (Schweiz) AG Medtronic, Inc.

Tel. 031-868-0100 Tel. (1763)-505-5000

Fax 031-868-0199 Fax(1763)-505-1000

The Netherlands: Toll-free: (1-800)-328-0810

Medtronic B.V.

Tel. (045)-566-8000
Fax (045)-566-8668
UK.:

Medtronic U.K. Ltd.
Tel. 01923-212213
Fax 01923-241004
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& Medtronic

AlUviating Pain «Restoring Health <Extending Life

Manufacturer mJ

Medtronic, Inc.

710 Medtronic Parkway
Minneapolis, MN 55432-5604
USA

www.medtronic.com

Tel. 1-763-505-5000

Fax 1-763-505-1000

Authorized Representative \E
in the European Community
Medtronic B.V.

Earl Bakkenstraat 10

6422 PJ Heerlen

The Netherlands

Tel. 31-45-566-8000

Fax 31-45-566-8668

Europe/Africa/Middle East
Headquarters

Medtronic International Trading Sari
Route du Molliau 31

Case Postale 84

CH-1131 Tolochenaz

Switzerland

www.medtronic.eu

Tel. 41-21-802-7000

Fax 41-21-802-7900

Asia-Pacific
Medtronic International Ltd.
| Suite 1602 16/F, Manulife Plaza
The Lee Gardens, 33 Hysan Avenue
Causeway Bay
Hong Kong
Tel. 852-2891-4068
Fax 852-2591-0313

Contacts for specific countries are listed inside this cover.

© Medtronic, Inc. 2012
All Rights Reserved

M948681A003
*M948681A003*

2012-03 M948681A003

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



[MepeBOf C aHrNMIACKOTO A3blKa HAa PYCCKUMA A3bl K]
[Ha 6naHke KomMmnaHum «MegT poHukK, U HK.»]

«MeaTpOHUK, NHK.»

710 MeaTpoHuK MapKyaii
MwuHHeanonuc, MmnHHecorta 55432-5604
CWA

www.medtronic.com

Ten.: 763-514-4000

dakc; 763-391-9100

Mo MECTY TPEBOBAHWNA

HacToawmnm yaoCcToBEpPSAETCA, YTO J0Cbe, K KOTOPOMY MpunaraeTcs HacToswee Y A0CTOBepeHMe
MW Ha nNepBON CcTpaHWUe KOTOPOro MOCTaBfeH LWTaMn KoMnaHunm «MeaTpoHUK WHK.»,
npefactaBnsieT co6ot0 PyKOBOACTBO MO NMPUMEHEHUID MPOrpamMuMpyemMoro HerpocTumynstopa
Itrel 4, mogens 37703.

/nognuce/

Awinn Jlynogd
MomowwHNK Crieumanmcta Nno HoPMaTUBHO-MPaBOBOMY PeryimpoBaHuio

LWramn:

[WTamn:

«MeATPOHUK, VHK.»

710 MeaTpoHuK lMapkyali
MwuHHeanonuc, MuHHecoTa 55432
CoefnHeHHble LU TaThl AMEpuKu
Ten. 763.505.2750]

[WTamn:

Mamena M. XenTy,

ocyaapCTBeHHbIN HOTapuyc wrtata MuHHecoTa
Mos nuueH3nsa genctemutensHa go 31 aueaps 2015 r.]

Mopgnucb: /Inognuck/

[Oata: 11 gekabpsa 2013 r.

[Aanee npuBejeH TeKCT [JOKYMeHTa «PYyKOBOACTBO N0 MMANAaHTauuu. Mporpammupyemblii

HelipocTumynsTop Itrel® 4» Ha aHTAMIACKOM W PYCCKOM f3blKax.]

Mepesen TacaHosB CynTaH FacaHoBM\Y
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[Medtronic, Inc.

V:,0 Medtrcnit Parkk3/
"lI'aneapoks Mn 55437?-Sér
Isa

753-514-4CCO0
"ax 763-391-93 AJ

TOo WHOM IT MAY CONCERN

It is hereby certified that the dossier of papers to which this present Certificate is attached,
and the first page of which bears the stamp of Medtronic Inc. is an Instruction for Use
Manual for Model 37704 Itrel 4 Programmable Neurostimulator.

Ashley
AssociateTegulatory Affairs Specialist

Stamp; iVledtronlc, Inc.

710 Medtronic Parkway
Minneapolis, MN 55432

United States
Tel: 763.505.2750

PAVHAMHEIT2

NOTARY PUBLIC

MINNESOTA
My Commission Expires Jan. 31,201S |

Signature.

Date: {("'J~-~Cz, L P /3

RU_Cover Page IFULegalization Rev.2.0-2013-08
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M ecU ron.ic

Itrel® 4 37704

Programmable neurostimulator
Programowalny neurostymulator
Programovatelny neurostimulator
Programozhato neurostimulator
MporpamMmMmupyemblii HeApoCTUMYnNATOp
Programovatelny neurostimulator
Programlanabilir norostimCilator
Neurostimulator programabil

Medtronic, Inc.

710 Medtronic Parkway
Minneapolis, MN 55432

United States
Tel: 763.505.2750

Implant manual « Podr*cznik implantacji « Implantacni
pfirucka « BeQltetesi Otmutato « PykoBogcTBO no

mmnnaHTauumm « Prirucka kK implantatu « implant el kitabi

c € 2012

Manual de implantare

lIUSAl Rx only

2012-03
M948682A003 Printing instructions: Refer to the "Implant Manual"

category Table 1in doc#A00002 forNeuro Core
European Printing Instructions.
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Explanation of symbols on product or package labeling
Refer to the appropriate product for symbols that apply.

Open here

Do not reuse

Sterilized using ethylene oxide

STERILE EO
| Consult instructions for use.
4 Date of manufacture
Manufacturer
td
Use by
XXX Temperature limitation
XXX XOXF P
-XX'F
Serial number
SN
' Conformite Europeenne (European Conformity). This symbol means that the
€ device fully complies with AIMD Directive 90/385/EEC (NB 0123) and
R&TTE Directive 1999/5/EC.
0123
ec Rep Authorized Representative in the European Community
For USA audiences only
USA
37704 2012-03 English 1
M948682A003 1208
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Medtronic®, Itrel®, and SoftStart/Stop® are trademarks of Medtronic, Inc., registered inthe U.S.
and other countries.
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Refer to the indications sheet for indications and related information.

Refer to the appropriate information for prescribers booklet for contraindications,
warnings, precautions, adverse events summary, individualization of treatment,
patient selection, use in specific populations, resterilization, and component

¢ disposal.

Refer to System Eligibility, Battery Longevity, Specifications reference manual for
neurostimulator selection, battery longevity calculations and specific
neurostimulator specifications.

iHjsal Refer to the clinical summary booklet for information on the clinical study
results of the neurostimulation system.

37704 2012-03 English 3
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Description

The Medtronic Itrel 4 Model 37704 Neurostimulator is part of a neurostimulation system for
pain therapy.

Package contents

m  Neurostimulator

m Torque wrench

Product literature
|'usA| warranty card

Registration form

Patient identification card

Patient identification card
A patient identification card is packaged with this device. Advise the patient to carry the
identification card at all times.

' uSAIThfi patient identification card packaged with the device istemporary; a permanent card
will be mailed to the patient when Medtronic receives the registration form.

The implant registration form registers the device warranties and creates a record ofthe device
in Medtronic’s implant data system.

Device specifications

The neurostimulator is a programmable device that delivers stimulation through 1 lead. The
stimulation settings are stored as a program. A program is a specific combination of pulse
width, rate, and amplitude settings acting on a specific electrode combination (up to 4
electrodes).

37704 2012-03 English 5
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Table 1. Operating values for the Itrel 4 Model 37704 neurostimulator

Programmable parameter Operating range and resolution”™
Number of programs 1
Electrode configuration 1to 4 electrodes as anode (+), cathode (-), or Off; case

as anode or Off

Amplitude 0 to 10.5 V with 0.05 V or 0.1 V resolution
Amplitude - upper patient limit Tracking limit: Programmed value +0 to +4.0 V (0.5 V
resolution)

Custom limit: Programmed value to 10.5 V (same
resolution as amplitude)

Amplitude - lower patient limit Custom limit: 0 V to the programmed value (same
resolution as amplitude)

Pulse width 60 to 450 ps (10 ps resolution)

Pulse width - upper patient limit Tracking limit: Programmed value +0 to +150 ps (30
ps resolution)
Custom limit: Programmed value to 450 ps (10

ps resolution)

Pulse width - lower patient limit Custom limit: 60 ps to the programmed value (10
ps resolution)

Rate 2 to 130 Hz (resolution: 1 Hz from 2 Hz to 10 Hz, 5 Hz
from 10 Hz to 130 Hz)

Rate - upper patient limit Tracking limit: Programmed value +0 to +50 Hz (10
Hz resolution)

Custom limit: Programmed value to 130 Hz (same
resolution as rate)

Rate - lower patient limit Custom limit: 2 Hz to the programmed value (same
resolution as rate)

SoftStart/Stop Off, On: 1-, 2-, 4-, or 8-second ramp duration

Cycling Off, On: 0.1 sto 30 min (resolution: 0.1 sfrom 0.1 sto1s,

1sfrom 1sto 1min, 1 min from 1 min to 30 min)

a Interlocks will prevent the use of some parameter combinations.

6 English 37704 2012-03
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Table 2. Physical characteristics of the Itrel 4 Model 37704 neurostimulator®

Description Value

Connector type Octapolar, one bore™

Height 55 mm (2.2 in)

Length 60 mm (2.4 in)

Thickness 11 mm (0.4 in)

Weight 44 g (1.6 oz)

Volume 27 cm”

Power source 4.5 Amp hours, 3.2 V HCSVO' cell
Temperature limitation -18 “Cto +52 °C (O T to +126 T)
Serial number model designator® NMY

Radiopaque identification (ID) code NMY

a All measurements are approximate,

b Compatible with 8-4 extension,

¢ Four contacts active,

d Hybrid combined siiver vanadium oxide.

e The serial number is the model designator followed by a number. The clinician programmer displays the
entire seriai number beginning with the model designator.

37704 2012-03 English 7
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Table 3. Material of components in the Itrel 4 Model 37704 package

Components Material Material contacts
human tissue

Neurostimulator
Case Titanium Yes

Connector block Siloxane coated polysulfone, Yes
silicone medical adhesive

Grommets, seals Silicone rubber Yes
Setscrews Titanium alloy Yes
Adhesive Silicone medical adhesive Yes

Torque wrench

Handle Polyetherimide Yes

Shaft Stainless steel Yes

Declaration of conformity

Medtronic declares that this product is in conformity with the essential requirements of Directive
1999/5/EC on Radio and Telecommunications Terminal Equipment and Directive 90/385/EEC
on Active Implantable Medical Devices.

For additional information, contactthe appropriate Medtronic representative listed on the inside
back cover of this manual.

8 English 37704 2012-03
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Instructions for use

Implanting physicians should be experienced in epidural-access procedures, as well as
thoroughly familiar with all product labeling.

.I-I Cautions:

m When using sharp instruments near the neurostimulator, be extremely careful to
avoid nicking or damaging the case, the insulation, or the connector block.
Damaging the neurostimulator may require surgical replacement.

m Do not use saline or other ionic fluids at connections, which could result in a short
circuit.

Verifying neurostimulator operation

Before opening the sterile neurostimulator package, verify that the neurostimulator is operable
by using the clinician programmer to interrogate the neurostimulator and read the

neurostimulator battery service life. (Refer to the software manual for instructions on how to
read the battery service life.)

/ \ Caution: Do not implant a neurostimulator if it was dropped onto a hard surface from a

height of 30 cm (12 in) or more, because the neurostimulator may be damaged and fail
to operate properly.

Note: The neurostimulator pocket may be flushed with an antibiotic solution; do'not submerge
the neurostimulator in fluid.

Connecting the extension to the neurostimulator

n Caution: Before connecting components, wipe off any body fluids and dry all

connections. Fluids in the connection may result in stimulation at the connection site,
intermittent stimulation, or loss of stimulation.

1. Wipe the extension connector with sterile gauze. If necessary, use sterile (United States
Pharmacopeia [USP]) water or a nonionic antibiotic solution.

Make sure the connector block receptacle is dry and clean.

3. Insert the extension connector into the neurostimulator socket until it is fully seated
n within the connector block (Figure 1). If resistance is felt while inserting the connector,
use the torque wrench (packaged with the neurostimulator) to retract the setscrew.
Notes:

m To retractthe setscrew, insert the torque wrench (packaged with the neurostimulator)
into the self-sealing grommet and rotate the setscrew counterclockwise; however,
do not remove the setscrew from the connector block.

Z\caution: Do not insert the extension connector into the connector block if the
setscrew is not sufficiently retracted. If the setscrew is not retracted, the setscrew

37704 2012-03 English 9
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may damage the extension and the extension \will not be seated fully into the
connector block.

Figure 1. Insert the extension connector fully into the neurostimulator socket.

4. Fully insert the torque wrench into the self-sealing grommet of the connector block and
tighten setscrew (Figure 2).

Note: The torque wrench must be oriented to the same angle as the setscrew
(Figure 2).

ﬂ Cautions:

Be sure the torque wrench is fully inserted into the self-sealing grommet. If the
torque wrench is not fully inserted, the setscrew may be damaged, resulting in
intermittent or loss of stimulation.

Before tightening the setscrew, ensure that the extension connector pin is
inserted into the connector block to prevent damaging the extension.

Verify that each leaf of the self-sealing grommet is closed after the torque
wrench is withdrawn. If fluid leaks through a grommet seal that is not fully
closed, the patient may experience shocking, burning, or irritation at the
neurostimulator implant location, or intermittent stimulation, or loss of
stimulation.

10 English 37704 2012-03
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Figure 2. Tightening the setscrew in the self-sealing grommet.

Implanting the neurostimulator

1. Place the neurostimulator into the subcutaneous pocket with the Medtronic logo facing
outward, away from muscle tissue, and ensure that the extension is not bent sharply.

ZXcautions:

m  Ensure that the neurostimulator is placed no deeper than 4 cm (1.5 in) below
the skin and is parallel to the skin. If the neurostimulator is too deep or is not
parallel to the skin, telemetry may be unsuccessful.

m Do not coil excess extension in front of the neurostimulator. Wrap excess
extension around the perimeter (Figure 3) of the neurostimulator to minimize
subcutaneous pocket depth, help minimize potential damage during
neurostimulator replacement surgery, help minimize potential kinking of the
extension, and minimize interference with telemetry. Excess extension should
not exceed two wraps around the perimeter of the neurostimulator. Extension
lengths requiring more than two wraps can interfere with telemetry.

Figure 3. Wrap excess extension around the perimeter of the neurostimulator.

37704 2012-03 English 11
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2. Use the suture holes in the connector block to secure the neurostimulator to the muscle
fascia with nonabsorbable silk.

Note: Secure the neurostimulator in the pocket to minimize movement or migration of
the neurostimulator.

Checking system integrity

.ﬂl Caution: To use the nonsterile clinician programmer in a sterile field, place a sterile
barrier between the patient and the programming head to prevent infection. Do not
sterilize any part of the clinician programmer. Sterilization may damage the
programmer.

Note: The neurostimulator should be in the pocket during system interrogation for integrity to
ensure proper readings.

1. To ensure proper connection of the extension to the neurostimulator, use the clinician
programmer to program the lead configuration and basic stimulation parameters, check
the battery status, and check the electrode impedances to rule out a short or open
circuit.

2. Ifthe system integrity test results are not acceptable, refer to "Connecting the extension
to the neurostimulator".

Completing the implant procedure

Close and dress all incisions.
Ensure that a patient control device is given to the patient.

3. Complete the device tracking and patient registration paperwork and return the
documents to Medtronic.

12 English 37704 2012-03
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Ec rep OduuManbHbIR NpeacTaBuTeNns B EBponeiickom coobuiecTse

Tonbko ana CWA
USA
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CopepxaHue

OnucaHne 53

Copgepxmnmoe yrnakoskm 53
MpeHTudmnkauoHHaa KapTa naymeHta 53
TexHn4yeckne xapakrtepuctmkm 53
3asBneHve 0 COOTBETCTBUMN 56

MHCTpyKUMa no akcnnyataynm 57
KOHTpONb hyHKUMOHMPOBaHUSA HelipocTumynsatopa 57
MoacoeAnMHeHNe K HEMPOCTUMYNATOPY yANuHuTensa 57
MMnnaHTayms Helpoctumynatopa 59
lMpoBepka LEenoCcTHOCTM cuctembl 60
3aBeplweHne npoueaypbl nmnnadtaynm 60

[N nonyyeHuss cBeAeHUii 0 NokasaHUsix U conyTCTBYIOLWEN UHGOPMALMK CM.
CMMCOK NoKasaHWii.

[na nonyyeHns ceefeHUn o NPOTUBOMOKa3aHUAX, NPEAOCTEPEXEHNAX, MEepax
NPeAoCTOPOXHOCTU, CBOAKE HeXesaTe bHbIX AB/IEHWUIA, MHANBMAYaNM3aLmmn
neyeHusi, BbIbope nauueHTa, UCNoNb30BaHUN 418 KOHKPETHbIX FPYNMn HaceneHus,
NMOBTOPHOI CTEPUAN3ALUN U YTUIN3ALMM KOMIOHEHTOB CM. COOTBETCTBYIOLLLYIO
nHcopmauuto B 6polltope 415 Bpayei.

Ons BbI6opa HelipocTUMyNsiTopa, pacyeTa cpoka Cnyx6bl 6aTapen 1 npocMoTpa
TEXHUYECKNX XapaKTePUCTUK KOHKPETHbIX HEAPOCTUMYIATOPOB CM. ClPaBOYHOE
PYKOBOACTBO «MpUrofHOCTb CUCTEMBI, CPOK CNYXGbl 6aTapen, TexHuueckmne
XapakTepucTUKmn».

|' USA| Ans nonyyeHust cBeAeHWii 0 pesynbTaTtax KNMHUUYECKUX UccriefoBaHuii

CUCTEMbl HEiPOCTUMYNALMK CM. BPOLLIOPY CO CBOAKOW KANHUYECKUX
nccnenoBaHunii.
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OnucaHue

HerpoctumynsaTtop Itrel 4 mogenun 37704 kopnopauun Medtronic — 3TO YacTb CUCTEMbI
HelipoCcTMMynAauMn, nNpefHasHavyeHHOW Ana obe3bonuBatoLweli Tepanuu.

Copepxmnmoe ynakoBKu

m HelipocTtumynstop

m  K/o4 ¢ TapupOBaHHbIM ycuUinem

m JlutepaTtypa no npoaykrty

®m |lusa|rapaHTuliHbIl TasioH

m PerucTtpauunoHHasi popma

m VaeHTUdMKaALMOHHAs KapTa nauneHTa

NaeHTUdnKaLMOHHaA KapTa nauueHTa

NaeHTUMKaLMOHHAA KapTa nayMeHTa Haxo4uUTCs B yNnakoBke BMeCTe C 3TUM YCTPOCTBOM.
MocoBeTyiiTe NayneHTy BCce BPEMs HOCUTb C CO6OM UAEHTUPUKALNOHHYIO KapTy.
|'usa|aeHTUUKALNOHHAA KapTa NnauneHTa, noctaBsisieMas B ynakoBke BMecTe C
YCTPOICTBOM, SIBNAETCA BPEMEHHOW. MNMOCTOsAHHAA KapTa BbiCbIMIAeTCsA NauueHTy Nno noyte
nocne nony4yeHus kopnopaumein Medtronic pernctpaunoHHol opMbl.

PeTcTpaynoHHas opmMa MMMNAAHTUPOBAHHOIO YCTPOCTBA CNYXUT A8 perucrpauum
rapaHTuiiHbIX 06513aTeNIbCTB Ha YCTPOWCTBO U co3aaHusa 3anncu o6 ycTpolicTBe B cucteme
OaHHbIX UMMNJIaHTUPYEMbIX YCTPOCTB Kopnopauun Medtronic.

TexXHn4YecKkme xapakTepucTukun

HelipocTumMynsaTop — 3TO NporpaMmMupyemMoe YCTpPOWCTBO, NPOBOAsiLLEe CTUMYALUIO Yepes
1 351ekTpoA. HacTpoiku CTUMY/SALMM COXPaHSAOTCS B BUAe nporpamMmmbl. MporpaMmma — 3To
onpefesnieHHass KOM6MHaLMA HACTPOEK AINTE/IbHOCTU, YacTOThbl U amMNAnTyAbl UMMY/bLCOB,
npuMeHUMasi K onpefesieHHOMY COYETaHUIO0 KOHTAKTOB (40 4 KOHTaKTOB).
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Ta6n. 1. Pa6boune napameTpbl HelipocTumynaTopa lItrel 4 mogenun 37704

MporpammupyemMblii napameTp

KonuuecTtso nporpamm

KoHdurypaumnsi KoHTakTa

AmMnnutyga

BepXxHWil AOCTYNHbIA NauneHTy
npefen amMnanTyabl

HWXHWIA AOCTYNHbIV NayneHTy
npegen amnanTyabl

ANNTenbHOCTbL UMMNybca

BepxHuii AOCTYNHbIA NauneHTy
npegen ANUTENBHOCTU UMMNYbCa

HWXHWIA AOCTYNHbIV NnayneHTy
npeaen ANNTENBHOCTU UMMY/bca

YacToTa

BepxHuii A4OCTYMHbI NauueHTy
npegen 4acToTbl

HWXHWIA AOCTYNHbIA NauneHTy
npesen 4acToTbl

dyHkuua SoftStart/Stop (MnaBHbI
ctapTt/CTton)

Cycling (LUnknunyHas ctumynaums)

Pabounin gnana3oH n paspelieHne”
1

OT 1 00 4 KOHTAKTOB OnpeAenstTcsa Kak aHog (+), Ka-
ToA4 (-) nnn BbIKJ/1. Kopnyc onpegensercs Kak aHO4 waun
BbIK/

ot 0 go 10,5 B ¢ paspeweHuem 0,05 B wunn 0,1 B
Perynupyewmbiii npegen: Nporpammmpyemoe 3HavyeHue
ot +0 go +4,0 B c paspeweHunem 0,5 B

XecTknii npegen: MporpammupyemMoe 3HadyeHue [o

10,5 B c cooTBeTCTBYHOLWNUM aMNINTyAe pa3peweHnem

XecTkunii npegen: ot 0 B fo nporpammmnpyemMoro 3Hauve-
HUSA C COOTBETCTBYHOLUM aMNINTye paspelleHnem

OT 60 0o 450 MKC c pa3pelieHnemMm 10 MKC
Perynupyewmblii npegen: NMporpammupyemoe 3HadyeHue
oT +0 go +150 MKC c pa3peweHnem 30 MKC

XecTknii npegen: OT nporpaMMmMpyemMoro 3HayeHus Ao
450 MKC c pa3peweHnemMm 10 MKC

XecTknii npegen: OT 60 MKC A0 NpOrpaMM1pyemMoro 3Ha-
yeHua c paspeweHmnem 10 MKC

OT 2 po 130 Iy (paspeweHune: 1 Ny B AnanasoHe ot 2 Iy
0o 10 'y v 5 'y B ananasoHe ot 10 Ny go 130 Iw)

Perynupyewmblii npegen: Mporpammupyemoe 3HadyeHue
oT +0 go +50 Iy c paspeweHnem 10 Iy,

XecTknii npegen: OT NnporpaMMmMpyemMoro 3HayeHus [o
130 Iy (c cOOTBETCTBYIOLWMM HacTOTe paspelleHnem)

XecTkuii npegen: OT 2 'Y 40 NpOrpaMMMpyemMoro 3Ha-
yeHns (C COOTBETCTBYIOLWMM YacToTe paspelleHnem)

BblkntoyeHo, BK/lOYEHO: NOCTENEeHHOE U3MEHEHME MO-
XeT onuTtbea 1, 2, 4 unn 8 cekyHp,

BbiknoyeHo, BknoyeHo: oT 0,1 ¢ o 30 MUH C paspelle-
Huem 0,1 CB gunana3oHe o1 0,1 cgo 1 ¢, 1 c BAMana3oHe
oT 1 cpao 1 MuH, 1 MnH B anana3oHe oT 1 muH o 30 MuH

3 Bb/1oKMpoBKa NpensaTcTeByeT UCNONb30BaHNI0 HEKOTOPbIX coyeTaHuit napameTpoB.
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Tabn. 2. dnsnveckme xapakTepuUcTUKN HellpocTumynaTopa ltrel 4 mogenu 317047

OnucaHue

Tnn KOHHEeKTOpa

BbicoTa

AnnHa

TonwuHa

Macca

O6bem

NCTOYHMK NuTaHun

TemnepaTypHbIli npegen

ByKBEHHbI KOA CepuiiHOro Homepa mMoaenn®

PeHTreHOKOHTPACTHbIN UAEHTUMUKALNOHHbIN
kop (tO)

a Bce pasmepbl npnbausnTenbHble,
b COBMeCTUMbIli ¢ yanuHutenem 8-4.

C YeTblpe KOHTaKTa aKTUBHbI.

3HauyeHune

BocbMUNonsipHbliA, 0aUH KaHanbc

55 mm (2,2 groiima)

60 mm (2,4 groiima)

11 mm (0,4 grolima)

44 1 (1,6 yHUUN)

27 cm”

4,5 Al4, HCSVO 3,2 BManeMeHT

OT-18 °C go +52 °C (o100 T po +126 T)

NMY

NMY

d TMBpWAaHBIA 3/1EMEHT C OKCUAOM BaHaausl 1 cepebpoM.

® CepuiiHblii HOMEP — 3TO GYKBEHHbI KOZ, 1 Ldpbl HOMepa. MporpaMmartop Bpaya oTo6paxaeT BECh
cepuiiHbIii HOMep, HaUYMHAKLLWACS BYKBEHHLIM KOZLOM.
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Tabn. 3. MaTepuan KOMNOHEHT 0B, BXOAAUL UX B KOMNNEKT HelipocTumynsaTopa ltrel 4

KOMMOHEHTHI

Helipoctnmynatop
Kopnyc

Bnok KoHHeKkTOpa

Mpoknagku, ynaoTHUTENN
YCTaHOBOUHbIE BUHTbI

Knei

Kntou ¢ TapupoBaHHbIM
ycunvem

PykoaTka

LiTok

monenun 37704

MaTtepuan

TuTtaH

MonncynbgOoH C CUNTOKCAHOBbIM
NOKPbITUEM, CU/IMKOHOBbLIA Me-
OVNLUWNHCKUIA Knen

CUW/IMKOHOBBLIN Kay4yk
TuTaHoOBLI cnnaB

CUNVKOHOBBIN MeAVULVUHCKUIA
Knem

Monnacupunmng,

HepxaBetolas ctasib

3asaB/ieHne 0 COOTBeTCTBUMn

Kopnopauus Medtronic 3asBnsieT, YTO AaHHbI NPOAYKT COOTBETCTBYET OCHOBHbIM
nonoxeHuam aupektmsbl 1999/5/EC o pagmo- U TeIeKOMMYHUKALWOHHOM 06opyAoBaHUn 1
anpektubl 90/385/EEC 06 aKTUBHbIX MMMAHTUPYEMbIX MEAULUHCKMX YCTpOACTBaXx.

Matepunan
KOHTaKTupyeT C
TKaHAMU opraHusma

Ja
Ja

5

Ja
Ja

Lna nonyyeHus AONOMHUTENbHOM MHOpMauum o6paTuTecb B COOTBETCTBYlOLLEE
npeAcTaBMTENLCTBO Koprnopauun Medtronic, CNMCOK KOTOPbIX NpYBeAeH Ha BHYTpPeHHel
CTOpOHe 3aaHei 06/10K/M JaHHOTo PYyKOBOACTBA.
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NHCTPYKUMA NO aKcnyaTauum

Bpauu, BbIMOHSALOWME MMNNIAHTALMIO, AO/DKHBI UMETh OMbIT NPOBeAEHUs NpoLleayp
anuAaypanbHOro AoCTyna, a Takke 6blTb BHMMATE/IbHO 03HAKOMJIeHbl cO Bceli
OOKYyMeHTauue no npoaykry.

ﬂ MpepynpexaeHna:

m OKOJ10 HEMPOCTUMYNATOPA UCNOJIb3YINTE OCTPblIE MHCTPYMEHTbI C OCTOPOXHOCTLIO,
4TO6bI HE NOBPEAUTb KOPMYC, M30AUNI0 UM 610K KOHHeKTopa. NMoBpexaeHue
HEVNpPOCTUMYNATOPa MOXET CTaTb NMPUYMHONM 3aMeHbl YCTPOCTBA XUPYPrUYECKNUM
nytem.

®m He npvmeHsiTe B MecTax coefVHeHUs IU3N0MNOrnyYeckuii u opyrme NoHHble
pacTBOpbI, KOTOPble MOTYT Bbi3BaTb KOPOTKOE 3aMblKaHMe.

KOHTpONb hYHKLMOHUPOBAHNSA HERpOCTUMYNsATOpa

Mepes BCKPbITUEM CTEPWU/IbBHOW YNakoBKW HEMPOCTUMYNATOPA YA0CTOBEpPbTECH B
NCNPaBHOCTU HEMPOCTUMYNATOPA, UCNOMbL3YsA NporpammaTop Bpaya, YTob6bl ONPOCUTb
HEeMpPoOCTUMYNATOP 1 ONpefennTb CPOK cNyxbbl 6aTapen HelipocTumynaTopa. (MHCTpyKumn
no onpejeneHnNto cpoka Cnyxo6bl 6atapen CM. B pyKkOBOACTBe MO MPOrpaMMHOMY
obecrneyeHunto.)

ﬂ' MpepynpexaeHne: He umnnaHTupyiiTe HelipoCTUMYNATOP, yNaBLlINii Ha XECTKYHO
NOBEPXHOCTb C BbICOTblI He MeHee 30 cM (12 AlOMOB), Tak Kak YCTPOMNCTBO MOT/0
nonyunTb NOBPEXAEHUe, BAUsOLee Ha ero PyHKLMOHMpPOBaHMeE.

lNprvmMeyaHne: MpomoiiTe kKapMaH HelpoCcTUMYNATOpa PacTBOPOM aHTUGUOTUKA. He
norpyxanTe HENPOCTUMYNATOP BXUAKOCTbI

MoacoegnHeHne K HeAPOCTUMYNATOPY YANUHUTENS

.I-I MpepynpexaeHue: Mepep coefHeHWEM KOMMOHEHTOB, yAannuTe BO3MOXHO
nonaeLINE HA HUX PU3NOJIOTUYECKUE XUAKOCTU 1 NPOCYLINTE BCe COeNHSIEMbIE YaCTU.
XX1AKOCTU B COEAUHEHUSIX MOTYT GbiTb NPUYMHON CTUMYNALUM NO MECTY COEAUHEHNS,
a Takke MPUUYNHOI HeyCcTOWUMBOl CTUMYNALUM UK ee NPEeKPaLLeHUs.

1. MpoTpuUTe KOHHEKTOP YANVHUTENSA CTepunbHO Mapneii. Mpu HeobxoaMmocTw,
MCnonb3yiTe cTepunbHyto (B cooTBeTcTBUM ¢ Papmakoneein CLUA [USP]) Bogy win
HEVNOHOreHHbIN aHTMBNOTNYEeCKNi pacTBop.

YpocToBepbTeCh, YTO Te340 6/10Kka KOHHEKTOpa CyXOe U YMCTOoe.

BcTaBbTe KOHHEKTOP YANMHNUTENS B FHe340 HEMPOCTUMYNATOPA, YTOObI OH NIOTHO
Bowen B 6510k KOHHekTOpa (Puc. 1). Ecnv npy BBeAEHUM KOHHEKTOpa ouyuiaetcs
CONpOTUBIIEHME, BbIBUHTUTE YCTAHOBOYHbIA BUHT C MOMOLLbIO K/1H04Ya C TapUPOBaHHbIM
ycunvem (NOCTaB/IAEMOro C HEMPOCTUMY/IATOPOM).
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MpumeyaHua:

® YTOGbl BbIBUHTUTb YCTAaHOBOUYHbI/ BUHT, BBEAUTE KUY C TAPUPOBAHHbLIM YCUMEM
(NnocTaBnsieMblil ¢ HEMPOCTUMYNATOPOM) B CAMO3aTArMBAIOLWYIOCS NPOKNaAKy U
BpalaiiTe BUHT NPOTUB 4acoBOW cTpenku. Mpu 3TOM He yaansinTe yCTaHOBOUHbI
BUHT 13 6/10Ka KOHHEKTOPA.

n MpeaynpexaeHne: He BcTaBnAiTe KOHHEKTOP YA/IMHUTENS B 6G/10K KOHHEKTOPA,
€C/N YCTAHOBOYHbI BUHT BbIBUHYEH HEAOCTATOYHO. EC/IM YCTAaHOBOUYHbI/ BUHT He

BbIBUHYEH, OH MOXeT noBpeanTb YANUHUTENb, N YONTUHUTENIb HE 6y,c|,eT MO/THOCTbIO
BXOAUTb B 610K KOHHEeKTOopa.

Puc. 1. NonHocTbio BCTaBbTe B rLHesao HeﬁpOCTMMy]’IﬂTOpa KOHHEKTOop yaonuHnTenAa.

4. TMoNnHOCTbIO BCTaBbTe K/OY C TAPUPOBAHHbLIM YCU/IMEM B CamMo3aTsirMBatolLyocs
npoknaaky 6/10ka KOHHEKTOpa 1 3aTAHWUTe YCTaHOBOUHbIW BUHT (Puc. 2).

lNprymMeyaHue: Kniou c TapyupoBaHHbIM YCUTMEM [LOJ/DKEH pacrnofiaraTbCs nof Tem xe
YI71I0M, YTO U YCTAHOBOYHbI BUHT (Puc. 2).

ﬂ MpeaynpexaeHus:

®m Y[0CTOBepbTEeCb, YTO K/HOY C TapMPOBaHHbLIM YCU/IMEM MOSIHOCTbLIO BOLIEs B
caMo3aTArvBaloLWycs Npoknaaky. Ecnv ko4 ¢ TapyupoBaHHbIM YCUTMEM
BOLUEN /MLIb YAaCTUYHO, TO YCTAaHOBOUHbI/i BUHT MOXET 6biTb NOBPEeXAeH, 4To
npuBefeT K Nepnoanyeckoil CTUMYNSALUN UM NoTepe CTUMYNSALNUN.

m [lepef 3aTArMBaHMeMm yCTaHOBOYHOIO BMHTA YA0CTOBEPbLTECH, YTO LITEKEP
KOHHEKTOpa YANIMHUTENSA BCTaBJieH B 6/I0K KOHHeKTopa. 3To NpeAoTBpaTuT
noBpexaeHve yanuHuUTens.

®m YAoCToBepbTeCb, YTO MOC/E yaaneHUs K/o4a ¢ TapUupoBaHHbIM yCUIMeM
3aKpbININCh BCE /IMCTKM camo3aTtsrnBaolieiica npoknagku. Ecnm ckBosb He
NOSTHOCTbLIO 3aKPbITYI0 Camo3aTsArMBaloLLyoCcs NPOKIaaKy noarekaet
XWOKOCTb, TO B MECTe MMMJ/IaHTauum HelipocTuMynaTopa naumeHT MoXeT
MCMNbITbIBATL OWYTUMbIe UMMYJ/bLChI, XXKEeHUe Un pasgpaxeHve wim
neproanYeckyto CTUMYIALUN UK NOTEPIO CTUMYNSALNN.
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Puc. 2. 3aTfAruBaHne ycTaHOBOYHOrO BUHTa B camo3aTArusBawlelica npoknagke.

NmnnaHTaums HelipocTumynsTopa

1. MNMomecTuTe HEWPOCTUMYNATOP B MNOAKOXHbLIA KapMaH B OTAA/IEHUM OT MbilleYHOo
TKaHu, 06paTvB CTOPOHY C aM6nemMoil Medtronic HapyXy. Y40CToBeEpPbTECH, UTO
YANMHUTENb HE NepPerHyT Nnoj OCTPbIM YI/IOM.

MpeaynpexaeHus:

m Ya0CTOBepbTeCb, UTO HEMPOCTUMYNATOP pasMelleH napassieslbHO KOXe He
rny6xe 4 cm (1,5 groiima). Ecnn HERPOCTUMYNATOP pa3MeleH C/IULWKOM
rny6oko wian He napasnsnesibHO, BO3MOXHbl HEMosnafgku B TenieMeTpun.

m He yknaabiBaliTe HEMCNONIb3YEMYIO YacTb YANNHUTENS KOMbLaMu nepep
HelipocTumMynaTopom. O6epHUTE HEUMCNObL3YEMYIO YacTb YAIMHUTENSA
BOKpPYr nepumeTpa Hepoctumynsatopa (Puc. 3), utobbl nsbexarb
yrny6a1eHns nogKoXHOro kKapmaHa, MMHUMU3MPOBAaTb PUCKN NOBPEXAEHUS BO
BpeMs onepauun no saMeHe HEMPOCTUMYATOPA, NepekpyTa YANMHUTENA n
reHepupoBaHuAa Nomex TenemeTpun. Hencnonb3lyemas 4yacTb YOJUHUTENS,
3akpennsemasn no nepumeTpy HEMPOCTUMYNATOPa, He A0/1XHa obMaTbiBaThb
HelipocTumynaTop 6onee AByx pa3. Ecnn gna 3akpenseHus
Hencnonb3yeMoli 4YacTu yanmHutens Tpebyetcsa 6onee ABYX BUTKOB, TO
YOAUHUTENb Takol ANUHbI MOXET BHOCUTb MOMeXn B paboTy TeneMeTpun.
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Puc. 3. OGepHUTE NNIWHIOKW YacTb YAMHUTENA N0 NEPUMET py
HelipocTumMynaTopa.

UTOo6bl NPUKPENUTL HEWPOCTUMYNSATOP K (hacLMm MbllLbl HepaccacblBaroLWmMest
LWenKoM, BOCNOMb3YTECH OTBEPCTUSIMU /1 HUTOK B 6/10KE KOHHEKTOpa.

MNpyMeyaHne: 3akpennte HEMPOCTUMYNATOP B KapMaHe, YTo6bl MUHUMU3NPOBATb PUCK

ero cMmeweHna mnn Mmurpaumn.

MpoBepka LesIoCTHOCTN CUCTEMBI

MpepynpexaeHune: Uto6bl ucnosib3oBaTb HECTEPUNbHbLIV NporpamMartop Bpaya B
cTepubHOM nose, ANs NpefoTBpaleHns NHPULUPOBAHUS MOMECTUTE CTEPU/IbHbIN
6apbep Mexay nauveHTOM U ro/lIoBKOV NporpamMmartopa. He cTepunusyiiTe Kakyto-nm6o

YyacTb NporpamMmaTopa Bpada. CTepunnsaumnsa MoxeT NPUBECTU K NOSIOMKe
nporpammMaropa.
NpuMeyaHmne: Utobbl o6ecneynTb 4OCTOBEPHOCTb AAHHbLIX NPY MPOBepKe LefNoCTHOCTU
CUCTeMbl, BO BPEMS OMpoca HEWPOCTUMYISATOP AO/HKEH HAXOAUTLCS B KapMaHe.

1. YT06bl y6EAUTLCSA B NPABUILHOCTU NOACOEANHEHUS YANMHUTENS K HEPOCTUMYNATOPY,
BOCMNO/b3yiiTeCb NPOrpaMmMaTopoM Bpaya A NpPorpamMMmMpoBaHus KoHUrypaumum
3/1eKTPOJa 1 OCHOBHbIX MapaMeTpoB CTUMY/ALUMK, NPOBepbTe COCTOosAHUE GaTapen u
MMnenaHchbl KOHTaKTa. 3TO NO3BOINT UCK/TIOYUTL KOPOTKOE 3aMblKaHue uUnn o6pbiB

uenu.
Ecnu pe3ynbTaThbl NPOBEPKU LENOCTHOCTUN CUCTEMbI HEYA0BN1€ TBOPUT €/1bHbI, CM.

"MopgcoeanHeHne K HEMPOCTUMYNATOPY YANUHNT ens".

3aBeplueHve npoueaypbl UMnIaHTaummn

1. 3aKpoliTe u 3alWeiTe BCce pa3pesbl.
2. YpocToBepbTeCh, YTO MaLMeHT NosyyYnsl YCTPOMCTBO ynpasBieHnUs A1 nayueHTa.

3. 3anonHuTe (hopMy Ha YCTPOMCTBO U pernucTpaunuoHHblie AOKYMeHTbl NauueHTa.
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[MpUNoXXeHNe K PyKOBOACTBY MO MMMIaHTaLUN HEAPOCTMMYNATOPa
nporpammupyemoro ltrel 4, mogens 37704

jl. ¥YnakoBka Cuctema CTepunbHOro 6Gapbepa COCTOMT M3  HEMENOBAaHHOro NOTKa,
N3roToBneHHoro wun3 M3TIM, 3aneyaTtaHHOro KpbllWKOW, W3rOTOBNEHHOW U3
NoOAN3TUNEHOBON NNéHKKM Nérkoro aspbiBa Tyvek® 1073B M NpuKNeeHHON K
NOTKY MOAW(MLUMPOBaHHbLIM Kneem lapku 18B.

Cucrtema noaBeprHyTa rasosor crepnnuszauunn C mcnonb3oBaHuem
aTuneHokcuga (EtO).
OnuncaHne ynakoBKu: M aTepuan:
BHYTpeHHUI NOTOK MonnatuneHTepedTanat ¢ go6aBneHneMm rAMKONA
(MaTr)
KpbllWwKa BHYTPEHHEr0 N0TKa Monuatunen Tyvek® 1073B / kneii mapku 18B
BHewWwHNA noTok MonnatunenTepedTanat ¢ foGaBneHneMm rAMKons
(NaTr)
Kpbll Ka BHEWHEro 0TKa Monuatunen Tyvek® 1073B / kneii mapkn 18B
KapToHHas Tapa Ana nepeso3ku KapToH rotpupoBaHHbIii
2. Cpok rogHocTtu 4 ropa
3. YTI/IﬂI/I3aLI,VIFI YTI/I/'IMZ%MpOBaTb B COOTBETCTBUMN C TpeﬁOBaHMHMM HauunoHanbHOro

3aKoHopaTenbCTBa N0 BoONMpocam 0pr>+<ar0|.|.|,e|71 cpeabl U 340p0BbLA.

4. MeToabl 7] ycnoBusa HelipoctumynaTtop ltrel 4 noctaBnseTcs B CTEPUNBbHOM COCTOAHUU W
fe3sHMeKUUN U cTepunmsaumum npefHasHavyaeTca 414 04HOPa30BOro MCMNONb30BAHMNA.

Mepen npucoefuHeHNEM KOMMNOHEHTOB yjannuTe BCe OCTAaTKW GMONOrMYecKux
XWUAKOCTEN 1 focyxa NpOTPUTe BCe COEANHEHUSA. Hannume XUAKOCTN B MecTe
COeJMHEHNA MOXET MPUBECTU K BOSHWKHOBEHWIO 31€KTPUYECKOW CTUMYNALUN B
3TON 06/1acTn, a TaKXe NpepbiBaHNI0 CTUMYNALUN UNKN eé npeKpaleHnto.

1. TMpoTpuTe W ThIPbKOBbIe KOHTAKTbl YANWHUTENR CTEPUNbHOK Mapneii.
Mpu HeO6XOAMMOCTU, MCNONbL3YiTe CTEPUNBHY'IO BOAY (COrnacHo
®apm. CLUA) NAN HENOHOTEHHbIN aHTUBMNOTMYECKNI pacTBOp.

2. YpocToBepbTecb B TOM, YTO FHe30 6/10Ka KOHHEKTOpa CyX0e U YucToe.

5. YcnoBua skcnayatayunn: MN3genne MOXET MCNONb30BATbCA B CTaHJAPTHbIX YCN0BMAX. TemnepaTypHblii
Lvana3oH onepauWoHHOW KOMHaThl 15°C~30°C.
B npouecce akcnnyatauuu - HOMUHaNbHbIX 3Ha4YeHUA TemnepaTtypbl oT 32°C o
42°C, BnaxHocTb oT 80% go 100% ( +-2%).

6. YCNnoBusA TPaHCNOPTUPOBKMN: YcTpoiicTBa, ynakoBaHHble MW3roTOBUTENEM, TPAHCNOPTUPYOTCA BCEMU Buaamm
TpaHcnopTa B 3aKpbiThiX TPaHCNOPTHbIX CpeAcTBax, B COOTBETCTBUM C
npaBMnamm nNepeBO3KW rPy3oB, AeCTBYOLW MMM HA KaXA0OM BUAe TpaHcnopTa.
He TpaHcnopTupyiTe HelpoCTUMYNATOpPbl Npu Temnepatype Bbiwe 52°C
(125°E) wnm Huxe - 18°C (0°E). TemnepaTypa 3a npejenamMu 370ro gmanasoHa
MOXeT NoBpeANTb KOMMNOHEHTbLl YyCTPOKCTBA.

7.YcnoBusa xpaHeHus: He xpaHuTe HellpocTumynatopbl npu Temnepatype Bbiwe 52°C (125°E) unm

Huxe - 18°C (0°E). TemnepaTypa 3a npegenamu 3TOro fjuanasoHa MOXET
noBpeAnTb KOMMNOHEHTbl yCTpOiiCcTBa.

8. MapaHTusA OrpaHWyeHHass rapaHTus: ecniM YCTPOMNCTBO MCNONb3yeTcs 3a npeaenamu
CWA, T0o Ans nNoAy4YeHUs MNONHbIX YCNOBWIA OrpaHWYEHHON rapaHTum

1

i Heo6xoanMO 06paTUTbCA K PErnoHanbHOMY MPeACTABUTENO  KOMMaHMUM

1

MeaTpoHuk B Poccun - OO0 «MeATpOHUK» no TenedoHy +7 495 580 73 77.

9. OTgen no ob6cnyxuBaHuio [na knmeHToB B Poccuu: ecnum y Bac umetTcs BOMPOCHI, XanoGbl nnu
KNNEeHTOB npo6nemMbl € WCMNONb30OBaHWEM YyCTpoWCTBa, W3rOTOBAEHHOr0 KOMMaHUuei
MeATPOHMK, W ero pemMoHToM, ob6pawaktecb K YMNONHOMOYEHHOMY
npeAcTtaBuTento KomnaHum MefTpoHuk B Poccum - OO0 «MefTPOHUKY»
Appec: 123317, MockBa, MNpecHeHckas Hab, g.t0
Ten.: (495) 580-73-77, takc: (495) 580-73-78,
www.mcdiromc.ru
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Contacts:

Asia:

Medtronic International Ltd.
Tel. 02919-1362

Fax 02907-3998

Medtronic Asia Ltd.

Tel. (02)-548-1148
Fax (02)-518-4786

Australia:

Medtronic Australasia Pty. Ltd.

97 Waterloo Road

North Ryde, NSW 2113
Australia

Tel. +61-2-9857-9000
Fax +61-2-9878-5100
Toll free 1-800-668-6700

Austria;

Medtronic Osterreich GmbFI
Tel. 01-240440

Fax 01-24044-100
Belgium;

Medtronic Belgium S.A.

Tel. 02-456-0900

Fax 02-460-2667

Canada:

Medtronic of Canada Ltd.
Tel. (1-905)-460-3800
Fax (1905)-826-6620

Czech Republic:
Medtronic Czechia s.r.o.
Tel. 2-965-795-80
Fax 2-965-795-89

Denmark:

Medtronic Danmark A/S
Tel. 45-32-48-18-00

Fax 45-32-48-18-01
Finland:

Medtronic Finland Oy/LTD
Tel. (09)-755-2500

Fax (09)-755-25018

France;

Medtronic France S.A.S.
Tel. 01-5538-1700

Fax 01-5538-1800

Germany:

Medtronic GmbH

Tel. (02159)-81490
Fax (02159)-8149100
Greece:

Medtronic Hellas S.A.
Tel. 210-67-79-099
Fax 210-67-79-399

20012-08

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

Hungary:

Medtronic HungSria Kift.
Tel. 1-889-06-00

Fax 1-889-06-99

Ireland:

Medtronic Ireland Ltd.
Tel. (01)-890-6522
Fax(01)-890-7220

Italy:

Medtronic Italia SpA
Tel. 02-241371

Fax 02-241381

Tel. 06-328141

Fax 06-3215812
Japan:

Medtronic Japan
Tel. 03-6430-2016
Fax 03-6430-7110

Latin America:
Medtronic, Inc.
Tel. (1305)-500-9328
Fax (1786)-709-4244

Norway:

Medtronic Norge AS
Tei. 067-10-32-00
Fax 067-10-32-10

Poland:

Medtronic Poland Sp. z.0.0.

Tel. (022)-465-69-00
Fax (022)-465-69-17
Portugal:

Medtronic Portugal, Lda.
Tel. 21-724-5100

Fax 21-724-5199

Russia:

Medtronic Russia

Tel. (8495) 580-7377
Fax (8495) 580-7378
Slovakia

Medtronic Slovakia, 0.z.
Tel. 0268 206 911

Fax 0268 206 999
Spain:

Medtronic Iberica, S.A.
Tel. 91-625-0400

Fax 91-650-7410
Sweden:

Medtronic AB

Tei. 08-568-585-00
Fax 08-568-585-01

M948682A003
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Switzerland: USA: _
Medtronic (Schweiz) AG Medtronic, Inc.
Tel. 031-868-0100 Tel. (1763)-505-5000
Fax 031-868-0199 Fax(1763)-505-1000
The Netherlands: Toll-free: (1-800)-328-0810

Medtronic B.V.

Tel. (045)-566-8000
Fax (045)-566-8668
U.K.:

Medtronic U.K. Ltd.

Tel. 01923-212213

Fax 01923-241004

M948682A003 2012-03
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@ Medtronic

Alleviating Pain mRestoring Health sExtending Life

Manufacturer Ml
Medtronic, Inc.

710 Medtronic Parkway
Minneapolis, MN 55432-5604
USA

www.nnedtronic.com

Tel. 1.763-505-5000

Fax 1-763-505-1000

Authorized Representative
in the European Community
Medtronic B.V.

Earl Bakkenstraat 10

6422 PJ Heerlen

The Netherlands

Tel. 31-45-566-8000

Fax 31-45-566-8668

Europe/Africa/Middle East
Headquarters

Medtronic International Trading Sari
Route du Molliau 31

Case Postale 84

CH-1131 Tolochenaz

Switzerland

www.medtronic.eu

Tel. 41-21-802-7000

Fax 41-21-802-7900

Asia-Pacific

Medtronic International Ltd.

Suite 1602 16/F, Manulife Plaza
The Lee Gardens, 33 Hysan Avenue
Causeway Bay

Hong Kong

Tel. 852-2891-4068

Fax 852-2591-0313

Contacts for specific countries are listed inside this cover.

M948682A003

© Medtronic, Inc. 2012
All Rights Reserved
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[MepeBofd C aHTAMIACKOrO A3bl K& HA PYCCKNUI A3bl K]
[Ha 6naHke kKOMNnaHUM «MefT pPOHUK, MHK.»]

«MeATPOHUK, NHK.»

710 MegTpoHuK Mapkyai
MwuHHeanonuc, MunHHecoTa 55432-5604
CLWIA

www.medtronic.com

Ten.: 763-514-4000

dakc: 763-391-9100

Nno MECTY TPEBOBAHWNA

HacTtoswmm yaocTtoBepseTcs, YTO A0OCbe, K KOTOPOMY MpunaraeTcs HacToslee Y AOCTOBEpPEHME
MW Ha nNepBOM CTpaHMLUe KOTOpPOro nocTaBfeH LwWTamMn KOMNaHuM «MeaTpoHUK WIHK.»,
npefacTtaBnsieT co600 PyKOBOACTBO MO MPUMEHEHUID NPOrpamMMUpPyeMOro HelpocTUMynaTopa
Itrel 4, mopenb 37704.

/Inognucob/

wnn Nynodd
MomowHMK Crieymanmcra no HOPMaTUBHO-NPABOBOMY PETY/IMPOBAHMIO

LWTamn:

[WTamn:

«MefgTPOHUK, NHK.»

710 MeaTpoHuK Mapkyaii
MWuHHeanonnc, MunHHecota 55432
CoeanHeHHble LLITaTbl AMepukm
Ten. 763.505.2750]

[WTamn:

Mamena M. XeiiTy,

ocyaapCTBeHHbIN HOTapuyc wrtata MuHHecoTa
Mos nuueH3na geinctentensHa o 31 ausaps 2015 r.]

Mognucb: /nognuce/

[Jarta: 11 pekabpsa 2013 r.

[anee npuBefeH TeKCT [JOKYMeHTa «PyKOBOACTBO NO MMNAAaHTaLuW. MporpammMmupyemblii

HelipocTuMynaTop Itrel® 4» Ha aHTNUACKOM MPYCCKOM A3bl Kax.]

Mepesen FTacaHosB CynTaH FacaHOoBNY_
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WSSiFgi

Mopog MockBa.

[JBajuaTtb wecToro gespans gBe TbiCAUYN NATHAALATOrO roja.

A, VBaHoB Muxann AnekceeBnd, HoTapuyc ropoga MOCKBbI, CBUAETENLCTBYHO
NOANMHHOCTL MNOAMWUCU, CAENaHHOW nepeBoAYMKOM [acaHoBbIM CyntaHOM [acaHOBUYeEM B
MOEM NPUCYTCTBUUN. JIMHHOCTL €ro yCTaHOBJ/IEHA.

3apermcTpmupoBaHoO B peectpe 3a HoMepom Ne
B3bickaH Tapud - 100 py6neli
_— HoTtapuyc A

N w_,,m.:é'._“ ’ ‘)"
* Y
. .;'"-m g Boero npowHypoRaHo,

SRAH arnne
e 7 i
NACTOB.

ﬁ ——E
Homapuye —_—

['gogn, Mooea

ABIALATL LLECTOrO CfEBfr  fse Thicaun THepaeT oro roge

Bcero npowHypoBaHo,
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