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Medtronic, Medtronic logo, and Further, Together are
trademarks of Medtronic.

The BLUETOOTH® word mark and logos are

registered trademarks owned by Bluetooth SIG, Inc.

and any use of such marks by Medtronic is under @
license. 6
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Label Symbols

Explanation of symbols on products and
packaging. Refer to the appropriate product

to see symbols that apply.

BE
Ce0123

[

Consult instructions for use

Conformité Européenne ( pean
Conformity). This symbo that
the device fully complie MD
Directive 90/385‘EE 23).

Class Il equip \
ON-O F(@- Y
ber

uthorized Representative in the
ropean Community

unsorted municipal waste stream.
Dispose of this product according to
local regulations. See http://
recycling.medtronic.com for
instructions on proper disposal of this
product.

@Do not dispose of this product in the

TM91 2018-04-30 English
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For USA audiences only

Rx only Caution: Federal law (USA) restricts
this device to sale by or on the order @

of a physician.
Manufacturer 6
Date of manufacture

Use by @
IEC60601- 1/EN60 ype BF

equipment

Direct Curre
Ma tin@anance (MR) Unsafe 4‘

mber

PIN number

@ Keep dry

0O Temperature limitation

F®| P LE

The Technical Conformity mark
signifies that this device complies with
Japan Radio Law.
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The RCM Certification mark signifies
that this device complies with
Australia/NewZealand EMC

requirements for electrical and
electronic equipment.
@ Chinese Standard (SJ/T11364-20

Logo: Electronic Information duct

Pollution Control Symbol. (The "e4i
this logo signifies none of {
restricted substances ar t
above permitted levels.

[E The KCC Certificati

signifies
with South
Korea's radio ents for

telecommuni

/
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How to use this manual

This manual contains information for patients
and clinicians about the communicator

device. Please read the entire manual befor,
using the device. 6

e Chapter 1 “Introduction” explains how t
use this manual, and provides patient
information. This chapter des% the
device and its purpose, a des
warnings, precaution X Imﬁdtronic
contact information.

* Chapter 2 “Using municator” lists
items in the p

instructio

e Chapter bleshooting and device

care” provides information on
gnetic interference (EMI),
troukleshooting, and tips on caring for the
Ne,vice. This chapter also provides

Os ecifications, and information on who to
call for assistance.

ion 1

Intro

10  English TM91 2018-04-30
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Patient information

You should have received additional manuals

specific to your therapy. Review these @
materials, and keep them in a convenient
location. g

Purpose and descriptiox
The Medtronic Model TM91 Com toris

intended for patient or clinicia

connect the app installed ofi @ydel HH90
handset to the implanted&a device.
The app on the hand cts with the
implanted medica mhrough the
communicator:

The commu ato ontains a lithium-ion

battery th need to be regularly charged.
The c cator can be used in a home or
healt etting.
plete information, refer to the therapy -
Q.Aals associated with your medical s
evice B
3
o
=
TM91 2018-04-30  English 1"

M966423A001 Rev D 2018-04-30



e

Filename Date Time Medtronic Confidential
thJ (éiog)i(:xﬁxx E” 8 mm x 152 mm PPManual.xsl - PatientProgrammerTemplate.fm
. ches ( ) Template version 6.2: 06-14-2017

Warnings

Sterile field—Avoid using the device in a

sterile field. If it is necessary, place the @
device into a sterile bag or use a sterile

barrier. The device is not sterile and can 9

be sterilized. Failure to use a sterile bag or

barrier may cause an infection x
Wound contact—Do not use th@ e on
an unhealed wound. Place a sterilebandage
or barrier between the weli device.
The device is not sterile ct with the

wound without a steri ge or barrier
may cause an infecti

Precauti

Dlsposal ispose of the communicator
acco, cal regulations, or consult
http: g medtronic.com. Failure to

ose f the device correctly may lead to

o mental damage.

ion 1

Intro

12 English TM91 2018-04-30
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How to contact Medtronic

For assistance in the US, call
+1 800 510 6735. Outside the US, call the @

phone numbers found at the back of the
manual. %
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2 Using the
communicator
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Package contents

The Medtronic Model TM91 Communicator
package contains the following parts: @

* Model TM91 Communicator 9
* Product literature

The USB charging cable and AC ptor are
included in the handset package his
cable or another USB 2.0 co able to
charge the device. ’t‘)

How the comm lé\tor works
The communicat és a wireless "bridge"
between the i lled on the handset,
and the implan edical device. The
implanted device only accepts

com um s from the app through the

com or.

Wg information between the app and
ted device, through the communicator,

only occur after the app and
ommunicator have been "paired". Pairing
£ will take place before first use of the app.

n
-

ommunicator 2

e C

16  English TM91 2018-04-30
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For a new communicator that has not been

paired with the app, or for any other reason

the communicator is not paired with the app,

refer to the app user guide for pairing @

instructions or troubleshooting. 09

Instructions for use

This section provides instructions f rning
the communicator on and off, co ing it to
the handset, and charging the nicator.

For instructions on connecli
communicator and app implanted
device, refer to th riate app user
guide that is inclu e communicator
package.

Notes:

Al @utes for the communicator to
w efore use, after being stored at
e mihimum storage temperature.

llow 15 minutes for the communicator to
ool down before use, after being stored
at the maximum storage temperature.

Using the communicator 2

-—
N
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During a therapy session, hold the
communicator over the implanted device, no
more than 4 cm away from the body.

If the communicator warms during a therapy, @
session, and this is uncomfortable again 9
your skin, place a thin layer of clothin

between the communicator and skin.
For additional guidance on how ere to

place the communicator, refe p user
guide that is included in m unlcator
package.

Declaratio o rmlty

Medtronic de he Medtronic Model
TM91 Commu ris in conformity with the
essential r |re ents of Directive 90/385/

EEC Implantable Medical Devices.
For & al information, call the appropriate

ne ntumber found at the back of this

English TM91 2018-04-30

M966423A001 Rev D 2018-04-30
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Communicator overview

The Medtronic Restora'@
Therapy Ultra Lo ctive

Medical Implapt P al (UP-
AMI-P), model

<@> communicates with the Medtronic
Ultra Lo r Active Medical

. L plant by means of
o\ radio communication
- h generic parameters
@ nted in the tables below. ‘i

Figu ommunicator
The commu%ato includes a power button

and USB ing port. A battery indicator
light s en the battery is low (yellow),
chargin range), or fully charged (green).

@ UETOOTH® technology indicator light

) shows if the communicator is
nnected to the handset.

Using the communicator 2

-
©

TM91 2018-04-30 English
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Turning on the device

Figure 2.2 Turn the po@n
. The ON-OFF (Stan @n ol ()
ts*Up

, on the power button li when

the device is (n\
Medwron < ‘ ’ O
\(“- 6\

- <

%
0
/\

20  English TM91 2018-04-30

M966423A001 Rev D 2018-04-30



e

Filename Date Time Medtronic Confidential

;J (éiog)i(:xﬁxx Eﬂ 8 mm x 152 mm PPManual.xsl - PatientProgrammerTemplate.fm
. ches ( ) Template version 6.2: 06-14-2017

Connecting to the handset

Figure 2.3 BLUETOO@

technology i ic@

é The blue light prowid
@ \ information omconnection status

‘j between t municator and
l ! the ap andset.

+ S

Using the communicator 2
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Turning off the device

, : \
» ; Figure 2.4 Turnt %ver off

The powerwon and indicator

. @turn off.
O

ommunicator 2

%
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M966423A001 Rev D 2018-04-30



e

Filename Date Time Medtronic Confidential

:J giog)i(:xﬁxx Eﬂ 8 mm x 152 mm PPManual.xsl - PatientProgrammerTemplate.fm
. ches ( ) Template version 6.2: 06-14-2017

Charging the device

Figure 2.5 Low b%y
0 A yellow battery i 'c@iight
, means that it isstime arge the
@ » communica&

Use the U rging cable and AC

adaptor, %d in the handset
e pack é another USB 2.0
— B&n cable.

For best resul harge the N
commu rnlght so itis %
fully cha d ready for use at 2
the beginning of the day. 2
£

O 8
£

2

[2)

)
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Figure 2.6 Charging the battery

ommunicator 2

%

While charging, the device will turn
off after 3 minutes, ifitis n
communicating with the hao%.
The communicator wll inue to
charge.

Press the power button/to turn off

the communicator immediately. It
will continu rge while off.

&0

24 English TM91 2018-04-30
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A green battery indicator light means that the
communicator is fully charged, and ready for
use.

"06

Figurei2.7 Fully charged battery ~
Whe ice is disconnected from the ~§
power e, the battery indicator light and =
p%ight will turn off. g

:
£
2
[%2]
)
TM91 2018-04-30  English 25
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and device care
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This chapter provides information on

troubleshooting, electromagnetic interference
(EMI), and care for the communicator device.
This chapter also provides specifications, and

information on who to call for assistance 9
Troubleshooting 0

While charging, the communicator will not
connect to the implanted medic e.

Use of the communicator is_specifiC to the
medical device. Refer to user guide
to troubleshoot possible s while using
the communicatog wi app.

Software updates sent to the
communicator ded.

For assista?%e) or questions, refer to "How to
contdct tronic" on page 13.

Eg;: magnetic interference
(6}

hooting and device care 3

@: magnetic interference (EMI) is a field
nergy made by equipment found in the
ome, work, medical, or public environments.
EMI may be strong enough to interfere with

Trou

28  English TM91 2018-04-30

M966423A001 Rev D 2018-04-30
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the connection between the handset and
implanted device.

Refer to the app user guide included in the
communicator package, for more mformatlo
on EMI.

The therapy manuals associated with y
medical device will also provide |nf t|o
about sources of EMI and adV|ce

avoid this type of interference
Safety and techn b&?]ecks

Safety checks are not for the Model
TM91 Communic . tenance is not
necessary, becaus communicator does
not contain serv le components.

If the comm%ator or handset was lost or
|

dama @ edtronic for further
assist :

cfer to "How to contact Medtronic" on
@\ 3 or refer to the back cover of the
anhual.

Troubleshooting and device care 3

N
©
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Device care

Follow these guidelines to ensure that the
communicator operates properly. @

* Charge the communicator at least ev. ry%
months, even if it is not in use, to @

the battery maintains power.

* Clean the communicator with p
cloth or sponge. Mild house
medical cleaners will not da the
device.

* Clinicians should device
between usesgon rent patients.

* Keep the iC d USB charging cable
out of the re f children and pets.

* Follow allwarnings and the precaution in

ke, or step on it.

oting and device care 3

Tr(w .

t al.
\Illp&e the device with care. Do not drop,

o not dismantle or tamper with the
device.

30 English TM91 2018-04-30
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* The communicator is not waterproof. Do
not allow moisture to get inside of the

device.
Specifications 6®

Table 3.1 Communicator

Power source Rechargeable batter

compliant cable

power suppl
Battery life - 2 hours per,
Clinician use
’» Battery life - 304min
Patient use
Service life S minimum?
Operating 5°Crto 40°Cbe

temperature (41°F to 104°F)

-25°C to 70°CY
(-13°F to 158°F)

Troubleshooting and device care 3

w
-

TM91 2018-04-30 English
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hooting and device care 3
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Table 3.1 Communicator (continued)

Mode of Continuous @

operation
Classification Internally powered
Case material Polycarbonate/ABS blend p

resin

@ Communicator can continue to be us
minimum service life has elapsed.

0, NON-

¢ At the upper range
communicator may
d5°C to 35°C at
condensing; an
pressure up,to 50 hPa.

O Table 3.2 Charger

100-240V ~ 50-60Hz, 0.15A
ed Output 5.0V ””_ 1.0A®

48°C (109°F).
umidity up to 90%, non-
to 70°C at a water vapour

Isolation Mark Class Il equipment

English TM91 2018-04-30

M966423A001 Rev D 2018-04-30
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Table 3.2 Charger (continued)

Certification Agency certified -~ @
Charging Cord  Micro USB 2.0 standard comp

*inimorm Q
<4

O

\
O
S

%O

M966423A001 Rev D 2018-04-30
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Index

BLUETOOTH® technology indicator 21
Charging the battery 24 @

Cleaning the device 30 6

Components 16

Contacting Medtronic 13

Device care guidelines 30 \

Disposal @»
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Electromagnetic interfer

Fully charged battery

Indicator lights 1

Low battery

Pairing 16

Placement*@f the communicator 18
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erile field 12

System components 16
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Contacts:

Asia: Medtronic International Ltd. Japan: Medtronic Japan

Tel. 02919-1300 Tel. 03-6776-0017

Australia: Medtronic Australasia P/L Latin America: Medtronic, Inc.

Tel. +61-2-9857-9000 Tel. (1305)-500-9328

Toll-free 1-800-668-670 Norway: Medtronic Norge AS @
Austria: Medtronic Osterreich GmbH Tel. 67-10-32-00

Tel. 01-240440 Poland: Medtronic Polan . Z10.0.
Belgium: Medtronic Belgium S.A. Tel. (022)-465-69-00

Tel. 02-456-0900 Portugal: Medtronic gal, Lda.
Canada: Medtronic of Canada Ltd. Tel. 21-724-51

Tel. (1-905)-460-3800 Russia: Medtronic\Russia

Czech Republic: Medtronic Czechia Tel. (7495) 5 7

S.r.o. Slovakia: M lovakia, 0.z.
Tel. 2-330-591-11 Tel. 026

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

&in: Medtrdhic Ibérica, S.A.

0

Finland: Medtronic Finland Oy/LTD Sweden-WMedtronic AB

Tel. (09) 207-281-210 % ~568-585-00

France: Medtronic France S.A.S. erland: Medtronic (Schweiz) AG
Tel. 01-5538-1700 I. 031-868-0100

Germany: Medtronic GmbH he Netherlands: Medtronic B.V.

Tel. (02159)-81490 Tel. (045)-566-8000

Greece: Medtronic Hellas S.A. Turkey: Medtronic Turkey

Tel. 210-67-79-099

Hungary: Medtronic Hu
Tel. 1-889-06-00

Italy: Megdtronic Ita
Tel. 02-244371

Tel. +90 216 636 1000

U.K.: Medtronic U.K. Ltd.
Tel. 01923-212213

@ . USA: Medotronic, Inc.
Tel. (1-763)-505-5000
SpA Toll-free: (1-800)-328-0810

M966423A001 Rev D 2018-04-30
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Medtronic

Manufacturer
Medtronic, Inc.
710 Medtronic Parkway,

Minneapolis, MN 55432-5604,

USA

www.medtronic.com

Tel. +1-763-505-5000

Authorized Representative 0

in the European Community
Medtronic B.V.
Earl Bakkenstraat 10,

6422 PJ Heerlen,

The Netherlands
Tel. +31-45-566-8000
Europe/Africa/Middle East Headquarters
Medtronic International Trading Sarl L 2

Route du Molliau 31,

Case Postale 84

CH - 1131 Tolochenaz,
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