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Contacts:

Africa: Medtronic South Africa and Southern

Africa

Office Reception Tel: +27(0) 11 260 9300
Diabetes: 24/7 Helpline: 0800 633 7867
Sub-Sahara 24/7 Helpline: +27(0) 11 260 9490

Albania: Net Electronics Albania
Tel: +355 697070121

Argentina: Corpomedica S.A.

Tel: +(11) 4 814 1333
Medtronic Directo 24/7:
+0800 333 0752

Armenia: Exiol LLC
Tel: +374 98 92 00 11
or +374 94 38 38 52

Australia: Medtronic Australasia Pty. Ltd.
Tel: 1800 668 670

Bangladesh: Sonargaon Healthcare Pvt Ltd.
Mobile: (+91)-9903995417
or (+880)-1714217131

Belarus: Zarga Medica
Tel: +375 29 625 07 77
or +375 44 733 30 99
Helpline: +74995830400

Belgié/Belgique: N.V. Medtronic Belgium S.A.
Tel: 0800-90805

Bosnia and Herzegovina: "Novopharm*“ d.o.o.
Sarajevo
Tel: +387 33 476 444
Helpline: 0800 222 33
Epsilon Research Intern. d.o.o.
Tel: +387 51 251 037
Helpline: 0800 222 33

Brasil: Medtronic Comercial Ltda.
Tel: +(11) 2182-9200

Medtronic Directo 24/7:

+0800 773 9200

Bulgaria: RSR EOOD
Tel: +359 888993083
Helpline: +359 884504344

Canada: Medtronic Canada ULC
Tel: 1-800-284-4416 (toll free/sans-frais)

Chile: Medtronic Chile
Tel: +(9) 66 29 7126

Medtronic Directo 24/7:

+1 230 020 9750

Medtronic Directo 24/7 (From Santiago): +(2)
595 2942

China: Medtronic (Shanghai) Management Co.,
Ltd.
Landline: +86 800-820-1981

Mobile Phone: +86 400-820-1981

Calling from outside China: +86 400-820-1981

Colombia: Medtronic Latin America Inc. Sucursal
Colombia
Tel: +(1) 742 7300

Medtronic Directo 24/7 (Landline):

+01 800 710 2170

Medtronic Directo 24/7 (Cellular):

+1 381 4902

Croatia: Mediligo d.o.o.

Tel: +385 1 6454 295
Helpline: +385 1 4881144

Medtronic Adriatic d.o.o.
Helpline: +385 1 4881120

Danmark: Medtronic Danmark A/S
Tel: +45 32 48 18 00

Deutschland: Medtronic GmbH
Geschéftsbereich Diabetes

Telefon: +49 2159 8149-370
Telefax: +49 2159 8149-110
24-Stdn-Hotline: 0800 6464633

Eire: Accu-Science LTD.
Tel: +353 45 433000

Espana: Medtronic Ibérica S.A.
Tel: +34 91 625 05 42

Fax: +34 91 625 03 90

24 horas: +34 900 120 330

Estonia: AB Medical Group Estonia Ltd
Tel: +372 6552310
Helpline: +372 5140694



Europe: Medtronic Europe S.A. Europe, Middle East

and Africa HQ
Tel: +41 (0) 21-802-7000

France: Medtronic France S.A.S.
Tel: +33 (0) 1 5538 17 00

Hellas: Medtronic Hellas S.A.
Tel: +30 210677-9099

Hong Kong: Medtronic International Ltd.

Tel: +852 2919-1300
To order supplies:
+852 2919-1322
24-hour helpline: +852 2919-6441

India: India Medtronic Pvt. Ltd.

Tel: (+91)-80-22112245 / 32972359
Mobile: (+91)-9611633007
Patient Care Helpline:

1800 209 6777

Indonesia: Medtronic International Ltd.
Tel: +65 6436 5090
or +65 6436 5000

Israel: Medtronic

Tel. (orders):
+9729972440, option 3 + option 1
Tel. (product support):
+9729972440, option 2
Helpline (17:00 — 08:00
daily/weekends — Israel time):
1-800-611-888

Italia: Medtronic Italia S.p.A.
Tel: +39 02 24137 261
Fax: +39 02 24138 210
Servizio assistenza tecnica:
N° verde: 800 60 11 22

Japan: Medtronic Japan Co. Ltd.
Tel: +81-3-6776-0019
24 Hr. Support Line: 0120-56-32-56

Kazakhstan: Medtronic BV in Kazakhstan

Tel: +7 727 311 05 80 (Almaty)
Tel: +7 717 224 48 11 (Astana)
KpyrnocyTouHasi nHWsi NOAAEPXKKM:
8 800 080 5001

Kosovo: Yess Pharma
Tel: +377 44 999 900
Helpline: +37745888388

Latin America: Medtronic, Inc.
Tel: 1(305) 500-9328
Fax: 1(786) 709-4244

Latvija: RAL SIA

Tel: +371 67316372
Helpline (9am to 6pm):
+371 29611419

Lithuania: Monameda UAB
Tel: +370 68405322
Helpline: +370 68494254

Macedonia: Alkaloid Kons Dooel
Tel: +389 23204438

Magyarorszag: Medtronic Hungaria Kft.
Tel: +36 1 889 0688

Malaysia: Medtronic International Ltd.
Tel: +603 7946 9000

Middle East and North Africa: Regional Office
Tel: +961-1-370 670

Montenegro: Glosarij d.o.o.
Tel: +382 20642495

México: Medtronic Servicios S. de R. L. de C.V.
Tel (México DF): +(11) 029 058
Tel (Interior): +01 800 000 7867
Medtronic Directo 24/7 (from México DF):
+(55) 36 869 787
Medtronic Directo 24/7:
+01 800 681 1845

Nederland, Luxembourg: Medtronic B.V.
Tel: +31 (0) 45-566-8291
Gratis: 0800-3422338

New Zealand: Medica Pacifica
Phone: 64 9 414 0318
Free Phone: 0800 106 100

Norge: Medtronic Norge A/S
Tel: +47 67 10 32 00
Fax: +47 67 10 32 10



Philippines: Medtronic International Ltd.
Tel: +65 6436 5090
or +65 6436 5000

Poccusa: OO0 «MeaTpoHMK»

Tel: +7 495 580 73 77
KpyrnocyToyHasi nuHUsSi noaaepKu:
8 800 200 76 36

Polska: Medtronic Poland Sp. z 0.0.
Tel: +48 22 465 6934

Portugal: Medtronic Portugal Lda
Tel: +351 21 7245100
Fax: +351 21 7245199

Puerto Rico: Medtronic Puerto Rico
Tel: 787-753-5270

Republic of Korea: Medtronic Korea, Co., Ltd.
Tel: +82.2.3404.3600

Romania: Medtronic Romania S.R.L
Tel: +40372188017
Helpline: +40 726677171

Schweiz: Medtronic (Schweiz) AG

Tel: +41 (0)31 868 0160
24-Stunden-Hotline: 0800 633333
Fax Allgemein: +41 (0)318680199

Serbia: Epsilon Research International d.o.o.
Tel: +381 113115554
Medtronic Serbia D.o.o

Helpline: +381 112095900

Singapore: Medtronic International Ltd.
Tel: +65 6436 5090
or +65 6436 5000

Slovenija: Zaloker & Zaloker d.o.o0.
Tel: +386 1 542 51 11

24-urna tehni¢na pomoc:

+386 51316560

Slovenska republika: Medtronic Slovakia, s.r.o.
Tel: +421 26820 6942
HelpLine: +421 26820 6986

Sri Lanka: Swiss Biogenics Ltd.
Mobile: (+91)-9003077499
or (+94)-777256760

Suomi: Medtronic Finland Oy
Tel: +358 20 7281 200
Help line: +358 400 100 313

Sverige: Medtronic AB
Tel: +46 8 568 585 20
Fax: +46 8 568 585 11

Taiwan: Medtronic (Taiwan) Ltd.
Tel: 02-21836000
Toll free: +886-800-005285

Thailand: Medtronic (Thailand) Ltd.
Tel: +662 232 7400

Tirkiye: Medtronic Medikal Teknoloji
Ticaret Ltd. Sirketi.
Tel: +90 216 4694330

USA: Medtronic Diabetes Global Headquarters
24-Hour Technical Support: +1-800-646-4633
To order supplies: +1-800-843-6687

Ukraine: Med Ek Service TOV
Tel: +380 50 3311898
or +380 50 4344346
JliHis uinogo6oBoi NiATPUMKK:
0800 508 300

United Kingdom: Medtronic Ltd.
Tel: +44 1923-205167

Osterreich: Medtronic Osterreich GmbH
Tel: +43 (0) 1 240 44-0
24 — Stunden — Hotline: 0820 820 190

Ceska republika: Medtronic Czechia s.r.o.
Tel: +420 233 059 111

Non-stop helpLine (24/7):

+420 233 059 059

Zakaznicky servis (8:00 - 17:00):

+420 233 059 950






The Guardian™ Link (3) transmitter with Bluetooth™* wireless technology is a
component of the continuous glucose monitoring (CGM) system for the MiniMed ™
insulin pump systems with smart device connectivity.

tester %

transmitter
serter charger

Guardian™ Link (3) transmitter kit (MMT-7910) components
A complete transmitter kit includes the following components:

. Guardian™ Link (3) transmitter (MMT-7911) . Charger (MMT-7715)

*  Two testers (MMT-7736L) . One-press serter (MMT-7512)
Intended purpose of the device

The Guardian™ Link (3) transmitter (MMT-7911) is a rechargeable device and
powers the glucose sensor, collects and calculates the sensor data, and sends the

data to a compatible MiniMed™ insulin pump system with smart device connectivity
for the management of diabetes mellitus. The transmitter is only compatible with the
Guardian™ Sensor (3) glucose sensor (MMT-7020) and is indicated for single-patient

or multiple-patient use.

Contraindications
None known.

Warnings

» Do not use the transmitter adjacent to other electrical equipment that may cause

interference with the normal system operation. Other electrical equipment that
may compromise normal system operation has been contraindicated. For more
information on electrical equipment that may compromise normal system
operation, see Exposure to magnetic fields and radiation, on page 2.

-
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Always refer to the sensor user guide for all precautions, warnings, and instructions
relating to the sensor. Not referring to the sensor user guide can result in serious
injury or damage to the sensor.

Do not allow children to put small parts in their mouth. This product poses a choking
hazard for young children.

Do not change or modify the device unless expressly approved by

Medtronic Diabetes. Modifying the device can cause serious injury, interfere with your
ability to operate the device, and void your warranty.

Do not use the tester if it comes in contact with blood. Touching blood can cause
infection. Dispose of the tester according to the local regulations for medical waste
disposal, or contact your healthcare professional for disposal information.

Bleeding may occur after inserting the sensor. Always make sure that the site is not
bleeding before connecting the transmitter to the sensor. Blood can get into the
transmitter connector and damage the device. Discard the device if damaged. If
bleeding occurs, apply steady pressure with a sterile gauze or clean cloth at the
insertion site until bleeding stops. After bleeding stops, connect the transmitter to the
sensor.

Contact your local representative if you experience any adverse reactions associated
with the transmitter or sensor. Adverse reactions can cause serious injury.

Do not discard the transmitter in a medical waste container or expose it to extreme
heat. The transmitter contains a battery that may ignite and result in serious injury.

Exposure to magnetic fields and radiation

Do not expose your transmitter to Magnetic Resonance Imaging (MRI) equipment,
diathermy devices, or other devices that generate strong magnetic fields (for
example, x-ray, CT scan, or other types of radiation). Exposure to a strong magnetic
field has not been evaluated and can cause the device to malfunction, result in
serious injury, or be unsafe. If your transmitter is exposed to a strong magnetic field,
discontinue use and contact your local representative for further assistance.

Always remove your sensor and transmitter before entering a room that has x-ray,
MR, diathermy, or CT scan equipment. Exposure to a strong magnetic field has not
been evaluated and can cause the device to malfunction, result in serious injury, or
be unsafe. If your sensor or transmitter is exposed to a strong magnetic field,
discontinue use and contact your local representative for further assistance.

Always carry the Medical emergency card provided with your device when you are
traveling. The Medical emergency card provides critical information about airport
security systems and using your transmitter safely on an airplane. Not following the
guidance on the Medical emergency card could result in serious injury.



Precautions

Do not attempt to use the Guardian™ Link (3) transmitter (MMT-7911) with a
MiniMed™ insulin pump without smart device connectivity. Only a MiniMed™
insulin pump with smart device connectivity can communicate with the
Guardian™ Link (3) transmitter (MMT-7911).

Only use the Guardian™ Sensor (3) glucose sensor (MMT-7020) with the
transmitter. Do not use any other sensor. Other sensors are not intended for use
with the transmitter and will damage the transmitter and the sensor.

Only use the green colored tester (MMT-7736L) with the transmitter. Pockets on
the transmitter are visible when connected to the tester. Do not use any other
test plug. Other test plugs are not intended for use with the transmitter and will
damage the transmitter and the tester.

pockets

Always use the tester when cleaning the transmitter. Do not use any other test
plug with the transmitter. Use of another test plug can allow water to get into the
transmitter or can prevent proper cleaning. Water can damage the transmitter.

Do not twist the tester or sensor while attached to the transmitter. Twisting the
tester or sensor will damage the transmitter.

Do not allow the tester to come in contact with any liquid when not connected to
the transmitter. A wet tester can damage the transmitter.

Do not allow the transmitter to come in contact with any liquid when not
connected to a sensor or to the tester. Moisture will damage the transmitter and a
wet transmitter can damage the sensor.

ysibug



Do not clean the O-rings on the tester with any substances. Cleaning the O-rings can
damage the tester.

O-rings

11 o&

IEC 60601-1-2:2014, 4th Edition; Special EMC Precautions for Medical
Electrical Equipment

1

Special Precautions regarding Electromagnetic Compatibility (EMC): This body worn
device is intended to be operated within a reasonable residential, domestic, public or
work environment where common levels of radiated “E” (V/m) or “H” fields (A/m)
exist, such as cellular phones, wireless technology, electric can openers, microwave
and induction ovens. This device generates, uses, and can radiate radio frequency
energy and, if not installed and used in accordance with the provided instructions,
may cause harmful interference to radio communications.

Portable and mobile RF communications equipment can affect medical electrical
equipment. If you encounter RF interference from a mobile or stationary RF
transmitter, move away from the RF transmitter that is causing the interference.

Be careful when you use your transmitter closer than 30 cm (12 in) to portable radio
frequency (RF) equipment or electrical equipment. If you must use your transmitter
next to portable RF equipment or electrical equipment, observe the transmitter to
verify correct system operation. Degradation of the performance of the transmitter
could result.

Assistance
Contact your local representative if you need a copy of a MiniMed™ system user guide.

Preparing your transmitter

The transmitter contains a non-replaceable, rechargeable battery that you can recharge
as needed with the charger. The transmitter needs to be charged before you use it. The
charger has a green light that shows the charging status and a red light that
communicates any problems during charging. If you see a red light, see Troubleshooting,
on page 19. The charger needs one AAA alkaline battery.
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Note: If the battery is installed incorrectly or is low, the charger will not work. Repeat
the battery installation steps using a new battery.

Installing a battery in the charger

To install a battery in the charger:

1 Push the battery cover in and slide it off (as shown in the image in step 3).

2 Insert a new AAA alkaline battery. Make sure the + and - symbols on the battery
align with these same symbols shown on the charger.

3 Slide the cover back on the charger until it clicks into place.

Charging the transmitter

CAUTION: Always charge the transmitter before inserting your sensor. A
depleted transmitter does not function. A fully charged transmitter
works at least seven days without recharging. A depleted
transmitter can take up to two hours to recharge.

CAUTION: Do not store the transmitter on the charger for more than 60 days.
Disconnect and reconnect to the charger to re-charge again before
use. If the transmitter is left on the charger for more than 60 days,
the transmitter battery will be permanently damaged.

To charge the transmitter:

1 Push the transmitter and the charger together to connect
the transmitter to the charger.

2 Within 10 seconds after the transmitter is connected, a =
green light on the charger will flash for one to two seconds
as the charger powers on. For the rest of the charging time,
the green light on the charger will continue to flash in a
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3

4

Pairing your transmitter

pattern of four flashes with a pause between the four flashes.

When charging is complete, the green light on the charger will
stay on, without flashing, for 15 to 20 seconds and then turn off.

After the green charger light turns off, disconnect the a \
transmitter from the charger. The green light on the transmitter /

starts to flash.

Always refer to the system user guide for instructions on how to pair your transmitter with
your pump. The pump and the transmitter must be paired before data from the sensor
can be sent to the pump. The pump and the transmitter are only required to be paired
once. There is no need to pair the pump with the transmitter again when you insert a new
sensor.

Inserting the sensor
Always refer to your sensor user guide for instructions on how to insert the sensor.

Connecting the transmitter to the sensor
Before proceeding, have your MiniMed™ insulin pump system user guide available.

To connect the transmitter to the sensor:

1

2

After the sensor is inserted, consult your sensor user guide for details on how to
apply the required tape before connecting the transmitter.

Hold the rounded end of the inserted sensor to prevent it from moving during
connection.

Hold the transmitter as shown. Line up the two notches on the
transmitter with the side arms of the sensor. The flat side of the
transmitter should face the skin.

Slide the transmitter onto the sensor connector until the sensor
arms snap into the notches on the transmitter. If the transmitter
is properly connected, and if the sensor has had enough time to
become hydrated with the interstitial fluid, the green light on the
transmitter will flash 6 times.

Note: If the transmitter does not flash, see Troubleshooting, on page 19.



5 When the transmitter light flashes green after connecting to the sensor, use your
pump to start the sensor. For more instructions, see your system user guide.

6 Attach the adhesive tab of the sensor to the transmitter.

7  After the transmitter is connected, consult your sensor user guide for details on
applying the required tape.

8 Follow the instructions that appear on the pump screen or in your system user
guide.

Disconnecting the transmitter from the sensor
Before proceeding, have your MiniMed™ insulin pump system user guide available.

To disconnect the transmitter from the sensor:

1 Carefully remove any tape from the transmitter and sensor.

2 Remove the adhesive tab from the top of the transmitter.

3 Hold the transmitter as shown, and pinch the flexible side
arms of the sensor between your thumb and forefinger.

4  Gently pull the transmitter away from the sensor.

5 Follow the instructions that appear on the pump or in your
system user guide.

Removing the sensor
Always refer to the sensor user guide for instructions on how to remove the sensor.

Reconnecting the transmitter to a sensor that is already inserted

You can reconnect your transmitter to the sensor you are currently using. Simply
connect your transmitter to the sensor that is already inserted. When the pump
detects the transmitter, confirm that you want to Reconnect Sensor. It may take a few
seconds to establish a connection when reconnecting a sensor. Reattach the
adhesive tab of the sensor to the transmitter and reapply any required tape. When
you reconnect a sensor, the sensor will go through another warm-up period before
you can calibrate it.

Tester

The tester is used to test the transmitter to make sure it is working. The tester is also
used as a required component to create a waterproof seal when cleaning the
transmitter. Properly connecting the tester to the transmitter ensures that fluids do not
come in contact with the connector pins inside the transmitter. Fluids can cause
connector pins to corrode and affect the performance of the transmitter.

-7-
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Do not twist the tester while it is attached to the transmitter. This will damage the
transmitter.

The tester can be used for one year. If you continue to use the tester for more than one
year, the connector pins inside the transmitter could be damaged, because the tester
cannot continue to provide a waterproof seal. For instructions on how to check the
connector pins, see Inspecting the transmitter connector pins, on page 8.

CAUTION: Only use the green colored tester (MMT-7736L) with the transmitter.
Pockets on the transmitter are visible when connected to the tester. Do
not use any other test plug. Other test plugs are not intended for use
with the transmitter and will damage the transmitter and the tester.

pockets

Inspecting the transmitter connector pins
This image is an example of how the connector pins should look.

connector opening

connector pins

housing

Look inside the connector opening of the transmitter to make sure that the connector pins
are not damaged or corroded. If the connector pins are damaged or corroded, the
transmitter cannot communicate with the charger or the pump. Contact your local
representative. It may be time to replace your transmitter.

Also look for moisture inside the connector opening. If you see any moisture, allow the
transmitter to dry for at least one hour. Moisture inside the connector opening could
cause the transmitter to not work properly and could cause corrosion and damage over
time.



Connecting the tester for testing or cleaning
Before proceeding, have your MiniMed™ insulin pump system user guide available.

To connect the tester:

1 Hold the transmitter and the tester as shown. Line up the flat side of the tester
with the flat side of the transmitter.

2 Push the tester into the transmitter until the flexible side
arms of the tester click into the notches on both sides of the

transmitter. -»>
When properly connected, the green light on the transmitter
flashes 6 times. ( C

wp

3 To test the transmitter, check the sensor icon on the pump

to ensure that the transmitter is sending a signal (see your

system user guide).
4 To clean the transmitter, see Cleaning the transmitter, on page 9.
5 After testing or cleaning, disconnect the tester from the transmitter.

Disconnecting the tester

To disconnect the tester:
1 Hold the transmitter body as shown and pinch the side arms of the tester.

2 With the tester arms pinched, gently pull the transmitter
away from the tester.

Note: To save transmitter battery life, do NOT leave the
tester connected after cleaning or testing.

Cleaning the transmitter

The transmitter is intended for personal use at home (single-

patient use) or for use in healthcare facilities (multiple-patient

use). Single-patient use requires cleaning after each use, while multiple-patient use
requires cleaning and disinfection after each use. When using the transmitter in a
healthcare facility, always follow the cleaning and disinfecting procedure for multiple-
patient use.

WARNING: Do not discard the transmitter in a medical waste container or
expose it to extreme heat. The transmitter contains a battery that
may ignite and result in serious injury.
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Note: The tester is a required component for cleaning the transmitter. For details, see
Tester, on page 7.

CAUTION: Do not use automated washer-disinfector to clean or disinfect the
device. Using automated washer-disinfector to clean or disinfect the
device will cause damage to the transmitter.

For single-patient use
Always clean the transmitter after each use.

To clean the transmitter, you need the following materials:
* mild liquid soap

»  soft-bristled toddler toothbrush

* container

* clean, lint-free dry cloths

Use life

The transmitter can be cleaned up to 122 times or for one year, whichever comes first.
Discard the transmitter at this point. If you continue to use the transmitter beyond 122
times or one year, the cleaning process may damage the device. Contact your local
representative to order a new transmitter.

WARNING: Do not use the device if you see any cracking, flaking, or damage to
the housing. Cracking, flaking, or damage to the housing are signs of
deterioration. Deterioration of the housing can affect the ability to
properly clean the transmitter and result in serious injury. Call your
local representative and discard the device according to local
regulations for battery disposal (non-incineration), or contact your
healthcare professional for disposal information.

To clean the transmitter:

1 Wash your hands thoroughly.
2 Attach the tester to the transmitter to create a waterproof seal.

-10-



3 If there is adhesive residue on the transmitter, see Removing adhesive residue,
on page 17.

4 Rinse the transmitter under room temperature tap water for at least one minute,
and until visibly clean. Make sure all hard-to-reach areas are rinsed completely.

5 Prepare a mild liquid soap solution using 5 milliliters (1 teaspoon) of mild liquid
soap per 3.8 liters (1 gallon) of room temperature tap water.

6 With the tester still attached, submerge the transmitter in the mild liquid soap
solution and soak for one minute.

7 Holding the tester, brush the entire surface of the transmitter using a soft-bristled
toddler toothbrush. Make sure to brush all hard-to-reach areas until visibly clean.

-11-
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8 Rinse the transmitter under running room temperature tap water for at least one
minute, and until all visible liquid soap is gone.

9 Dry the transmitter and tester with a clean, dry cloth.

<

10 Place the transmitter and tester on a clean, dry cloth and air dry them completely.
11 Disconnect the tester from the transmitter by gently squeezing the arms of the tester.

For multiple-patient use
When using the transmitter in a healthcare facility, always clean and disinfect the
transmitter after each use.

-12-



WARNING: You must adhere to Standard Precautions when handling or using
this device. All parts of the system should be considered
potentially infectious and are capable of transmitting blood-borne
pathogens between patients and healthcare professionals.

The transmitter must be disinfected after use on each patient. This
system may only be used for testing multiple patients when
Standard Precautions and disinfection procedures provided by
Medtronic Diabetes are followed.

To clean the transmitter, you need the following materials:

* (gloves

*  mild liquid soap

» soft-bristled toddler toothbrush

*  8.25% bleach

* two containers

» clean and lint-free dry cloths

Use life

The transmitter can be cleaned and disinfected up to 122 times or for one year,
whichever comes first. Discard the transmitter at this point. If you continue to use the
transmitter beyond 122 times or one year, the cleaning and disinfection process may
damage the device. Contact Medtronic to order a new transmitter.

To clean and disinfect the transmitter:

1 Wash your hands and put on gloves.

2 Inspect the inside of the transmitter's connector opening for any sign of body
fluid. For instructions on how to inspect the connector pins, see Inspecting the
transmitter connector pins, on page 8.

CAUTION: The person inspecting the transmitter must have sufficient vision
that enables him or her to see small drops of body fluid or debris.

13-
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WARNING: If you see any body fluid in the connector opening, you must discard
the transmitter. Because the transmitter contains a battery, do not
discard in a bio-waste container. Instead, continue to clean and
disinfect the transmitter, and then discard according to local
regulations for battery disposal (non-incineration).

connector opening

connector pins

housing

4 If there is adhesive residue on the transmitter, see Removing adhesive residue, on
page 17.

5 Rinse the transmitter under room temperature tap water for at least one minute and
until visibly clean. Make sure all hard-to-reach areas are rinsed completely.
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6 Prepare a mild liquid soap solution using 5 milliliters (1 teaspoon) of mild liquid
soap per 3.8 liters (1 gallon) of room temperature tap water. Make sure to
prepare a fresh solution for each use.

7 With the tester still attached, submerge the transmitter in the mild liquid soap
solution and soak for one minute.

8 Holding the tester, brush the entire surface of the transmitter using a soft-bristled

toddler toothbrush. Make sure to brush all hard-to-reach areas until visibly clean.

9 Rinse the transmitter under running room temperature tap water for at least one
minute, and until all visible liquid soap is gone.

-15-
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10 Dry the transmitter and tester with a clean, dry cloth.

<

11 Prepare a 1:10 bleach solution by using one (1) part 8.25% bleach to nine (9) parts
water, for a final concentration of 0.8%. Make sure to prepare a fresh solution for
each use.

12 Make sure that you have completed the previous cleaning steps before disinfection.
With the tester still attached, soak the transmitter in the bleach solution for 20
minutes.

14 Place the transmitter and tester on a clean, dry cloth and air dry them completely.
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WARNING: If you saw any body fluid inside the connector opening on earlier
inspection, you must now discard the transmitter with tester still
attached, according to local regulations for battery disposal
(non-incineration).

15 Disconnect the tester from the transmitter by gently squeezing the arms of the

tester.

16 Inspect the housing of the transmitter for any signs of cracking, flaking, or
damage. If you see any of these signs, you must now discard the disinfected
transmitter according to local regulations for battery disposal (non-incineration).

WARNING: Do not use the device if you see any cracking, flaking, or damage
to the housing. Cracking, flaking, or damage to the housing are
signs of deterioration. Deterioration of the housing can affect the

ability to properly clean the transmitter and result in serious injury.

Call your local representative and discard the device according to
local regulations for battery disposal (non-incineration), or contact
your healthcare professional for disposal information.

17 Discard the used gloves and thoroughly wash hands with soap and water.

Removing adhesive residue

You may need to perform this procedure if there is adhesive residue present on the
transmitter. If you visually inspect the transmitter and see adhesive residue on it,
follow these instructions.

To remove adhesive residue, you need cotton swabs and a medical adhesive
remover such as Detachol™*, which is a mineral spirit.
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Note: Dyring testing, Medtronic MiniMed used Detachol™” to remove the adhesive
residue from the transmitter. Detachol™* js recommended for use but may not be
available in all countries.

To remove adhesive residue:

1 Make sure the tester is attached to the transmitter.

2 Soak a cotton swab in the medical adhesive remover.

3 Hold the tester and gently rub the adhesive remover on the transmitter until the
residue is removed.

4 Continue with the cleaning procedure. See Cleaning the transmitter, on page 9 for
details.

Bathing and swimming

After the transmitter and sensor are connected, they form a waterproof seal to a depth of
2.4 meters (8 feet) for up to 30 minutes. You can shower and swim without removing
them.

Cleaning the charger

This procedure is for general cleaning as required, based on physical appearance.

CAUTION: Do not immerse the charger in water or any other cleaning agent. The
charger is not waterproof. Water can damage the charger and cause the
device to malfunction.

WARNING: Dispose the charger according to the local regulations for battery
disposal, or contact your healthcare professional for disposal
information. The charger may ignite upon incineration.

To clean the charger:
1 Wash your hands thoroughly.

-18-



2 Use a damp cloth with mild cleaning solution, such as a dishwashing detergent,
to clean any dirt or foreign material from the outside of the charger. Never use
organic solvents, such as paint thinner or acetone, to clean the charger.

3 Place the charger on a clean, dry cloth and air dry for two to three minutes.

Troubleshooting

The following table contains troubleshooting information for the transmitter, charger,

and tester. For more information about troubleshooting, see your system user guide.

Problem

Likely Cause(s)

Resolution

You connected the
transmitter to the
charger and no lights
came on.

The transmitter
connector pins are
damaged or corroded.

Your charger battery has
no power or no battery is
inserted.

1

Check the transmitter connector pins for
damage or corrosion. For more
information about your connector pins,
see Inspecting the transmitter connector
pins, on page 8. If the pins are damaged
or corroded, contact your local
representative. It may be time to replace
your transmitter.

If there is no damage to the connector
pins, replace the battery in the charger.
For instructions on replacing your charger
battery, see Installing a battery in the
charger, on page 5.

During charging, the
flashing green light on
the charger turns off
and you see a longer
flashing red light on the
charger.

Your charger battery is
low on power.

Replace the battery in the charger. For
instructions on replacing your charger battery,
see Installing a battery in the charger, on
page 5.

During charging, the
flashing green light on
the charger turns off
and you see a series of
quick flashing red lights
on the charger for two
seconds at a time.

Your transmitter is low
on power.

Charge the transmitter continuously for
one hour. If flashing does not stop,
proceed to step 2.

Charge the transmitter continuously for
eight hours. If flashing does not stop, call
your local representative. It may be time
to replace your transmitter.
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Problem

Likely Cause(s)

Resolution

During charging, a mix
of quick and long
flashing red lights

appear on the charger.

Your charger and your
transmitter are low on
power.

1

Replace the battery in the charger. For
instructions on replacing your charger
battery, see Installing a battery in the
charger, on page 5.

Charge the transmitter continuously for
one hour. If the quick flashing red lights
do not stop, proceed to step 3.

Charge the transmitter continuously for
eight hours. If flashing does not stop, call
your local representative. It may be time
to replace your transmitter.

The green light on the
transmitter does not
flash when you
connect it to the
sensor.

Your transmitter is not
fully connected.

Your transmitter is low
on power.

Your sensor is not
properly inserted into
your body.

Disconnect the transmitter from the
sensor.

Wait for five seconds and reconnect them.
If the green light still does not flash,
proceed to step 3.

Fully charge the transmitter and connect it
to the tester. If the green light still does
not flash, see troubleshooting on “The
green light on the transmitter does not
flash when you connect it to the tester”. If
the green light flashes, proceed to step 4.

Disconnect the transmitter from the tester,
wait at least five seconds, and connect
the transmitter to the sensor. If the green
light still does not flash, proceed to step 5.

The sensor may not be properly inserted
into your body. Remove the sensor from
your body and insert a new sensor.

The green light on the
transmitter does not
flash when you

connect it to the tester.

Your transmitter is not
fully connected.

Your transmitter is low
on power.

Check the connection between the
transmitter and the tester. If the green
light still does not flash, proceed to step 2.

Fully charge the transmitter.

Test the transmitter with the tester again.
If you still do not see the green light flash,
call your local representative. It may be
time to replace your transmitter.
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Problem

Likely Cause(s)

Resolution

Your transmitter
battery does not last
for seven days.

Your transmitter is not
fully charged when you
connect it to the sensor.

The transmitter and
pump frequently lose
wireless connection.

1

Fully charge the transmitter before
connecting it to the sensor. If the
transmitter battery still does not last for
the duration of one sensor use, proceed
to step 2.

Move away from any equipment that can
cause RF interference. For more
information on RF interference, see the
Radio Compliance Information sheet
included with your pump.

Make sure your pump and your transmitter
are located on the same side of your body
to minimize any RF interference. If your
fully charged transmitter battery continues
to lose power before a full seven days,
call your local representative. It may be
time to replace your transmitter.

Your transmitter has
lost connection with
your pump.

Your pump is out of
range.

There is RF interference
from other devices.

Move away from any equipment that can
cause RF interference. For more
information on RF interference, see the
Radio Compliance information sheet
included with your transmitter. If your
transmitter is still not communicating with
your pump, proceed to step 2.

Make sure your pump and your transmitter
are located on the same side of your body
to minimize any RF interference. If your
transmitter is still not communicating with
your pump, call your local representative
for assistance.

Note: An alarm or alert occurs and a message appears when your transmitter has lost connection
with your pump for 30 minutes.

Storage and handling

Store the transmitter, charger, and tester in a clean, dry location at room
temperature. If the transmitter is not in use, you must charge the transmitter at least

once every 60 days.

CAUTION: Do not store the transmitter on the charger. If the transmitter is left
on the charger for more than 60 days, the battery will be
permanently damaged.
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Disposal

Do not dispose the transmitter in unsorted municipal waste stream. Discard the
transmitter according to local regulations for battery disposal, or contact your healthcare
professional for disposal information.

Specifications

The essential performance (EP) of the transmitter is to measure and transmit to a
monitoring device the sensing device’s signal value(s) within the transmitter’s accuracy
requirements under the specified use conditions outlined in the system user guide and for
the duration of the expected service life. If the transmitter experiences electromagnetic
disturbances, either no or incorrect data may be transmitted. In such situations, refer to
the operation, maintenance, and troubleshooting instructions within the applicable user
guides. You may also use the tester to test if the transmitter is operating properly. If the
transmitter is damaged or if it cannot communicate with the charger or pump, contact
your local Medtronic support representative for assistance.
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Biocompatibility

Transmitter: Complies with EN ISO 10993-1

Applied parts

Transmitter

Sensor

Operating conditions

Transmitter temperature: 0°C to 45°C (32°F to 113°F)

Caution: When operating the transmitter on a tester in air temperatures
greater than 41°C (106°F), the temperature of the transmitter may exceed
43°C (109°F).

Transmitter relative humidity: 10% to 95% with no condensation
Transmitter pressure: 57.60 kPa to 106.17 kPa (8.4 psi to 15.4 psi)
Charger temperature: 10°C to 40°C (50°F to 104°F)

Charger relative humidity: 30% to 75% with no condensation

Storage conditions

Transmitter temperature: -20°C to 55°C (-4°F to 131°F)
Transmitter relative humidity: up to 95% with no condensation
Transmitter pressure: 57.6 kPa to 106 kPa (8.4 psi to 15.4 psi)
Charger temperature: -10°C to 50°C (14°F to 122°F)

Charger relative humidity: 10% to 95% with no condensation

Battery life

Transmitter: Seven days of continuous glucose monitoring immediately
following a full charge.

Charger: The charger uses one new AAA battery to charge the transmitter.

Transmitter

frequency

2.4 GHz band, Bluetooth™* wireless technology (version 4.0)

Effective radiated
power (ERP)

-12.05 dBm (0.06 mW)

Effective isotropic
radiated power (EIRP)

-9.9 dBm (0.1 mW)

Operating range

Up to 1.8 meters (6 feet) in free-air

Transmitter expected
service life

The transmitter expected service life is one year depending on patient
usage.

Transmitter wireless communication

Quality of service

The transmitter and insulin pump connect via smart device connectivity. The
transmitter sends glucose data and system-related alerts to the pump. The pump
verifies the integrity of received data after wireless transmission.
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Data security

The transmitter is designed to only accept radio frequency (RF) communications from
recognized and linked devices. You must pair your pump with the transmitter before the

pump will accept information from the transmitter.

The MiniMed™ insulin pumps and system components (meters and transmitters) ensure
data security via proprietary means and data integrity using error checking processes,

such as cyclic redundancy checks.

Traveling by air

Your transmitter is safe for use on commercial airlines. If questioned by airline personnel

about the use of your device, please show them your Medical emergency card.

Guidance and manufacturer's declaration

Guidance and Manufacturer's Declaration - Electromagnetic Emissions

Emissions Test

Compliance

Electromagnetic Environment - Guidance

RF emissions

CISPR 11

CISPR 11

Group 1, Class

B electronic equipment.

Harmonic
emissions

IEC 61000-3-2

Not applicable

Voltage
fluctuations/flicker
emissions

IEC 61000-3-3

Not applicable

The transmitter uses RF energy only for system
communications. Therefore, its RF emissions are very low
and are not likely to cause any interference in nearby

Note: The preceding statement is required by IEC
60601-1-2 for Group 1, Class B devices. Since the
transmitter is battery powered, its emissions will not
be affected by the establishment power supply and
there is no evidence of any issues associated with
the use of the system in domestic establishments.

Guidance and Manufacturer's Declaration - Electromagnetic Inmunity

Immunity Test

IEC 60601-1-2:2014
Test Level

Max foreseeable
use condition per
IEC
60601-1-2:2014

Electromagnetic

Environment Guidance

Electrostatic
discharge (ESD)
IEC 61000-4-2

+8 kV contact
+2 kV, 4 kV, £8 kV,
+15 kV air

+8 kV contact

+2 kV, 4 kV, £8
kv,

+15kV air

For use in a typical

domestic, commercial, or

hospital environment.
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Guidance and Manufacturer's Declaration - Electromagnetic Imnmunity

Immunity Test

IEC 60601-1-2:2014

Max foreseeable

Electromagnetic

Test Level use condition per | Environment Guidance
IEC
60601-1-2:2014
Conducted 3 Vrms Not applicable Requirement does not

disturbances
induced by RF fields

150 kHz to 80 MHz
6 Vrms

ISM bands between
150 kHz to 80 MHz

apply to this battery
powered device.

Electrical fast +2 kV Not applicable Requirement does not

transient/burst 100 kHz repetition apply to this battery
IEC 61000-4-4 frequency powered device.

Surge Line to Line: £0.5 kV, Not applicable Requirement does not
IEC 61000-4-5 +1 kV apply to this battery

Line to Ground: 0.5
kV, £1 kV, £2 kV

powered device.

Note: Uris the a.c. mains voltage prior to application of the test level.

Voltage dips, short
interruptions, and
voltage variations on
power supply lines
IEC 61000-4-11

0% Ur; 0.5 cycles (at

0°, 45°, 90°, 135°, 180°,

225°,270°, and 315°)
0% U+; 1 cycle (at 0°)
70% for 25/30 cycles

Not applicable

Requirement does not
apply to this battery
powered device.

(at 0°)
0% for 250/300
cycles
Power frequency 30 A/m 30 A/m For use in a typical
(50/60 Hz) magnetic domestic, commercial, or
field hospital environment.
IEC 61000-4-8
Proximity fields from IEC 60601-1-2:2014, IEC For use in a typical
RF wireless Table 9 60601-1-2:2014, domestic, commercial, or
communications Table 9 hospital environment.
equipment
IEC 61000-4-3

Note: Uris the a.c. mains voltage prior to application of the test level.
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Guidance and Manufacturer's Declaration - Electromagnetic Immunity

Immunity Test IEC 60601-1-2:2014 | Max foreseeable Electromagnetic
Test Level use condition per | Environment Guidance
IEC
60601-1-2:2014
Radiated RF 10 V/im 10 V/Im Portable and mobile RF
IEC 61000-4-3 80 MHz to 2.7 GHz 80 MHz to 6 GHz communications
80% AM at 1 kHz 80% AM at 1 kHz equipment should be used

no closer to any part of
the transmitter than the
recommended separation
distance of 30 cm (12 in).

Field strengths from fixed
RF transmitters, as
determined by an
electromagnetic site
survey, should be less
than the compliance level
in each frequency range.

Interference may occur in
the vicinity of equipment
marked with the following
symbol:

((«i)))

Note: These guidelines may not apply in all situations. Electromagnetic propagation is affected by
absorption, and reflection from structures, objects and people.

Warranty

Medtronic MiniMed, Inc. (or such other legal entity as may be referred to as manufacturer
on the labeling of this device "Medtronic MiniMed") warrants the Medtronic transmitter to
the purchaser of the product against defects in material and workmanship for a period of
one (1) year and the charger for up to one (1) year from the date of purchase.

During the warranty period, Medtronic MiniMed will replace or repair, at its discretion, any
defective transmitter or charger, subject to the conditions and exclusions stated herein.
This warranty applies only to new devices. In the event a transmitter or charger is
replaced, the warranty period will not be extended past its original expiration date.

This warranty is valid only if the Medtronic transmitter or charger is used in accordance
with the manufacturer’s instructions. Without limitation, this warranty will not apply:

+ If damage results from changes or modifications made to the transmitter or charger
by the user, or third persons, after the date of purchase.
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+ If damage results from service or repairs performed by any person or entity other
than the manufacturer.

» If damage results from a Force Majeure or other event beyond the control of the
manufacturer.

» If damage results from negligence or improper use, including but not limited to:
improper storage, submersion in water, physical abuse, (such as dropping).

» If damage results from use of the device in a manner other than according to the
manufacturer’s product labeling, instructions for use, or regulatory notifications.

This warranty shall be personal to the original purchaser. Any sale, rental or other
transfer or use of the product covered by this warranty to or by a user other than the
original purchaser shall cause this warranty to immediately terminate. This warranty
does not apply to Glucose Sensors and other accessories.

The remedies provided for in this warranty are the exclusive remedies available for
any breach hereof. Neither Medtronic MiniMed nor its suppliers or distributors shall
be liable for any incidental, consequential, or special damage of any nature or kind
caused by or arising out of a defect in the product.

All other conditions and warranties, other than mandatory statutory warranties,
expressed or implied, are excluded, including the warranties of merchantability and
fitness for a particular purpose.

This warranty gives the purchaser specific legal rights, and the purchaser may also
have other rights that vary under local law. This warranty does not affect the
purchaser’s statutory rights.

Open Source Software (OSS) Disclosure

This document identifies the Open Source Software that may be separately called,
executed, linked, affiliated, or otherwise utilized by this product.

Such Open Source Software is licensed to users subject to the terms and conditions
of the separate software license agreement for such Open Source Software.

Use of the Open Source Software by you shall be governed entirely by the terms and
conditions of such license.

The source/object code and applicable license for the Open Source Software can be
obtained at the following site: http://www.ouah.org/ogay/hmac/.
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Icon Table

Serial number

Catalogue or model number

One transmitter, charger, and serter per container/package

Two testers per container/package

Date of manufacture (YYYY-MM-DD)

Manufacturer

Must refer to instruction manual before every use (appears blue on label).

Temperature limit

Non-ionizing electromagnetic radiation

Configuration or unique version identifier

Degree of protection against electric shock: Type BF applied part

Transmitter: 4 is the level of protection against solid objects with a diameter
above 1mm. 8 is the level of protection against the effects of continuous
immersion in water [2.4 meters (8 feet) immersion for 30 minutes].

95%
I

Humidity limitation

C€ 0459

Marking of Conformity: This symbol means the device fully complies with
MDD 93/42/EEC (NB 0459).

y

Fragile, handle with care

ae
« e

T

Keep dry

®

Recycle cardboard, paper, plastic packaging supplies and unwanted written
material.
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WEEE Initiative: DO NOT THROW IN TRASH. Recycle device according to
local disposal requirements.

2
®

Magnetic Resonance (MR) Unsafe: keep away from magnetic resonance
imaging (MRI) equipment

Recharge by date

=

© Bluetooth’

Bluetooth™ wireless technology

FCCID: OH27821

Complies with United States Radio communication requirements.

IC: 3408B-7821

Complies with Innovation, Science and Economic Development Canada
Radio communication requirements.

[EC|ReP]

Authorized representative in the European community

&

Complies with Australian Radio communications requirements.

R(On/y

Prescription only

Marking of Conformity: This symbol means the device fully complies with
MDD 93/42/EEC.

1]

Consult instructions for use

A\

Caution: consult instructions for use for important warnings or precautions
not found on the label

© 2020 Medtronic MiniMed, Inc. All rights reserved.
Medtronic, Medtronic logo and Further, Together are trademarks of Medtronic. ™* Third party brands are trademarks of their respective
owners. All other brands are trademarks of a Medtronic company.

Bluetooth™*
Detachol™*

-29-

ysibug



-30-



Oddajnik Guardian™ Link (3) z brezzi¢no tehnologijo Bluetooth™* je sestavni del
sistema za neprekinjeno merjenje glukoze (CGM) za sisteme inzulinskih ¢rpalk
MiniMed ™, ki se lahko povezujejo s pametnimi nhapravami.

naprava za
testiranje

oddajnik

sprozilna naprava polnilnik

Sestavni deli kompleta oddajnika Guardian™ Link (3) (MMT-7910)
Celoten komplet oddajnika obsega naslednje sestavne dele:

+  Oddajnik Guardian™ Link (3) (MMT-7911) *  Polnilnik (MMT-7715)
. Dve napravi za testiranje (MMT-7736L) . Sprozilna naprava One-press (MMT-7512)

Namen naprave

Oddajnik Guardian™ Link (3) (MMT-7911) je naprava, ki se jo lahko ponovno napolni
in ki napaja senzor glukoze, zbira in izracunava podatke senzorja ter jih posilja
zdruzljivemu sistemu inzulinske Crpalke MiniMed™ za vodenje sladkorne bolezni, ki
se lahko povezuje s pametnimi napravami. Oddajnik je zdruzljiv samo s senzorjem
glukoze Guardian™ Sensor (3) (MMT-7020) in je indiciran za uporabo pri enem
bolniku ali ve€ bolnikih.

Kontraindikacije
Ni znanih kontraindikacij.

Opozorila

+ Oddajnika ne uporabljajte v blizini druge elektricne opreme, ki bi lahko motila
normalno delovanje sistema. Druga elektri€¢na oprema, ki lahko negativno vpliva
na obi¢ajno delovanje sistema, je kontraindicirana. Za ve¢ informacij o elektri¢ni
opremi, ki lahko ogrozi normalno delovanje sistema, glejte Izpostavijenost
magnetnim poljem in sevanju, na strani 32.
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Vse previdnostne ukrepe, opozorila in navodila, povezana s senzorjem, najdete v
uporabniSkem priro¢niku za senzor. Neupostevanje uporabnisSkega priro¢nika za
senzor lahko povzroc€i resne telesne poskodbe ali poSkodbe senzorja.

Ne dovolite, da bi otroci dajali majhne sestavne dele v usta. Majhni otroci se lahko s
tem izdelkom zadusijo.

Naprave ne spreminjajte ali prilagajajte, razen ¢e vam je to izrecno odobrila druzba
Medtronic Diabetes. Spreminjanje naprave lahko povzroci resne telesne poskodbe,
vpliva na vaso sporobnost upravljanja naprave in razveljavi vade jamstvo.

Naprave za testiranje ne uporabite, ¢e pride v stik s krvjo. Stik s krvjo lahko povzrogi
okuzbo. Napravo za testiranje odstranite v skladu z lokalnimi predpisi za
odstranjevanje medicinskih odpadkov ali se obrnite na svojega zdravnika za
informacije glede odstranjevanja.

Ko vstavite senzor, lahko pride do krvavitve. Preden senzor prikljucite na oddajnik, se
vedno prepri€ajte, da ha mestu vstavitve ni krvavitve. Kri lahko zaide v notranjost
konektorja oddajnika in po$koduje napravo. Poskodovano napravo zavrzite. Ce pride
do krvavitve, pritiskajte na mesto vstavitve s sterilno gazo ali &isto krpo, dokler se
krvavitev ne ustavi. Ko se krvavitev ustavi, prikljucite oddajnik na senzor.

Ce imate kakrsne koli neZelene reakcije, povezane z uporabo oddajnika ali senzorja,
se obrnite na lokalnega predstavnika. NeZelene reakcije lahko povzrocijo resne
telesne poskodbe.

Oddajnika ne zavrzite v posodo za medicinske odpadke in ga ne izpostavljajte visoki
vro€ini. V oddajniku je baterija, ki se lahko vZge in povzroéi resne telesne podkodbe.

Izpostavljenost magnetnim poljem in sevanju

Oddajnika ne izpostavljajte opremi za magnetnoresonanéno slikanje, napravam za
diatermijo ali drugim napravam, ki ustvarjajo mo¢na magnetna polja (npr. rentgensko
slikanje, CT-slikanje ali druge vrste sevanja). Izpostavljenost moénemu magnetnemu
polju ni bila ocenjena in lahko povzro&i nepravilno delovanje naprave, kar lahko
privede do resne telesne poskodbe oz. delovanja naprave, ki ni varno. Ce oddajnik
izpostavite mo&nemu magnetnemu polju, ga prenehajte uporabljati in se obrnite na
lokalnega predstavnika.

Preden vstopite v prostor, v katerem je oprema za rentgensko slikanje, MRI-slikanje,
diatermijo ali CT-slikanje, vedno odstranite senzor in oddajnik. Izpostavljenost
moc&nemu magnetnemu polju ni bila ocenjena in lahko povzro€i nepravilno delovanje
naprave, kar lahko privede do resne telesne poskodbe oz. delovanja naprave, ki ni
varno. Ce senzor ali oddajnik izpostavite mo&nemu magnetnemu polju, ga prenehajte
uporabljati in se obrnite na lokalnega predstavnika.
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Na potovanijih vedno nosite s seboj kartico za nujne zdravstvene primere, ki ste
jo prejeli skupaj z napravo. Kartica za nujne zdravstvene primere navaja
pomembne podatke o varnostnih sistemih letaliS¢ in varni uporabi vasega
oddajnika na letalu. Ce ne boste sledili navodilom na kartici za nujne zdravstvene
primere, lahko to privede do resnih telesnih poskodb.

Previdnostni ukrepi

Oddajnika Guardian™ Link (3) (MMT-7911) ne uporabljajte z inzulinsko &rpalko
MiniMed™, ki se ne more povezati s pametno napravo. Z oddajnikom
Guardian™ Link (3) (MMT-7911) lahko komunicira samo inzulinska &rpalka
MiniMed™, ki se lahko povezuje s pametnimi napravami.

Z oddajnikom uporabljajte samo senzor Guardian™ Sensor (3) (MMT-7020). Ne
uporabljajte nobenega drugega senzorja. Drugi senzorji niso hamenjeni uporabi z
oddajnikom in bodo poSkodovali oddajnik in senzor.

Z oddajnikom uporabljajte samo napravo za testiranje zelene barve
(MMT-7736L). Zepi na oddajniku so vidni, kadar je oddajnik prikljuéen na
napravo za testiranje. Ne uporabljajte nobenega drugega prikljucka za testiranje.
Drugi priklju€ki za testiranje niso namenjeni uporabi z oddajnikom in bodo
poskodovali oddajnik in napravo za testiranje.

Med ¢&is€enjem oddajnika vedno uporabljajte napravo za testiranje. Ne
uporabljajte nobenega drugega priklju¢ka za testiranje z oddajnikom. Uporaba
drugega priklju¢ka za testiranje lahko omogoci vstop vode v oddajnik ali prepreci
ustrezno CiS€enje. Voda lahko poskoduje oddajnik.

Ne zvijajte naprave za testiranje ali senzorja, medtem ko je prikljuéen na
oddajnik. Zvijanje naprave za testiranje ali senzorja lahko poskoduje oddajnik.
Pazite, da naprava za testiranje ne pride v stik s kakrsno koli tekoc€ino, ko ni
prikljuena na oddajnik. Mokra naprava za testiranje lahko poSkoduje oddajnik.
Pazite, da oddajnik ne pride v stik s kakrsno koli teko€ino, ko ni priklju¢en na
senzor ali napravo za testiranje. Vlaga bo poskodovala oddajnik, moker oddajnik
pa lahko poskoduje senzor.
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O-tesnil na napravi za testiranje ne &istite z nobenimi snovmi. Ci§&enje O-tesnil lahko
poskoduje napravo za testiranje.

O-tesnili

Tl u&

IEC60601-1-2:2014, 4. izdaja; Posebni previdnostni ukrepi glede EMC
za medicinsko elektronsko opremo

1

Posebni previdnostni ukrepi glede elektromagnetne zdruZljivosti: Ta naprava, ki se
nosi na telesu, je namenjena uporabi v ustreznem stanovanjskem, domacem, javhem
ali delovnem okolju, kjer obstajajo obiCajne ravni sevalnih polj »E« (V/m) ali »H«
(A/m), kot so mobilni telefoni, brezzi¢na povezava, elektri¢ni odpiraci za konzerve,
mikrovalovne pecice in indukcijske kuhalne plos€e. Naprava lahko ustvarja, uporablja
in oddaja radiofrekvenéno energijo ter lahko povzroci Skodljive motnje v radijski
komunikaciji, e je ne namestite in uporabljate v skladu s priloZenimi navodili.

2 Prenosna in mobilna oprema za radiofrekvenéno komunikacijo lahko vpliva na
medicinsko elektriéno opremo. Ce opazite radiofrekvenéne motnje zaradi mobilnega
ali stacionarnega radiofrekvenénega oddajnika, se premaknite stran od
radiofrekvenénega oddajnika, ki povzro€a motnje.

3 Bodite previdni, e oddajnik uporabljate manj kot 30 cm (12 palcev) od prenosne
radiofrekvencne ali elektricne opreme. Ce morate oddajnik uporabljati poleg
prenosne radiofrekvenéne ali elektricne opreme, preverjajte oddajnik, ali pravilno
deluje. Lahko se namrec zgodi, da bo oddajnik deloval slabse.

Pomo¢

Ce potrebuijete kopijo uporabniskega priroénika za sistem MiniMed™, se obrnite na
lokalnega predstavnika.
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Priprava oddajnika

V oddajniku je baterija, ki je ni mogo&e zamenjati, lahko pa jo po potrebi napolnite s
polnilnikom. Pred uporabo je treba baterijo oddajnika napolniti. Zelena lu¢ka na
polnilniku kaZe stanje polnjenja, rdega luka pa oznaduje tezave pri polnjenju. Ce je
prizgana rdeca lucka, glejte Odpravijanje teZzav, na strani 49. Polnilnik za delovanje
potrebuje eno alkalno baterijo AAA.

Opomba: Ce je baterija nepravilno name$éena ali &e je skoraj prazna, polnilnik ne
bo deloval. Ponovite korake za vstavijanje baterije in vstavite novo
baterijo.

Vstavljanje baterije v polnilnik
Vstavljanje baterije v polnilnik:

1 Pritisnite pokrov za baterije noter in ga potisnite stran (kot je prikazano v
3. koraku na sliki).

2 Vstavite novo alkalno baterijo AAA. Prepricajte se, da se znaka + in - na bateriji
ujemata s tema znakoma na polnilniku.

3 Potisnite pokrov baterije nazaj na polnilnik, tako da zdrsne v pravilni polozaj.

Polnjenje oddajnika

POZOR: Oddajnik vedno napolnite, preden ga vstavite v senzor. Izpraznjen
oddajnik ne deluje. Popolnoma napolnjen oddajnik deluje brez
polnjenja vsaj sedem dni. Izpraznjen oddajnik se polni do dve uri.

-35-

IS

BUIQSUBAO



POZOR: Oddajnika ne shranjujte v polnilniku ve¢ kot 60 dni. Odklopite ga iz
polnilnika in znova priklopite, da oddajnik znova napolnite pred
uporabo. Ce oddajnik pustite na polnilniku veé kot 60 dni, se bo
njegova baterija trajno posSkodovala.

Polnjenje oddajnika:

1 Pritisnite oddajnik in polnilnik skupaj, da povezete oddajnik s
polnilnikom.

2 V10 sekundah po priklopu oddajnika bo zelena lu¢ka na ->
polnilniku utripala eno do dve sekundi. Preostanek Casa
polnjenja bo zelena lu€ka na polnilniku Se naprej utripala s
premorom med Stirimi bliski.

3 Po kon&anem polnjenju bo zelena lu¢ka na polnilniku svetila
brez utripanja od 15 do 20 sekund, nato pa bo ugasnila.

4 Ko zelena lu¢ka na polnilniku ugasne, odklopite oddajnik od ‘ \
polnilnika. Zelena lu€¢ka na oddajniku za¢ne utripati. [
Povezovanje oddajnika

Pri seznanjanju oddajnika s €rpalko vedno upostevajte navodila v
uporabniSkem priro€niku za sistem. Podatkov iz senzorja ni mogo¢e poslati v &rpalko,
dokler nista &rpalka in oddajnik seznanjena. Crpalko in oddajnik je treba seznaniti samo
enkrat. Ko vstavite nov senzor, vam ¢&rpalke ni treba ponovno seznaniti z oddajnikom.

Vstavljanje senzorja
Za vstavljanje senzorja vedno upoS$tevajte navodila v uporabniSkem priro&niku za senzor.

Povezovanje oddajnika in senzorja

Pred nadaljevanjem pripravite uporabniski priro€nik za sistem inzulinske €rpalke
MiniMed ™.

Prikljucitev oddajnika na senzor:

1 Ko vstavite senzor, si v uporabniSkem priro¢niku za senzor oglejte navodila za
namestitev obliza, preden prikljucite oddajnik.

2 Pridrzite okrogli del vstavljenega senzorja, da preprecite njegovo premikanje med
prikljucitvijo naprave.
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Primite oddajnik, kot je prikazano na sliki. Poravnajte zarezi
na oddajniku s stranskima sponkama senzorja. Ploska
stran oddajnika mora biti obrnjena proti koZi.

Potisnite oddajnik na konektor senzorja, dokler sponki
senzorja ne zdrsneta v zarezi na oddajniku. Ce je oddajnik
ustrezno prikljuen in je preteklo dovolj asa, da se je
senzor navlazil z medceli¢nino, bo zelena lu¢ka na
oddajniku zasvetila 6-krat.

Opomba: Ce luéka na oddajniku ne zasveti, glejte Odpravijanje tezav, na
strani 49.

Ko po povezavi s senzorjem zacne utripati zelena lu¢ka na oddajniku, s ¢rpalko
zazenite senzor. Ce Zelite ved informacij, glejte uporabniski priroénik za sistem.
Pritrdite lepilni trak senzorja na oddajnik.

Ko je senzor povezan, si v uporabniSkem prirocniku za senzor oglejte navodila za
namestitev obliza.

Sledite navodilom na zaslonu C€rpalke ali navodilom v uporabniS8kem priro¢niku za
sistem.

Odklop oddajnika s senzorja

Pred nadaljevanjem pripravite uporabniski priro€nik za sistem inzulinske ¢rpalke
MiniMed ™.

Odklop oddajnika s senzorja:

1
2
3

4
5

Previdno odstranite morebitni obliz z oddajnika in senzorja.
Z vrha oddajnika odstranite lepilni trak.

Primite oddajnik, kot je prikazano na sliki, ter stisnite prozni
sponki senzorja med palec in kazalec.

Oddajnik nezno potegnite stran od senzorja.

Sledite navodilom na ¢&rpalki ali navodilom v uporabniskem
priro¢niku za sistem.

Odstranjevanje senzorja

Za odstranjevanje senzorja vedno upostevajte navodila v uporabniskem priro¢niku za
senzor.
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Ponovno povezovanje oddajnika z ze vstavljenim senzorjem

Svoj oddajnik lahko ponovno povezete s senzorjem, ki ga trenutno uporabljate. Preprosto
poveZite svoj oddajnik z Ze vstavljenim senzorjem. Ko &rpalka zazna oddajnik, potrdite,
da Zelite ponovno povezati senzor (Znova poveZi senzor). Pri ponovnem povezovanju z
obstoje€im senzorjem lahko traja nekaj sekund, da se povezava vzpostavi. Ponovno
pritrdite lepilni trak senzorja na oddajnik in ponovno namestite obliz. Ko ponovno
poveZete senzor, bo senzor ponovno potreboval kratek €as za pripravo, preden ga lahko
umerite.

Naprava za testiranje

Naprava za testiranje se uporablja za preskuSanje oddajnika, da se prepriCate, da deluje.
Pri €iS€enju oddajnika se naprava za testiranje uporablja tudi kot potreben sestavni del za
zagotovitev vodotesnosti. Pravilna prikljuitev naprave za testiranje na oddajnik
zagotavlja, da teko€ine ne pridejo v stik s pini konektorja znotraj oddajnika. Teko€ine
lahko povzrocijo korozijo pinov konektorja in vplivajo na u€inkovitost delovanja oddajnika.

Ne zvijajte naprave za testiranje, medtem ko je prikljuena na oddajnik. To bi
poskodovalo oddaijnik.

Napravo za testiranje lahko uporabljate eno leto. Ce napravo za testiranje uporabljate
vec kot eno leto, se pini konektorja znotraj oddajnika lahko poSkodujejo, ker naprava ne
zagotavlja ve¢ vodotesne povezave. Navodila za preverjanje pinov konektorja so na voljo
v razdelku Preverjanje pinov konektorja oddajnika, na strani 39.

POZOR: Z oddajnikom uporabljajte samo napravo za testiranje zelene barve
(MMT-7736L). Zepi na oddajniku so vidni, kadar je oddajnik prikljuéen
na napravo za testiranje. Ne uporabljajte nobenega drugega priklju¢ka
za testiranje. Drugi prikljucki za testiranje niso namenjeni uporabi z
oddajnikom in bodo poskodovali oddajnik in napravo za testiranje.

naprava za
testiranje
zelene barve
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Preverjanje pinov konektorja oddajnika
Na tej sliki je prikazan primer pinov konektorja.

odprtina konektorja

pini konektorja

ohigje

Poglejte v notranjost odprtine konektorja oddajnika in se prepri€ajte, da pini
konektorja niso poskodovani ali korodirani. Ce so pini konektorja poskodovani ali
korodirani, oddajnik ne more komunicirati s polnilnikom ali &rpalko. Obrnite se na
lokalnega predstavnika. Morda je €as za zamenjavo oddajnika.

Prav tako preverite, ali je notranjost odprtine konektorja viazna. Ce se pojavi viaga,
pustite, da se oddajnik susi na zraku vsaj eno uro. Vlaga v notranjosti odprtine
konektorja lahko povzroci, da oddajnik ne deluje vec¢ pravilno, s€asoma pa lahko
pride do korozije in poSkodbe.

Prikljucitev naprave za testiranje za izvajanje testiranja ali ¢iSCenja
Pred nadaljevanjem pripravite uporabniski priro¢nik za sistem inzulinske ¢rpalke
MiniMed™.

PrikljuCitev naprave za testiranje:

1 Primite oddajnik in napravo za testiranje, kot je prikazano na sliki. Ravno stran
naprave za testiranje poravnajte z ravno stranjo oddajnika.

2 Napravo za testiranje potisnite v oddajnik, dokler prozni
sponki naprave za testiranje ne zdrsneta v zarezi na obeh
straneh oddajnika. -»>
Ce je naprava pravilno prikljuéena, bo zelena lu¢ka na
oddajniku zasvetila 6-krat. (1 C

3 Ce zelite preskusiti oddajnik, preverite ikono senzorja na -»>
Crpalki in se prepriCajte, da oddajnik posilja signal (glejte

uporabniski priro¢nik za sistem).
4  Ce zelite ogistiti oddajnik, glejte Ciscenje oddajnika, na strani 40.

5 Ko zakljudite testiranje ali ¢is€enje, odklopite napravo za testiranje z oddajnika.
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Odklop naprave za testiranje

Odklop naprave za testiranje:
1 Primite telo oddajnika, kot je prikazano na sliki, in stisnite stranski sponki naprave za
testiranje.

2 Medtem ko sta stranski sponki stisnjeni, neZno povlecite
oddajnik stran od naprave za testiranje.

Opomba: Zivijenjsko dobo baterije oddajnika podalj$ate tako,
da naprave za testiranje po opravijenem testiranju ali
Cis¢enju NE pustite prikljucene.

Cisc¢enje oddajnika

Oddajnik je namenjen osebni uporabi doma (uporabi pri enem
bolniku) ali uporabi v zdravstvenih ustanovah (uporabi pri ve€ bolnikih). Pri uporabi pri
enem bolniku morate oddajnik odistiti po vsaki uporabi, medtem ko morate pri uporabi pri
ved bolnikih oddajnik ogistiti in razkuziti po vsaki uporabi. Ce uporabljate oddajnik v
zdravstveni ustanovi, vedno upoStevajte postopek za €iS€enje in razkuzevanje za
uporabo pri ve€ bolnikih.

OPOZORILO: Oddajnika ne zavrzite v posodo za medicinske odpadke in ga ne
izpostavljajte visoki vrocini. V oddajniku je baterija, ki se lahko vzge
in povzroci resne telesne poskodbe.

Opomba: Naprava za testiranje je potreben sestavni del pri ¢iS¢enju oddajnika. Za
podrobnosti glejte Naprava za testiranje, na strani 38.

POZOR: Za ciScenje in razkuzevanje pripomocka ne smete uporabiti
samodejnega pralno-razkuzevalnega stroja. Uporaba samodejnega
pralno-razkuzevalnega stroja za ¢iS¢enje ali razkuzevanje pripomocka
bo poskodovala oddajnik.

Uporaba pri enem bolniku
Oddajnik vedno ocistite po vsaki uporabi.
Za CiS¢enje oddajnika potrebujete te pripomocke:

* blago tekoce milo

* mehko otrosko zobno S&etko,

+ vsebnik

» (Ciste, suhe krpe, ki ne pus&ajo vlaken

Zivljenjska doba
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Oddaijnik lahko o istite najve¢ 122-krat ali eno leto, kar koli je prej. Oddajnik nato
zavrzite. Ce po 122 ¢isc€enijih ali enem letu oddajnik $e vedno uporabljate, lahko

postopek ¢is€enja poSkoduje napravo. Za narocilo novega oddajnika se obrnite na
lokalnega predstavnika.

OPOZORILO: Naprave ne uporabljajte, e opazite razpoke, znake luséenja ali
poskodbe ohisSja. Razpoke, znaki luséenja ali poSkodbe ohisja so
znaki obrabe. Obraba ohisja lahko vpliva na zmoznost
ustreznega €iS€enja oddajnika in povzroé€i resne telesne
poskodbe. Poklicite lokalnega predstavnika in zavrzite napravo v
skladu z lokalnimi predpisi za odstranjevanje baterij (brez
seziganja) ali se obrnite na svojega zdravnika za informacije
glede odstranjevanja.

Ciséenje oddajnika:
1 Temeljito si umijte roke.
2 Pritrdite napravo za testiranje na oddajnik, da zagotovite vodotesnost.

3 Ce so na oddajniku ostanki lepila, glejte Odstranjevanje ostankov lepila, na
strani 48.

4 Oddajnik spirajte pod mla¢no teko€o vodo vsaj eno minuto, dokler ni vidno dist.
PrepriCajte se, da ste odistili vsa teZko dosegljiva mesta.
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5 Pripravite blago raztopino tekocega mila, tako da zme&ate 5 mililitrov (1 €ajno Zli¢ko)
blagega teko¢ega mila in 3,8 litra (1 galono) mla¢ne tekoce vode iz pipe.

6 Oddajnik s priklju¢eno napravo za testiranje potopite v blago raztopino teko€ega mila
in namakajte eno minuto.

7 Primite napravo za testiranje in ocistite celotno povrsino oddajnika z mehko otrosko
zobno krtacko. Prepri¢ajte se, da ste temeljito odistili vsa teZko dosegljiva mesta.

8 Oddajnik spirajte pod mlagno teko€o vodo vsaj eno minuto, dokler ne sperete vsega
tekoCega mila.
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9 Obrisite oddajnik in napravo za testiranje s Cisto, suho krpo.

<

10 Polozite oddajnik in napravo za testiranje na &isto, suho krpo in pustite, da se
popolnoma posusita na zraku.

11 Odklopite napravo za testiranje z oddajnika tako, da nezno stisnete stranski
sponki na napravi za testiranje.

Uporaba pri ve¢ bolnikih

Ce oddajnik uporabljate v zdravstveni ustanovi, oddajnik ogistite in razkuZite po vsaki
uporabi.

OPOZORILO: Pri ravnanju s to napravo ali njeni uporabi morate upostevati
standardne previdnostne ukrepe. Vse dele sistema morate
obravnavati kot mozne prenasalce kuznih bolezni, ki lahko
prenasajo krvno prenosljive patogene med bolniki in
zdravstvenim osebjem.

Oddajnik je treba razkuziti po uporabi pri vsakem bolniku.
Sistem se lahko uporablja za preskusanje ve¢ bolnikov le ob
upostevanju standardnih previdnostnih ukrepov in postopkov
razkuzevanja druzbe Medtronic.

Za CiSCenje oddajnika potrebujete te pripomocke:

* rokavice

* blago teko&e milo
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* mehka otroSka zobna $Cetka

*  8,25-odstotno belilo

» dvavsebnika

» (Ciste, suhe krpe, ki ne pus&ajo vlaken

Zivljenjska doba

Oddaijnik Iahkovoéistite in razkuzite najvec 122-krat ali eno leto, kar koli je prej. Oddajnik
nato zavrzite. Ce boste oddajnik po 122 &iS¢enjih ali enem letu Se vedno uporabljali,

lahko postopek CiS€enja in razkuzevanja poskoduje napravo. Obrnite se na druzbo
Medtronic in narocite nov oddajnik.

Cis&enje in razkuzevanje oddajnika:
1 Umijte si roke in si nadenite rokavice.
2 Prepricajte se, da na notranji strani odprtine konektorja oddajnika ni telesnih tekod€in.

Navodila za preverjanje pinov konektorja so na voljo v razdelku Preverjanje pinov
konektorja oddajnika, na strani 39.

POZOR: Oseba, ki pregleduje oddajnik, mora imeti dovolj dober vid, da opazi
majhne kapljice telesne tekocine ali ostanke.

OPOZORILO: Ce v odprtini konektorja opazite telesno tekoéino, morate oddajnik
zavred€i. Ker ima oddajnik baterijo, ga ne zavrzite v posodo za
biolosSke odpadke. Zato o€istite in razkuzite oddajnik ter ga zavrzite
v skladu z lokalnimi predpisi za odlaganje baterij (brez seziganja).

odprtina konektorja

pini konektorja

ohigje
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3 Pritrdite napravo za testiranje na oddajnik, da zagotovite vodotesnost.

4 Ce so na oddajniku ostanki lepila, glejte Odstranjevanje ostankov lepila, na
strani 48.

5 Oddajnik spirajte pod mla¢no teko€o vodo vsaj eno minuto, dokler ni vidno &ist.
PrepriCajte se, da ste odistili vsa teZko dosegljiva mesta.

6 Pripravite blago raztopino teko¢ega mila, tako da zme8ate 5 mililitrov (1 ¢ajno
Zli¢ko) blagega tekocega mila in 3,8 litra (1 galono) mla¢ne tekoCe vode iz pipe.
Za vsako uporabo morate pripraviti svezo raztopino.

7 Oddajnik s priklju¢eno napravo za testiranje potopite v blago raztopino tekocega
mila in namakajte eno minuto.
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8 Primite napravo za testiranje in o istite celotno povrsino oddajnika z mehko otrosko
zobno krtacko. Prepri¢ajte se, da ste temeljito odistili vsa teZko dosegljiva mesta.

9 Oddajnik spirajte pod mla¢no teko€o vodo vsaj eno minuto, dokler ne sperete vsega
tekoCega mila.

10 Obrisite oddajnik in napravo za testiranje s Cisto, suho krpo.

<

11 Pripravite raztopino belila v razmerju 1 : 10, pri ¢emer uporabite eno (1) enoto 8,25-
odstotnega belila in devet (9) enot vode, da dobite kon¢no 0,8-odstotno
koncentracijo. Za vsako uporabo morate pripraviti svezo raztopino.
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12 Pred razkuZzevanjem opravite vse predhodne korake ¢€iS€enja. Oddajnik s
priklju¢eno napravo za testiranje potopite v raztopino belila za 20 minut.

14 Polozite oddajnik in napravo za testiranje na Cisto, suho krpo in pustite, da se
popolnoma posusita na zraku.

OPOZORILO: Ce ste pri predhodnem pregledu opazili telesno tekoéino v
notranjosti odprtine konektorja, morate oddajnik s Se vedno
priklju€eno napravo za testiranje zavreéi v skladu z lokalnimi
predpisi za odlaganje baterij (brez seziganja).

15 Odklopite napravo za testiranje z oddajnika tako, da nezno stisnete stranski
sponki na napravi za testiranje.
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16 Preglejte ohiSje oddajnika in bodite pozorni na razpoke, znake lus&enja ali poSkodbe.
Ce opazite katerega koli od teh znakov, morate razkuzen oddajnik zavredi v skladu z
lokalnimi predpisi za odstranjevanje baterij (brez seziganja).

OPOZORILO: Naprave ne uporabljajte, Ce opazite razpoke, znake luséenja ali
poskodbe ohisja. Razpoke, znaki luséenja ali poSkodbe ohisja so
znaki obrabe. Obraba ohisja lahko vpliva na zmoznost ustreznega
ciS€enja oddajnika in povzroc€i resne telesne poskodbe. Poklicite
lokalnega predstavnika in zavrzite napravo v skladu z lokalnimi
predpisi za odstranjevanje baterij (brez seziganja) ali se obrnite na

svojega zdravnika za informacije glede odstranjevanja.
17 Zavrzite uporabljene rokavice in si temeljito umijte roke z milom in vodo.

Odstranjevanje ostankov lepila

Ta postopek boste morda morali izvesti, e so na oddajniku ostanki lepila. Ce ob
vizualnem pregledu oddajnika opazite ostanke lepila, upostevajte navodila v
nadaljevaniju.

Za odstranjevanje ostankov lepila potrebujete vatirane palCke in medicinski
odstranjevalnik lepila, npr. Detachol™*, ki je nadomestek terpentina.

Opomba: \je( testiranjem je druzba Medtronic MiniMed uporabljala Detachol™" za
odstranjevanje ostankov lepila z oddajnika. Detachol™ * se priporoc¢a za
uporabo, a morda ni na voljo v vseh drzavah.

Odstranjevanje ostankov lepila:

1 Prepri¢ajte se, da je naprava za testiranje pritrjena na oddajnik.

2 Namogite vatirano pal¢ko v medicinski odstranjevalec lepila.

3 Drzite napravo za testiranje in nezno drgnite z odstranjevalcem lepila po oddajniku,
dokler ne odstranite vseh ostankov.
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4 Nadaljujte s postopkom &i$éenja. Za podrobnosti glejte Ciséenje oddajnika, na
strani 40.

Kopanje in plavanje
Ko sta oddajnik in senzor povezana, je povezava do 30 minut vodotesna do globine
2,4 metra (8 Cevljev). Lahko se tusSirate in plavate, ne da bi ju odstranili.

Ciséenje polnilnika
Ta navodila veljajo le za sploSno &iS&enje po potrebi, odvisno od zunanjega videza.
POZOR: Polnilnika ne potapljajte v vodo ali katero koli drugo ¢istilno

sredstvo. Polnilnik ni vodotesen. Voda lahko poskoduje polnilnik in
povzroc€i nepravilno delovanje naprave.

OPOZORILO: Polnilnik odstranite v skladu z lokalnimi predpisi za
odstranjevanje baterij ali se obrnite na svojega zdravnika za
informacije glede odstranjevanja. Polnilnik se lahko pri
seziganju vzge.

Temeljito si umijte roke.

Z vlazno krpo in blagim g&istilnim sredstvom, na primer detergentom za pomivanje
posode, ocistite umazanijo ali tujke z zunanje strani polnilnika. Za ¢i&€enje
polnilnika nikoli ne uporabljajte organskih topil, na primer razred€ila za barve ali
acetona.

3 Polnilnik polozite na &isto, suho krpo in po¢akajte dve do tri minute, da se posusi
na zraku.

Ciseenje polnilnika:
1
2

Odpravljanje tezav

V spodniji tabeli so informacije za odpravljanje tezav z oddajnikom, polnilnikom in
napravo za testiranje. Ce Zelite ve¢ informacij o odpravljanju tezav, glejte uporabniski
priro¢nik za sistem.
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Tezava

Verjetni vzrok(i)

Resitev

Oddajnik ste prikljucili
na polnilnik, a se ni
prizgala nobena lucka.

Pini konektorja oddajnika

so poskodovani ali
korodirani.

Baterija polnilnika je
prazna ali ni vstavljena.

1 Preverite, ali so pini konektorja oddajnika
poskodovani ali korodirani. Ce Zelite ved
informacij o pinih konektorja, glejte
Preverjanje pinov konektorja oddajnika,
na strani 39. Ce so pini poskodovani ali
korodirani, se obrnite na lokalnega
predstavnika. Morda je ¢as za zamenjavo
oddajnika.

2 Ce pini konektorja niso poskodovani,
zamenjajte baterijo v polnilniku. Navodila
za zamenjavo baterije polnilnika se
nahajajo v razdelku Vstavijanje baterije v
polnilnik, na strani 35.

Med polnjenjem
utripajo¢a zelena lu¢ka
na polnilniku ugasne,
prizge pa se rdeca
lucka na polnilniku, ki
utripa pocasneje.

Baterija polnilnika je
skoraj prazna.

Zamenjajte baterijo polnilnika. Navodila za
zamenjavo baterije polnilnika se nahajajo v
razdelku Vstavijanje baterije v polnilnik, na
strani 35.

Med polnjenjem
utripajoca zelena lucka
na polnilniku ugasne,
za dve sekundi pa se
prizigajo utripajoce
rdece lu¢ke na
polnilniku.

Baterija oddajnika je
skoraj prazna.

1 Oddajnik neprekinjeno polnite eno uro. Ce
se utripajoce lu¢ke ne ugasnejo, pojdite
na 2. korak.

2 Oddajnik neprekinjeno polnite osem ur.
Ce utripajoge lugke ne ugasnejo, poklisite
lokalnega predstavnika. Morda je €as za
zamenjavo oddajnika.

Med polnjenjem se na
polnilniku pojavi
kombinacija hitro in
pocasi utripajoCih
rdecih luck.

Bateriji polnilnika in
oddajnika sta skoraj
prazni.

1  Zamenjajte baterijo polnilnika. Navodila za
zamenjavo baterije polnilnika se nahajajo
v razdelku Vstavijanje baterije v polnilnik,
na strani 35.

2 Oddajnik neprekinjeno polnite eno uro. Ce
se hitro utripajoCe rdece lucke ne
ugasnejo, pojdite na 3. korak.

3 Oddajnik neprekinjeno polnite osem ur.
Ce utripajoée lugke ne ugasnejo, poklisite
lokalnega predstavnika. Morda je €as za
zamenjavo oddajnika.
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Tezava

Verjetni vzrok(i)

ResSitev

Zelena lu¢ka na
oddajniku ne utripa, ko
ga prikljucite na
senzor.

Oddaijnik ni ustrezno
priklju¢en.

Baterija oddajnika je
skoraj prazna.

Senzor ni ustrezno
vstavljen v telo.

Odklopite oddajnik s senzorja.

Pocakajte pet sekund in ga nato znova
prikljucCite. Ce zelena lu¢ka Se vedno ne
utripa, pojdite na 3. korak.

Oddajnik popolnoma napolnite in ga
priklju¢ite na napravo za testiranje. Ce
zelena lu¢ka Se vedno ne utripa, glejte
razdelek »Ko oddajnik priklju¢im na
napravo za testiranje, zelena lu¢ka na
oddajniku ne utripa« v poglavju
Odpravljanje napak. Ce zelena lugka
utripa, pojdite na 4. korak.

Odklopite oddajnik z naprave za testiranje,
poc¢akajte vsaj pet sekund in prikljucite
oddajnik na senzor. Ce zelena lu¢ka $e
vedno ne utripa, pojdite na 5. korak.

Senzor morda ni ustrezno vstavljen v telo.
QOdstranite senzor iz telesa in vstavite nov
senzor.

Zelena lu¢ka na
oddajniku ne utripa, ko
ga prikljucite na
napravo za testiranje.

Oddajnik ni ustrezno
prikljucen.

Baterija oddajnika je
skoraj prazna.

Preverite povezavo med oddajnikom in
napravo za testiranje. Ce zelena lucka Se
vedno ne utripa, pojdite na 2. korak.

Popolnoma napolnite oddajnik.

Oddajnik znova preskusite z napravo za
testiranje. Ce zelena lugka $e vedno ne
utripa, pokli¢ite lokalnega predstavnika.
Morda je ¢as za zamenjavo oddajnika.
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Tezava

Verjetni vzrok(i)

ResSitev

Baterija oddajnika se
izprazni ze pred
sedmim dnevom
uporabe.

Oddaijnik ni popolnoma
napolnjen, ko ga
prikljucite na senzor.
Brezzi¢na povezava med
oddajnikom in €rpalko je
pogosto prekinjena.

1

Oddajnik popolnoma napolnite, preden ga
prikljugite na senzor. Ce baterija
oddajnika Se vedno ne zdrzi celotnega
trajanja ene uporabe senzorja, pojdite na
2. korak.

Oddajnik odmaknite od opreme, ki oddaja
radiofrekvenéne motnje. Za ve€ informacij
o radiofrekvenénih motnjah glejte
podatkovni list z informacijami o
skladnosti radijske opreme, ki je prilozen
vasi ¢rpalki.

Zagotovite, da sta Crpalka in oddajnik
namescena na isti strani telesa, da
zmanjSate moznost radiofrekvencnih
motenj. Ce se popolnoma napolnjena
baterija oddajnika Se vedno izprazni Se
pred iztekom polnih sedmih dni, se
obrnite na lokalnega predstavnika. Morda
je €as za zamenjavo oddajnika.

Povezava med
oddajnikom in ¢rpalko
je prekinjena.

Crpalka je zunaj dosega.

Druge naprave oddajajo
radiofrekvenéne motnje.

Oddajnik odmaknite od opreme, ki oddaja
radiofrekvenéne motnje. Za ve¢ informacij
o radiofrekvencénih motnjah glejte
podatkovni list z informacijami o
skladnosti radijske opreme, ki je prilozen
va$emu oddajniku. Ce oddajnik $e vedno
ne more vzpostaviti komunikacije s
¢rpalko, pojdite na 2. korak.

Zagotovite, da sta ¢rpalka in oddajnik
namescena na isti strani telesa, da
zmanj$ate moznost radiofrekvenénih
motenj. Ce oddajnik $e vedno ne more
vzpostaviti komunikacije s ¢rpalko, za
pomoc¢ pokli¢ite lokalnega predstavnika.

Opomba: Ko oddajnik za 30 minut izgubi povezavo s Crpalko, se prikaze alarm ali opozorilo in
izpiSe se sporodilo.

SkladiSéenje in ravnanje
Oddaijnik, polnilnik ip napravo za testiranje shranjujte v Cistem in suhem prostoru na
sobni temperaturi. Ce oddajnika ne uporabljate, ga napolnite vsaj vsakih 60 dni.

POZOR:

Oddajnika ne shranjujte na polnilniku. Ce oddajnik pustite v polnilniku

vec kot 60 dni, se bo baterija trajno poskodovala.
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Odlaganje
Oddajnika ne odlagajte med nelo¢ene skupne odpadke. Oddajnik odstranite v skladu

z lokalnimi predpisi za odstranjevanje baterij ali se obrnite na svojega zdravnika za
informacije glede odstranjevanja.

Tehniéni podatki

Glavna naloga oddajnika je izmeriti vrednosti signala pripomocka za zaznavanje
znotraj zahtev to¢nosti oddajnika pod dolo¢enimi pogoji uporabe, opisanimi v
navodilih za uporabo sistema, ter jih poSiljati nadzorni napravi, in sicer ves ¢as
trajanja priakovane Zivljenjske dobe oddajnika. Ce je oddajnik izpostavljen
elektromagnetnim motnjam, se podatki morda ne prenesejo ali pa so napacni. V takih
primerih glejte navodila za uporabo, vzdrZzevanje in odpravljanje teZzav v ustreznih
uporabniskih priro¢nikih. Pravilnost delovanja oddajnika lahko preverite tudi z
napravo za testiranje. Ce je oddajnik poskodovan ali &e ne more komunicirati s
polnilnikom ali rpalko, se za pomo¢ obrnite na lokalnega predstavnika druzbe
Medtronic.
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Bioloska zdruzljivost

Oddajnik: v skladu s standardom EN ISO 10993-1

Uporabljeni deli

Oddajnik

Senzor

Pogoji delovanja

Temperatura oddajnika: 0 °C do 45 °C (32 °F do 113 °F)

Pozor: Pri uporabi oddajnika z napravo za testiranje pri temperaturi zraka,
ki je viSja od 41 °C (106 °F), lahko temperatura oddajnika preseze 43 °C
(109 °F).

Relativna vlaznost za oddajnik: 10 % do 95 % brez kondenzacije
Tlak oddajnika: 57,60 kPa do 106,17 kPa (8,4 psi do 15,4 psi)
Temperatura polnilnika: 10 °C do 40 °C (50 °F do 104 °F)
Relativna vlaznost za polnilnik: 30 % do 75 % brez kondenzacije

Pogoji shranjevanja

Temperatura oddajnika: —20 °C do 55 °C (-4 °F do 131 °F)
Relativna vlaznost za oddajnik: do 95 % brez kondenzacije

Tlak za oddajnik: 57,6 do 106 kPa (8,4 do 15,4 psi)
Temperatura polnilnika: =10 °C do 50 °C (14 °F do 122 °F)
Relativna vlaznost za polnilnik: 10 % do 95 % brez kondenzacije

Zivljenjska doba
baterije

Oddajnik: sedem dni neprekinjenega merjenja glukoze takoj po popolni
napolnitvi.

Polnilnik: polnilnik uporablja eno novo baterijo AAA za polnjenje oddajnika.

Oddajnik
— frekvenca

Pas 2,4 GHz, brezzi¢na tehnologija Bluetooth™* (razli€ica 4.0)

Ucinkovita mo¢
oddajanja (ERP)

~12,05 dBm (0,06 mW)

Uc¢inkovita izotropna
mo¢ oddajanja (EIRP)

—9,9 dBm (0,1 mW)

Obmoc¢je delovanja

Do 1,8 metra (6 Cevljev) v prostem zraku

Pricakovana
zivljenjska doba
oddajnika

Pri¢akovana Zivljenjska doba oddajnika je eno leto, odvisno od bolnikove
uporabe.

Brezzi¢na komunikacija z oddajnikom

Kakovost storitve

Oddaijnik in inzulinska ¢rpalka se povezeta s pomocjo povezave s pametno napravo.
Oddaijnik posilja podatke o glukozi in opozorila v zvezi s sistemom v &rpalko. Po
brezZicnem prenosu Crpalka preveri celovitost prejetih podatkov.
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Varnost podatkov

Oddaijnik je zasnovan tako, da sprejema samo radiofrekvenéno komunikacijo od
prepoznanih in povezanih naprav. Crpalka ne bo sprejela informacij iz oddajnika,
dokler je ne seznanite z njim.

Inzulinske &rpalke MiniMed™ in sestavni deli sistema (merilniki in oddajniki)

zagotavljajo varnost podatkov z lastniSkimi sredstvi in celovitost podatkov z uporabo

postopka preverjanja napak, kot je preverjanje CRC.

Potovanje z letalom 5
Va$ oddajnik je varen za uporabo na komercialnih letih. Ce vas osebje letalske
druzbe vpraSa o delovanju vase naprave, jim pokazite kartico za nujne zdravstvene

primere.

Smernice in deklaracija izdelovalca

Smernice in potrdilo izdelovalca — elektromagnetne emisije

Preizkus emisij Skladnost Elektromagnetno okolje — smernice
RF-emisije CISPR 11 Oddajnik uporablja radiofrekvenéno energijo samo za
sistemske komunikacije. Zato so emisije radijskih frekvenc
CISPR 11 Skupina 1, zelo majhne in verjetno ne motijo bliznje elektricne opreme.
razred B Opomba_- To izjavo za naprave skupine 1, razreda B
Harmoni¢ne emisije Navedba zahteva standard IEC 60601-1-2. Ker
smiselno ni oddajnik napaja baterija, oskrba z elektri¢no
IEC 61000-3-2 potrebna. energijo v ustanovi ne bo vplivala na njegove
Nihanja napetosti/ Navedba in}(lsy e.,hp l? I?.% t?g a 7’6 fudi i dc.’: azovo b
utripajoCe emisije smiselno ni @ trsn/ ol ezz\'/a. ,tp;)vezam Z Uporabo
potrebna. sistema v gospodinjstvih.
IEC 61000-3-3

Smernice in deklaracija izdelovalca — elektromagnetna odpornost

Preizkus
odpornosti

Raven preskusa IEC
60601-1-2:2014

Smernice za
elektromagnetno
okolje

Najvecje
predvideno stanje
uporabe po IEC
60601-1-2:2014

Elektrostati¢na
razelektritev (ESD)
IEC 61000-4-2

+8 kV stik
+2 kV, 4 kV, £8 kV,
+15 kV zrak

18 KV stik Uporablja se v obic¢ajnem
+2 kV, 4 kV, £8 domacem, komercialnem

kv, in bolnisni€nem okolju.
+15 kV zrak
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Smernice in deklaracija izdelovalca — elektromagnetna odpornost

Preizkus
odpornosti

Raven preskusa IEC
60601-1-2:2014

Najvecje
predvideno stanje
uporabe po IEC
60601-1-2:2014

Smernice za
elektromagnetno
okolje

Motnje prevodnosti,
inducirane z
radiofrekvencnimi

polji

3Vrms
150 kHz do 80 MHz
6 Vrms
Pasovi ISM med
150 kHz do 80 MHz

Navedba smiselno
ni potrebna.

Zahteva ne velja za to
napravo z baterijskim
napajanjem.

Hitri elektricni
prehodni pojav/udar

+2 kV
Frekvenca

Navedba smiselno
ni potrebna.

Zahteva ne velja za to
napravo z baterijskim

IEC 61000-4-4 ponavljanja 100 kHz napajanjem.
Prenapetost Medfazna napetost: Navedba smiselno Zahteva ne velja za to
IEC 61000-4-5 +0,5 kV, £1 kV ni potrebna. napravo z baterijskim

Dozemna napetost:
10,5 kV, +1 kV, £2 kV

napajanjem.

Opomba_- Ur je glavna izmeni¢na napetost pred uporabo testne stopnje.

Padci napetosti,

0 % Ur; 0,5 cikla (pri

Navedba smiselno

Zahteva ne velja za to

kratke prekinitve in 0°, 45°, 90°, 135°, ni potrebna. napravo z baterijskim
nihanje napetosti 180°, 225°, 270° in napajanjem.
napajalnih vodov 315°)
IEC 61000-4-11 0 % Ur; 1 cikel (pri
0°)
70 % za 25/30 ciklov
(pri 0°)
0% za
250/300 ciklov
Magnetno polje 30 A/m 30 A/m Uporablja se v obi¢ajnem
frekvence toka (50/60 domacem, komercialnem
Hz) in bolnisniénem okolju.
IEC 61000-4-8
Blizinska polja IEC 60601-1-2:2014, IEC Uporablja se v obic¢ajnem

radiofrekvenéne
opreme za brezzi¢no
komunikacijo

IEC 61000-4-3

Preglednica 9

60601-1-2:2014,
Preglednica 9

domacem, komercialnem
in bolnisni€nem okolju.

Opomba: Ut je glavna izmeniéna napetost pred uporabo testne stopnje.
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Smernice in deklaracija izdelovalca — elektromagnetna odpornost

Preizkus Raven preskusa IEC Najvecje Smernice za
odpornosti 60601-1-2:2014 predvideno stanje elektromagnetno
uporabe po IEC okolje
60601-1-2:2014
Oddana 10 V/Im 10 V/im Prenosna in mobilna
radiofrekvencna 80 MHz do 2,7 GHz 80 MHz do 6 GHz | oprema za
energija 80 % AM pri 1 kHz 80 % AM pri radiofrekvencéno
IEC 61000-4-3 1 kHz komunikacijo naj

nobenemu delu oddajnika,
vkljuéno s kabli, ne bo
blizje, kot je priporo¢ena
varnostna razdalja 30 cm
(12 palcev).

Jakost polja fiksnih
radiofrekvencnih
oddajnikov, ugotovljena z
elektromagnetnim
pregledom lokacije, mora
biti manj kot stopnja
skladnosti v vseh
frekvenénih obmogjih.

Motnje se lahko pojavijo v
blizini opreme, oznacene
s tem simbolom:

((«i»))

Opomba: Te smernice morda ne veljajo v vseh razmerah. Na Sirjenje elektromagnetnega polja
vplivata absorpcija in odsevanje zgradb, predmetov in ljudi.

Jamstvo

Medtronic MiniMed, Inc. (ali druga pravna oseba, na primer izdelovalec, naveden na
ovojnini pripomocka »Medtronic MiniMed«) kupcu oddajnika Medtronic jam¢i, da bo
oddajnik deloval brez napak v materialu in izdelavi eno (1) leto od datuma nakupa,
polnilnik pa do enega (1) leta od datuma nakupa.

V obdobju jamstva bo druzba Medtronic MiniMed po svoji presoji nadomestila ali
popravila vsak okvarjeni oddajnik ali polnilnik, za katerega veljajo tukaj navedeni
pogoji in omejitve. To jamstvo velja le za nove pripomocke. Ce bosta oddajnik ali
polnilnik zamenjana, se obdobje jamstva ne podalj3a.

Jamstvo velja le, e se oddajnik ali polnilnik Medtronic uporablja v skladu z navodili
izdelovalca. To jamstvo brez kakrsnih koli izjem ne velja v teh primerih:
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» Ce je Skoda nastala zaradi sprememb, ki jih je na oddajniku ali polnilniku po datumu
nakupa naredil uporabnik ali tretja oseba;

» Ce je Skoda posledica servisiranja ali popravil, ki jih je opravila katera koli druga
oseba ali pravna oseba, razen izdelovalca;

» e je Skoda posledica visje sile ali drugega dogodka, ki ni pod nadzorom izdelovalca;

» Ce je Skoda nastala zaradi malomarnosti ali nepravilne uporabe, vkljuéno z, vendar
ne omejeno na: nepravilno shranjevanje, potopitev v vodo, fizicéno zlorabo (kot je
padec);

» e je Skoda nastala zaradi uporabe pripomocka, ki ni bila v skladu z oznakami na
izdelku, navodili za uporabo ali ureditvenimi obvestili izdelovalca izdelka.

Jamstvo velja le za prvega kupca. Z vsako prodajo, izposojo ali drugim prenosom ali
uporabo izdelka, za katerega velja to jamstvo, na drugega uporabnika, ki ni prvi kupec, to
jamstvo nemudoma preneha veljati. Jamstvo ne velja za senzorje za glukozo in drugo
dodatno opremo.

Pravna sredstva, dolo¢ena v tem jamstvu, so edina pravna sredstva v primeru morebitne
krditve te pogodbe. Druzba Medtronic MiniMed in njeni dobavitelji ali distributerji niso
odgovorni za nobeno nakljuéno, posledi¢no ali posebno skodo, ki nastane zaradi
pomanijkljivosti v izdelku ali izhaja iz njih.

Vsi drugi pogoiji in jamstva, izrecna ali naznacena, razen jamstva, dolocenega z
zakonom, so izklju€ena, vklju¢no z jamstvi o ustreznosti za prodajo in uporabo za
dolo¢en namen.

To jamstvo daje kupcu dologene zakonske pravice in kupec ima lahko tudi druge pravice,
ki se razlikujejo glede na lokalno zakonodajo. To jamstvo ne vpliva na zakonske pravice
kupca.

Razkritje odprtokodne programske opreme (OSS)

V tem dokumentu je navedena odprtokodna programska oprema, ki jo lahko ta izdelek
lo€eno prikliCe, izvaja, povezuje, pridruZuje ali kako drugace uporablja.

Taksna odprtokodna programska oprema je uporabnikom licencirana na podlagi dologil in
pogojev lo€enih licenénih pogodb za takSno odprtokodno programsko opremo.

VaSo uporabo odprtokodne programske opreme v celoti urejajo pogoji in dolo€ila take
licence.

Izvorno kodo/objektno kodo in veljavno licenco za odprtokodno programsko opremo
lahko dobite na naslednjem spletnem mestu: http://www.ouah.org/ogay/hmac/.
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Tabela ikon

Serijska Stevilka

KataloSka Stevilka ali Stevilka modela

En oddajnik, en polnilnik in ena sprozilna naprava na vsebnik/paket

Dve napravi za testiranje na vsebnik/paket

Datum izdelave (LLLL-MM-DD)

Izdelovalec

Pred vsako uporabo glejte priro¢nik z navodili (na nalepki oznaceno modro).

Omejitev temperature

NeionizirajoCe elektromagnetno sevanje

Konfiguracija ali identifikator enoznacne razli€ice

Stopnja zascite pred elektricnim udarom: del v stiku z uporabnikom vrste BF

Oddajnik: 4 je stopnja zascite pred trdimi predmeti s premerom nad 1 mm. 8
je stopnja zasS¢ite pred ucinki neprekinjene potopitve v vodo [potopitev 2,4
metra (8 ¢evljev) za 30 minut].

95%
I

Omejitev vlaznosti

C€ 0459

Oznaka skladnosti: Ta simbol pomeni, da je naprava popolnoma v skladu z
Direktivo o medicinskih pripomockih 93/42/EGS (NB 0459).

y

Lomljivo, ravnajte pazljivo

ae
« e

T

Hranite v suhem prostoru

®

Reciklirajte karton, papir, plasti¢ni material za pakiranje in nezelen tiskani
material.
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Ni varno za magnetno resonanco (MR): Hranite stran od opreme za

Iniciativa OEEO: NE ZAVRZITE V SMETI. Napravo reciklirajte v skladu z
lokalnimi predpisi za odstranjevanije.
]
® magnetnoresonanc¢no slikanje (MRI).

Rok za polnjenje
L]
9@

Brezzi¢na tehnologija Bluetooth™

© Bluetooth’

FCCID: OH27821 | V skladu z zahtevami ZDA glede radijskih komunikacij.

. _ V skladu z zahtevami kanadskega Ministrstva za inovacije, znanost in
IC: 3408B-7821 gospodarski razvoj glede radijskih komunikacij.
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& V skladu z avstralskimi zahtevami glede radijskih komunikacij.
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Oznaka skladnosti: Ta simbol pomeni, da je naprava popolnoma v skladu z

Direktivo o medicinskih pripomockih 93/42/EGS.
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é Pozor: Pomembna opozorila ali previdnostne ukrepe, ki niso navedeni na
nalepki, si oglejte v navodilih za uporabo.

© 2020 Medtronic MiniMed, Inc. Vse pravice pridrzane.
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lastnikov. Vse ostale znamke so blagovne znamke druzbe Medtronic.

Bluetooth™*
Detachol™*
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Bluetooth™* kablosuz teknolojisine sahip Guardian™ Link (3) verici, akilli cihaz
baglanabilirligine sahip MiniMed™ insilin pompa sistemlerine ydnelik sirekli glikoz
izleme (CGM) sisteminin bir bilesenidir.

test cihazi %

Verici

yerlestirici sarj cihazi

Guardian™ Link (3) verici seti (MMT-7910) bilesenleri
Eksiksiz bir verici seti agagidaki bilesenleri icerir:

*  Guardian™ Link (3) verici (MMT-7911) +  Sarj Cihazi (MMT-7715)
. Iki test cihazi (MMT-7736L) . One-press yerlestirici (MMT-7512)

Cihazin hedeflenen amaci

Sarj edilebilir bir cihaz olan Guardian™ Link (3) verici (MMT-7911) glikoz sensoérine
glc saglar, sensor verilerini toplayip hesaplar ve verileri, diabetes mellitus yonetimine
yonelik olarak, akilli cihaz baglanabilirligine sahip, uyumlu bir MiniMed™ insulin
pompasi sistemine gonderir. Verici yalnizca Guardian™ Sensor (3) glikoz sensoéri
(MMT-7020) ile uyumludur ve tek hastada ya da birden fazla hastada kullanim igin
endikedir.

Kontrendikasyonlar
Bilinenbulunmamaktadir.

Uyarilar

» Vericiyi sistemin normal ¢alismasini sekteye ugratabilecek diger elektrikli
ekipmana bitisik olarak kullanmayin. Sistemin normal galismasini sekteye
ugratabilecek diger elektrikli ekipmanlar kontrendikedir. Sistemin normal
¢alismasini sekteye ugratabilecek elektrikli ekipmanlar ile ilgili daha fazla bilgi
icin bkz. Manyetik alanlara ve radyasyona maruziyet, sayfa 62.
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Sensor ile ilgili tim onlemler, uyarilar ve talimatlar igin daima sensoérin kullanici
kilavuzuna bakin. Sensoérin kullanici kilavuzuna bakilmamasi, ciddi yaralanmayla
veya sensorin hasar gérmesiyle sonuglanabilir.

Cocuklarin kiiglik pargalari agzina koymasina izin vermeyin. Bu Uriin kiguk ¢ocuklar
icin bogulma tehlikesi teskil eder.

Medtronic Diabetes tarafindan agik¢ga onaylanmadikga, cihazi dedistirmeyin veya
modifiye etmeyin. Cihazin modifiye edilmesi ciddi yaralanmaya neden olabilir, cihazi
calistirma yetinizi sekteye ugratabilir ve garantinizi gecgersiz kilabilir.

Kanla temas etmesi halinde test cihazini kullanmayin. Kanla temas edilmesi
enfeksiyona neden olabilir. Test cihazini tibbi atiklarin bertaraf edilmesine yonelik
yerel diizenlemelere gore bertaraf edin ya da bertaraf etme ile ilgili bilgiler igin saglik
uzmaninizla gérusun.

Sensorl yerlestirdikten sonra kanama olusabilir. Vericiyi sensére baglamadan énce
daima bdlgede kanama olmadigindan emin olun. Verici konnektdrine kan girebilir ve
cihaza zarar verebilir. Cihazi hasarli ise atin. Kanama olursa, kanama durana kadar
steril gazl veya temiz bir bezle yerlestirme bdlgesine sabit basing uygulayin. Kanama
durduktan sonra, vericiyi sensore takin.

Verici veya sensdrle ilgili herhangi bir advers reaksiyon yagsamaniz durumunda yerel
temsilcinizle iletisime gecin. Advers reaksiyonlar ciddi yaralanmaya neden olabilir.
Vericiyi tibbi atik konteynerine atmayin veya asiri derecede yuksek 1siya maruz
birakmayin. Verici ates alabilecek ve ciddi yaralanmaya neden olabilecek bir pil icerir.

Manyetik alanlara ve radyasyona maruziyet

Vericinizi Manyetik Rezonans Goériintileme (MRI) ekipmanina, diyatermi cihazlarina
veya kuvvetli manyetik alanlar treten baska cihazlara (6rnegin, rontgen, BT taramasi
veya bagka radyasyon tirleri) maruz birakmayin. Kuvvetli bir manyetik alana
maruziyet dederlendiriimemigstir ve cihazin arizalanmasina neden olarak, ciddi
yaralanmayla sonugclanabilir veya glvenli olmayabilir. Vericiniz kuvvetli bir manyetik
alana maruz kalirsa kullanimi kesin ve daha fazla yardim igin yerel temsilcinizle
iletisime gegin.

Roéntgen, MRI, diyatermi veya BT taramasi ekipmaninin bulundugu bir odaya
girmeden 6nce sensdriinlzu ve vericinizi daima ¢ikarin. Kuvvetli bir manyetik alana
maruziyet dederlendiriimemigstir ve cihazin arizalanmasina neden olarak, ciddi
yaralanmayla sonuglanabilir veya giivenli olmayabilir. Sensériiniiz veya vericiniz
kuvvetli bir manyetik alana maruz kalirsa kullanimi kesin ve daha fazla yardim igin
yerel temsilcinizle iletisime gegin.
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Seyahat ederken, cihazinizla birlikte verilen Tibbi acil durum kartini her zaman
yaninizda tasiyin. Tibbi acil durum karti, havaalani glvenlik sistemleri ve
vericinizin ugakta glivenli bir bicimde kullaniimasi hakkinda son derece 6nemli
bilgiler saglamaktadir. Tibbi acil durum kartindaki rehberlige uyulmamasi ciddi
yaralanmayla sonuglanabilir.

Onlemler

Guardian™ Link (3) vericiyi (MMT-7911), akilli cihaz baglanabilirligine sahip
olmayan bir MiniMed™ instlin pompasi ile birlikte kullanmaya ¢alismayin.
Yalnizca akilli cihaz baglanabilirligine sahip bir MiniMed ™ instilin pompasi
Guardian™ Link (3) verici (MMT-7911) ile iletisim kurabilir.

Vericiyle birlikte sadece Guardian™ Sensor (3) glikoz sensoérini (MMT-7020)
kullanin. Baska herhangi bir sensér kullanmayin. Diger sensérler verici ile birlikte
kullaniimaya y6nelik degildir ve verici ile sensérde hasara neden olur.

Verici ile birlikte yalnizca yesil renkli test cihazini (MMT-7736L) kullanin. Verici
Uzerindeki cepler test cihazina bagh oldugu zaman gérunirdur. Bagka bir test
tikaci kullanmayin. Diger test tikaglari verici ile kullaniimaya yonelik degildir ve
verici ile test cihazinda hasara neden olur.

Vericiyi temizlerken daima test cihazini kullanin. Vericiyle beraber bagka
herhangi bir test tikaci kullanmayin. Baska bir test tikacinin kullaniimasi verici
icine su girmesiyle sonuglanabilir veya gereken sekilde temizlenmesini
Onleyebilir. Su da vericide hasara yol agabilir.

Test cihazini veya sensori vericiye takili haldeyken bikmeyin. Test cihazi veya
sensOrun bukuilmesi vericide hasara neden olur.

Test cihazinin, vericiye bagli degilken herhangi bir siviyla temas etmesine izin
vermeyin. Islak bir test cihazi vericide hasara yol agabilir.

Bir sensore veya test cihazina bagl degilken vericinin herhangi bir siviyla temas
etmesine izin vermeyin. Nem vericide hasara neden olur ve islak verici sensérde
hasara yol agabilir.
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Test cihazi tzerindeki O-halkalari herhangi bir madde ile temizlemeyin. O-halkalarin
temizlenmesi test cihazina hasar verebilir.

O-halkalar

=

11

IEC60601-1-2:2014, 4. Baski; Tibbi Elektrikli Ekipmanlar igin Ozel
EMC Onlemleri

1

Elektromanyetik Uyumlulukla (EMC) ilgili Ozel Onlemler: Viicuda takilan bu cihaz,
cep telefonlari, kablosuz teknoloijisi, elektrikli konserve acacaklari, mikrodalga ve
indiksiyonlu firinlar gibi, yaygin diizeylerde isinimli “E” (V/m) veya “H” alanlarinin
(A/m) var oldugu makul bir konut, ev, kamu veya is ortaminda calistiriimaya
yoneliktir. Bu cihaz radyo frekansi enerjisi Uretir, kullanir ve yayabilir ve Urlinle birlikte
saglanan talimatlara uygun sekilde kurulup kullaniimadigi takdirde telsiz
haberlesmesinde zararli girisime neden olabilir.

2 Tasinabilir ve mobil RF haberlesme ekipmanlari tibbi elektrikli ekipmanlari
etkileyebilir. E§er mobil veya sabit bir RF vericisinden gelen RF girisimiyle
karsilasirsaniz girisime neden olan RF vericisinden uzaklasin.

3 Vericinizi tasinabilir radyofrekans (RF) ekipmanlari veya elektrikli ekipmanlara
30 cm'den (12 in¢) daha yakin mesafede kullanirken dikkatli olun. Eger vericinizi
tasinabilir RF ekipmani ya da elektrikli ekipmana yakin olarak kullanmaniz gerekliyse,
sistemin dogru ¢alistigini dogrulamak Uzere vericiyi gézlemleyin. Bunun sonucunda,
vericinin performansinda koétlilesme olusabilir.

Yardim

MiniMed™ sistemi kullanici kilavuzunun bir kopyasina ihtiyaciniz varsa yerel temsilciniz
ile iletisime gegin.
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Vericinizin hazirlanmasi

Verici, gerektiginde sarj cihazi ile sarj edebileceginiz, degdistirilemeyen, sarj edilebilir
bir pil igerir. Vericinin kullanilmadan énce sarj edilmesi gerekir. Sarj cihazi sarj
durumunu gdsteren yesil bir 1sik ve sarj islemi sirasindaki sorunlari bildiren kirmizi bir
1sik icerir. Kirmizi bir 1sik gorirseniz bkz. Sorun giderme, sayfa 80. Sarj cihazi igin

bir adet AAA alkalin pil gerekir.

Not: Pil yanlis takildiysa veya azalmigsa, sarj cihazi ¢alismaz. Yeni bir pil kullanarak,
pilin takilmasina yénelik adimlari tekrarlayin.

Sarj cihazina pil takilmasi

Sarj cihazina pil takmak igin:

1 Pil kapagini igeri itin ve kaydirarak ¢ikarin (3. adimdaki sekilde gdsterilen
bicimde).

2 Yeni bir alkalin AAA pil takin. Pildeki + ve - sembollerinin sarj cihazi Uzerindeki
ayni sembollerle ayni hizada oldugundan emin olun.

3 Pil kapagini tik sesi ¢ikarip yerine oturana kadar sarj cihazinin tizerine kaydirarak
yerine yerlestirin.

Vericinin sarj edilmesi

DIKKAT: Sensériiniizii yerlestirmeden énce vericiyi daima sarj edin. Sarj
tiikenmis olan bir verici islemez. Tamamen sarj edilmis bir verici
sarj edilmeden en az yedi giin ¢aligir. Sarji tiikenmis bir vericinin
sarj olmasi iki saate kadar siirebilir.
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DIKKAT: Vericiyi sarj cihazi lizerinde 60 giinden uzun siire boyunca saklamayin.
Kullanmadan 6nce yeniden sarj etmek i¢in sarj cihazi ile baglantisini
kesin ve yeniden baglayin. Eger verici 60 glinden uzun siire boyunca
sarj cihazi lizerinde birakilirsa verici pili kalici bicimde hasar goriir.

Vericiyi sarj etmek igin:

1 Vericiyi sarj cihazina badlamak igin vericiyi ve sarj cihazini
birbirlerine dogru itin.

2 Verici takildiktan sonra 10 saniye icinde, sarj cihazi elektrik nd
alirken, sarj cihazinda yesil bir 1sik yaklasik bir ila iki saniye
boyunca yanip s6ner. Sarj suresinin geri kalan bolimG boyunca
sarj cihazinin Uzerindeki yesil 1sik, dort yanip sénmenin

arasinda bir duraklama olacak sekilde, dort yanip sénmeden
olusan bir diizen iginde yanip sbnmeye devam eder.

3 Sarj tamamlandiginda sarj cihazinin yesil 15131 15 ila 20 saniye
boyunca yanip sénmeksizin agik kalir, ardindan soéner.

4 Sarj cihazinin yesil 1s1g1 sonduginde vericiyi sarj cihazindan a \
cikarin. Vericinin Gzerindeki yesil 1sik yanip sénmeye baglar. [

Vericinizin eslenmesi

Vericinizin pompaniz ile eslenmesine iligkin talimatlar i¢in, daima
sistemin kullanici kilavuzuna bakin. Sensdrden pompaya veri génderilebilmesi igin
pompa ve vericinin eslenmesi gerekir. Pompa ve vericinin yalnizca bir kez eslenmesi
gerekir. Yeni bir sensor yerlestirdiginizde pompayi verici ile tekrar eslemenize gerek
yoktur.

Sensorin yerlestirilmesi

Sensoriin nasil yerlestirilecegi ile ilgili talimatlar igin daima sensor kullanici kilavuzunuza
bakin.
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Vericinin sensore baglanmasi

Devam etmeden 6nce MiniMed™ insulin pompasi sistem kullanici kilavuzunuzu
yaninizda bulundurun.

Vericiyi sensdre baglamak igin:

1

2

Sensor yerlestirildikten sonra, vericiyi baglamadan 6nce gereken bandin nasil
yapistirilacagina dair ayrintilar i¢in sensér kullanici kilavuzunuza bagvurun.
Baglanti sirasinda yerinden gikmasini énlemek igin yerlestirilen sensoriin
yuvarlak ucunu tutun.

Vericiyi gosterildigi sekilde tutun. Verici Gzerindeki iki
¢entigi sensorin yan kollari ile hizalayin. Vericinin diiz olan
tarafi deriye dénik olmalidir.

Sensorin kollar vericideki gentiklere oturana kadar vericiyi
sensor konnektorinidn Uzerine kaydirin. Verici duzgin
sekilde baglandiysa ve sensdrun interstisyel sivi ile
nemlenmesi i¢in yeterli zaman gegtiyse verici Uzerindeki
yesil 1sik 6 kez yanip sdéner.

Not: Eger verici yanip sbnmezse bkz. Sorun giderme, sayfa 80.

Sensére baglandiktan sonra verici 15131 yesil renkte yanip séniince pompanizi
kullanarak sensoéri bagslatin. Daha fazla talimat icin sistem kullanici kilavuzunuza
bakin.

Sensorin yapiskan seridini vericiye takin.

Verici baglandiktan sonra, gereken bandin yapistiriimasina dair ayrintilar igin
sensdr kullanici kilavuzunuza bagvurun.

Pompa ekraninda beliren veya sistem kullanici kilavuzunuzda bulunan talimatlari
uygulayin.
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Vericinin sensor ile olan baglantisinin kesilmesi

Devam etmeden 6nce MiniMed™ insulin pompasi sistem kullanici kilavuzunuzu
yaninizda bulundurun.

Verici ile sensorin baglantisini kesmek igin:

1 Varsa tum bantlar vericiden ve sensérden dikkatlice ¢ikarin.

2 Yapigkan seridini vericinin tst kismindan ¢ikarin.

3 Vericiyi gosterildigi sekilde tutun ve sensoérin esnek yan
kollarini bas parmaginiz ve isaret parmaginiz arasinda kistirin.

4 Vericiyi sensOrden nazikge ¢ekerek ayirin.

5 Pompanin Gzerinde beliren veya sistem kullanici kilavuzunuzda
bulunan talimatlari uygulayin.

Sensorun gikarilmasi

Sensoérin nasil gikarilacagi ile ilgili talimatlar igin daima sensdr kullanici kilavuzuna
bakin.

Vericinin zaten yerlestirilmis olan bir sensore yeniden baglanmasi

Vericinizi, kullanmakta oldugunuz sensére yeniden baglayabilirsiniz. Sadece vericinizi
zaten yerlestirilmis olan sensére baglayin. Pompa vericiyi tespit ettiginde Sensért Tekrar
Baglamak istediginizi onaylayin. Bir sensdre tekrar baglanilirken baglantinin kurulmasi
birkag saniye surebilir. Sensoérin yapiskan seridini vericiye yeniden takin ve gereken
bandi yeniden yapistirin. Bir senséru tekrar bagladiginizda sensoér, kalibre edebilmeniz
igin bir iIsinma surecinden daha geger.

Test cihazi

Test cihazi, vericiyi test edip ¢alistigindan emin olmak igin kullanilir. Test cihazi ayni
zamanda, vericinin temizlenmesi sirasinda su gegirmez bir sizdirmazlik olusturmak
amaciyla gerekli bir bilesen olarak da kullanilir. Test cihazinin vericiye diizglin sekilde
baglanmasi, sivilarin vericinin igindeki konnektdr pimleriyle temas etmemesini saglar.
Sivilar, konnektdr pimlerinin paslanmasina neden olarak vericinin performansini
etkileyebilir.

Test cihazini vericiye takili haldeyken bukmeyin. Bu, vericiye zarar verir.
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Test cihazi bir yil boyunca kullanilabilir. Test cihazini bir yildan daha uzun bir sire
kullanmaya devam ederseniz, test cihazi artik su sizdirmaz bir yalitici gorevi
gOremeyeceginden vericinin igindeki konnektor pimleri hasar gorebilir. Konnektor
pimlerinin nasil kontrol edilecegi ile ilgili talimatlar i¢in bkz. Vericinin konnektér
pimlerinin denetlenmesi, sayfa 69.

DIKKAT: Verici ile birlikte yalnizca yesil renkli test cihazini (MMT-7736L)
kullanin. Verici tizerindeki cepler test cihazina bagh oldugu zaman
gorunirdir. Baska bir test tikaci kullanmayin. Diger test tikaglari
verici ile kullanilmaya yonelik degildir ve verici ile test cihazinda
hasara neden olur.

yesil test
cihazi

Vericinin konnektor pimlerinin denetlenmesi
Bu resim konnektdr pimlerinin nasil gérinmesi gerektigine dair verilmis bir érnektir.

konnektor agikligi

konnektor pimleri

muhafaza

Verici konnektora acgikligindan igeriye bakarak konnektor pimlerinin hasar
goérmediginden ya da paslanmadigindan emin olun. Konnektér pimleri hasar gérmus
veya paslanmigsa, verici sarj cihazi veya pompa ile iletisim kuramaz. Yerel
temsilcinizle goérugun. Vericinizi degistirmenin vakti gelmig olabilir.

Ayrica konnektér agikhginin igcinde nem olup olmadigini kontrol edin. Herhangi bir
nem ile karsilagirsaniz, vericiyi en az bir saat kurumaya birakin. Konnektor acikligi
icerisindeki nem, vericinin dizgln sekilde galismamasina neden olarak zaman iginde
paslanma ve hasara yol agabilir.
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Test cihazinin test veya temizlik i¢cin baglanmasi
Devam etmeden 6nce MiniMed™ insilin pompasi sistem kullanici kilavuzunuzu
yaninizda bulundurun.

Test cihazini baglamak igin:

1 Vericiyi ve test cihazini gésterildigi gibi tutun. Test cihazinin diiz tarafiyla vericinin
diz tarafini ayni hizada tutun.

2 Test cihazini verici igine, test cihazinin esnek yan kollari
vericinin her iki tarafindaki ¢entiklere oturana kadar itin.
Duzgun sekilde takildiginda, verici tizerindeki yesil 151k 6 kez -»>
yanip soner.

3 Vericiyi test etmek amaciyla vericinin sinyal génderdiginden
emin olmak i¢in, pompanin tzerindeki sensér simgesini kontrol
edin (sistem kullanici kilavuzunuza bakin).

4  Vericiyi temizlemek igin, bkz. Vericinin temizlenmesi,
sayfa 70.

5 Test veya temizlik iglemi bittikten sonra, test cihazini vericiden gikarin.

Test cihazinin ¢ikariimasi
Test cihazini ¢gikarmak igin:

1 Vericinin gévdesini gosterildigi sekilde tutun ve test cihazinin yan kollarini sikin.

2 Test cihazinin yan kollari sikili haldeyken, vericiyi test
cihazindan yavasca c¢ekerek ayirin.

Not: Vericinin pil 6mriinden tasarruf etmek igin, temizlik veya
test sonrasinda test cihazini bagl halde BIRAKMAYIN.

Vericinin temizlenmesi

Verici, evde kisisel kullanim icin (tek hastada kullanim) veya saglk
kurumlarinda kullanim igin (birden fazla hastada kullanim)
tasarlanmistir. Tek hastada kullanim igin, her kullanimdan sonra temizlik gerekli iken,
birden fazla hastada kullanim igin, her kullanimdan sonra temizlik ve dezenfeksiyon
gereklidir. Vericiyi bir saglik kurumunda kullanirken, daima birden fazla hastada
kullanima yénelik temizlik ve dezenfeksiyon proseduiriini takip edin.

UYARI: Vericiyi tibbi atik konteynerine atmayin veya asiri derecede yiiksek isiya
maruz birakmayin. Verici ates alabilecek ve ciddi yaralanmaya neden
olabilecek bir pil igerir.

-70-



Not: Test cihazi, vericinin temizlenmesi igin gerekli bir bilegendir. Ayrintilar igin
bkz. Test cihazi, sayfa 68.

DIKKAT: Cihazi temizlemek ya da dezenfekte etmek igin otomatik
yikayici-dezenfekte edici kullanmayin. Cihazi temizlemek ya da
dezenfekte etmek igin otomatik yikayici-dezenfekte edicinin
kullanilmasi vericinin hasar géormesine neden olur.

Tek hastada kullanim igin
Vericiyi her kullanimdan sonra daima temizleyin.
Vericiyi temizlemek i¢in su malzemelere ihtiya¢ duyacaksiniz:

+ etkisi yumusak sivi sabun

* yeni yurimeye baslamis ¢ocuklara yonelik yumusak killi dis firgasi
+ kap

+ temiz, pamuk birakmayan kuru bezler

Kullanim émrii

Verici, daha 6nce gergeklesen durum gecerli olmak lizere, 122 defaya kadar veya
bir yil stireyle temizlenebilir. Vericiyi bu noktada atin. Eger vericiyi 122 defadan veya
bir yildan sonra kullanmaya devam ederseniz temizleme slreci cihazda hasara yol

agabilir. Yeni bir verici siparis etmek Uzere yerel temsilcinizle irtibata gegin.

UYARI: Muhafazada herhangi bir gatlama, dékiilme veya hasar goriirseniz

cihazi kullanmayin. Muhafazada ¢atlama, dékiilme veya hasar

kotiulesme belirtileridir. Muhafazadaki koétillegsme vericiyi gereken

sekilde temizleme yetisini etkileyebilir ve ciddi yaralanmayla

sonuglanabilir. Yerel temsilcinizi arayin ve cihazi, pillerin bertaraf

edilmesine yonelik yerel diizenlemelere goére bertaraf edin
(yakilmamalidir) ya da bertaraf etme ile ilgili bilgiler i¢in saglik
uzmaninizla goriigiin.

Vericiyi temizlemek igin:

1 Ellerinizi iyice yikayin.
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2 Su gegirmez bir sizdirmazlik olusturmak igin test cihazini vericiye takin.

3 Verici Uzerinde yapistirici kalintisi varsa bkz. Yapigtirici kalintisinin ¢ikariimasi,
sayfa 79.

4 Vericiyi, oda sicakhigindaki musluk suyuyla en az bir dakika boyunca, temiz gériinene
kadar durulayin. Bitln ulagilmasi gig¢ alanlarin tamamen durulandigindan emin olun

5 Oda sicakligindaki 3,8 litre (1 galon) musluk suyu bagina 5 mililitre (1 tath kasigi)
yumusak sivi sabun kullanarak yumusak bir sivi sabun ¢dzeltisi hazirlayin.

6 Test cihazi hala takili haldeyken vericiyi etkisi yumusak sivi sabun ¢dzeltisinin
icerisine daldirin ve bir dakika boyunca sivi iginde birakin.
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7 Test cihazini tutarak, vericinin tim ytzeyini yumusgak killi bir gocuk dis firgasi
kullanarak firgalayin. Bitin ulasiimasi gig alanlari, temiz goriinene kadar
firgalandiginizdan emin olun.

8 Vericiyi, oda sicakliindaki, akmakta olan musluk suyunun altina tutarak en az
bir dakika boyunca, gértnurde sivi sabun kalmayincaya kadar durulayin.

9 Vericiyi ve test cihazini, temiz, kuru bir bezle kurulayin.

<

10 Vericiyi ve test cihazini temiz, kuru bir bezin lizerine koyun ve tamamen
kurumaya birakin.
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11 Test cihazinin kollarini nazikge sikarak test cihazini vericiden ¢ikarin.

Birden fazla hastada kullanim i¢in
Vericiyi bir saglik kurumunda kullanirken her kullanim sonrasinda vericiyi daima
temizleyip dezenfekte edin.

UYARI: Bu cihazi tutarken veya kullanirken Standart Onlemlere bagl kalmaniz
gerekir. Sistemin tim parcgalarinin bulasici olma olasiligina sahip
oldugu g6z éniinde bulundurulmalidir; bunlar hastalar ile saglk
uzmanlar arasinda kan yoluyla bulagan patojenlerin iletiimesine yol
acabilir.

Verici her bir hasta lizerindeki kullanimdan sonra dezenfekte
edilmelidir. Bu sistem, yalnizca, Standart Onlemler ve Medtronic
Diabetes tarafindan saglanan dezenfeksiyon prosediirleri izlendigi
takdirde, birden ¢ok hastanin test edilmesinde kullanilabilir.

Vericiyi temizlemek i¢in su malzemelere ihtiya¢ duyacaksiniz:

» eldivenler

+ etkisi yumusak sivi sabun

* yeni yurimeye baslamis gocuklara yonelik yumusak killi dis firgasi
*  %8,25 camasir suyu

+ iki kap

+ temiz, pamuk birakmayan kuru bezler

Kullanim émrii
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Verici, daha 6nce gergeklesen durum gecerli olmak tzere, 122 defaya kadar veya bir
yil stireyle temizlenebilir ve dezenfekte edilebilir. Vericiyi bu noktada atin. Eger
vericiyi 122 defadan veya bir yildan sonra kullanmaya devam ederseniz temizleme ve
dezenfeksiyon slireci cihazda hasara yol agabilir. Yeni bir verici siparis etmek izere
Medtronic ile temasa gegin.

Vericiyi temizlemek ve dezenfekte etmek igin:

1 Ellerinizi yikayin ve eldiven takin.

2 Vericinin konnektor acikliginin i¢ kisminda vicut sivisi belirtisi olup olmadigini
inceleyin. Konnektor pimlerinin nasil incelenecegi ile ilgili talimatlar igin bkz.
Vericinin konnektér pimlerinin denetlenmesi, sayfa 69.

DIKKAT: Vericiyi inceleyen kisginin gérme yetisi, kiigiik viicut sivisi
damlalarini veya kalintilari gérmesine imkan verecek 6l¢iide yeterli
olmalidir.

UYARI: Eger konnektor acgikhgi iginde viicut sivisi goriirseniz vericiyi
atmaniz gerekir. Verici pil icerdigi icin, biyoatik kabina atmayin.
Bunun yerine, vericiyi temizleyin ve dezenfekte edin ve ardindan pil
bertaraf etmeye iligskin yerel yonetmeliklere gore (yakarak degil)
atin.

konnektor agiklig

konnektor pimleri

muhafaza
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4 Verici Uzerinde yapistirici kalintisi varsa bkz. Yapistirici kalintisinin ¢ikarilmasi,
sayfa 79.

5 Vericiyi, oda sicakligindaki musluk suyuyla en az bir dakika boyunca, temiz gériinene
kadar durulayin. Bitln ulagilmasi gug alanlarin tamamen durulandigindan emin olun.

6 Oda sicakhigindaki 3,8 litre (1 galon) musluk suyu basina 5 mililitre (1 tath kasig)
yumusak sivi sabun kullanarak yumusak bir sivi sabun ¢dzeltisi hazirlayin. Her
kullanim i¢in mutlaka yeni bir ¢ézelti hazirlayin.

7 Test cihazi hala takili haldeyken vericiyi etkisi yumusak sivi sabun ¢ozeltisinin
icerisine daldirin ve bir dakika boyunca sivi iginde birakin.

8 Test cihazini tutarak, vericinin tim ytzeyini yumusak killi bir gocuk dis firgasi

kullanarak firgalayin. Butlin ulasilmasi gug alanlari, temiz gériinene kadar
fircalandiginizdan emin olun.
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9 Vericiyi, oda sicakliindaki, akmakta olan musluk suyunun altina tutarak en az
bir dakika boyunca, goérunirde sivi sabun kalmayincaya kadar durulayin.

10 Vericiyi ve test cihazini, temiz, kuru bir bezle kurulayin.

<

11 Bir (1) 6lcek %8,25'lik gamasir suyuna dokuz (9) dlgek su kullanarak, nihai
konsantrasyon %0,8 olacak sekilde, 1:10 oraninda ¢camasgir suyu ¢ozeltisi
hazirlayin. Her kullanim icin mutlaka yeni bir ¢dzelti hazirlayin.

12 Dezenfeksiyondan dnce mutlaka 6nceki temizleme adimlarini tamamlayin. Test
cihazi hala takili haldeyken vericiyi gamasir suyu ¢dzeltisinin icerisinde 20 dakika
boyunca bekletin.
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13 Vericiyi, oda sicakligindaki, akmakta olan musluk suyu altinda U¢ dakika boyunca
durulayin.

14 Vericiyi ve test cihazini temiz, kuru bir bezin Gzerine koyun ve tamamen kurumaya
birakin.

UYARI: Eger daha 6nceki incelemenizde konnektor agikligi iginde viicut sivisi
gordilyseniz vericiyi, test cihazi takili halde, pil bertaraf etmeye iligkin
yerel yonetmeliklere uygun olarak (yakarak degil) atmaniz gerekir.

15 Test cihazinin kollarini nazikge sikarak test cihazini vericiden cikarin.

16 Verici muhafazasinda herhangi bir ¢atlama, dokilme ya da hasar olup olmadigini
inceleyin. Eger bu belirtilerin herhangi birini gérirseniz dezenfekte edilmis vericiyi pil
bertaraf etmeye iliskin yerel ydnetmeliklere gore (yakarak degil) atmaniz gerekir.

UYARI: Muhafazada herhangi bir catlama, dokiilme veya hasar goriirseniz
cihazi kullanmayin. Muhafazada ¢atlama, dokiilme veya hasar
kotiilesme belirtileridir. Muhafazadaki kotiilesme vericiyi gereken
sekilde temizleme yetisini etkileyebilir ve ciddi yaralanmayla
sonuglanabilir. Yerel temsilcinizi arayin ve cihazi, pillerin bertaraf
edilmesine yonelik yerel diizenlemelere gore bertaraf edin
(yakilmamalidir) ya da bertaraf etme ile ilgili bilgiler i¢in saghk
uzmaninizla gorisiin.

17 Kullaniimig eldivenleri atin ve ellerinizi sabun ve su ile iyice yikayin.
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Yapistirici kalintisinin gikarilmasi

Vericinin Uzerinde yapistirici kalintisi var ise bu prosediiri yerine getirmeniz gerekli
olabilir. Vericiyi gozle incelediginizde Uizerinde yapistirici kalintisi gériiyorsaniz bu
talimatlari izleyin.

Yapistirici kalintisini gidermek i¢in pamuklu ¢gubuklara ve tibbi yapistirici gikariciya
(mineral ispirto olan Detachol™* gibi) ihtiya¢ duyacaksiniz.

Not: Medtronic MiniMed, testler sirasinda vericiden yapigtirici kalintisini gidermek

icin Detachol™" kullanmistir. Detachol™* kullanimi énerilmektedir, ancak bu,
ttim Glkelerde temin edilemeyebilir.

Yapistirici kalintisini gikarmak igin:

1 Test cihazinin vericiye takili oldugundan emin olun.

2 Bir pamuklu gubugu tibbi yapistirici ¢ikarici i¢erisine batirin.

3 Test cihazini tutun ve kalinti ¢cikana kadar vericiyi tibbi yapistirici ¢ikariciyla
nazikge ovun.

4 Temizlik prosediri ile devam edin. Ayrintilar igin bkz. Vericinin temizlenmesi,
sayfa 70.

Banyo yapma ve ylizme

Verici ve sensoér baglandiktan sonra, 30 dakikaya kadar, 2,4 metre (8 fit) derinlige
kadar su gecgirmez nitelige sahip olur. Bunlari gikarmadan dus alabilir ve
ylzebilirsiniz.

Sarj cihazinin temizlenmesi

Bu proseddr, fiziksel gérinime dayanarak gerektiginde yapilan genel temizlige
yoneliktir.
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DIKKAT: Sarj cihazini suya veya baska herhangi bir temizlik maddesine
batirmayin. Sarj cihazi su gegirmez degildir. Su sarj cihazinda hasara
neden olabilir ve cihazin hatali galigmasina yol agabilir.

UYARI: Sarj cihazini pillerin bertaraf edilmesine yonelik yerel diizenlemelere
gore bertaraf edin ya da bertaraf etme ile ilgili bilgiler i¢in saghk
uzmaninizla goériigiin. S$arj cihazi yakildigi zaman tutusabilir.

Sarj cihazini temizlemek igin:

1 Ellerinizi iyice yikayin.

2 Bulasik deterjani gibi yumusak bir temizleme ¢ozeltisiyle nemlendirilmis bir bez
kullanarak sarj cihazinin disindaki her tirli kiri veya yabanci maddeyi giderin. Sarj
cihazini temizlemek i¢in asla boya tineri veya aseton gibi organik ¢ézuculer
kullanmayin.

3 $arj cihazini temiz, kuru bir bez lzerine yerlestirin ve iki ila U¢ dakika hava etkisiyle
kurumaya birakin.

Sorun giderme

Asagidaki tablo, verici, sarj cihazi ve test cihazina yénelik sorun giderme bilgilerini
icermektedir. Sorun giderme ile ilgili daha fazla bilgi i¢in sistem kullanici kilavuzunuza
bakin.

Sorun Muhtemel Neden(ler) |Co6zim
Vericiyi sarj cihazina Vericinin konnektor 1 Verici konnektdr pimlerinde hasar ya da
bagladiniz ve higbir pimleri hasar géormus paslanma olup olmadigini kontrol edin.
1sik yanmadi. veya paslanmis. Konnektor pimleriniz hakkinda daha fazla

bilgi almak igin bkz. Vericinin konnektér
pimlerinin denetlenmesi, sayfa 69. Pimler
hasar gérmus ya da paslanmigsa yerel
temsilcinize bagvurun. Vericinizi
degistirmenin vakti gelmis olabilir.

Sarj cihazinizda elektrik
baglantisi bulunmuyor
veya pil takil degil.

2 Konnektdr pimlerinde hasar olusmamissa,
sarj cihazindaki pili yenisiyle degistirin.
Sarj cihaz pilinizin degistirilmesi ile ilgili
talimatlar igin bkz. Sarj cihazina pil
takilmasi, sayfa 65.
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Sorun

Muhtemel Neden(ler)

Cozim

Sarj islemi sirasinda,
sarj cihazinin
Uzerindeki yanip sénen
yesil 1s1k sénlyor ve
sarj cihazi Uzerinde
daha uzun sireyle
yanip sénen kirmizi bir
1s1k goruiyorsunuz.

Sarj cihazinizin pili
zayiflamis.

Sarj cihazindaki pili yenisiyle degistirin. Sarj
cihaz pilinizin degistiriimesi ile ilgili talimatlar
icin bkz. Sarj cihazina pil takilmasi, sayfa 65.

Sarj islemi sirasinda,
sarj cihazinin
Uzerindeki yanip sénen
yesil 1sik sénuyor ve
sarj cihazi Uzerinde tek
seferde iki saniyeligine,
hizla yanip sénen bir
dizi kirmizi 1s1k
gorlyorsunuz.

Vericinizin pili zayiflamis.

1 Vericiyi bir saat boyunca strekli olarak
sarj edin. Yanip sénme durmuyorsa
2. adima gegin.

2 Vericiyi sekiz saat boyunca surekli olarak
sarj edin. Yanip sébnme durmuyorsa yerel
temsilcinizi arayin. Vericinizi degistirmenin
vakti gelmis olabilir.

Sarj islemi sirasinda,
sarj cihazinin uzerinde
karisik bir sekilde, hizla
ve uzun sureyle yanip
sonen kirmizi isiklar
beliriyor.

Sarj cihazinizin ve
vericinizin pilleri
zayiflamis.

1 $arj cihazindaki pili yenisiyle degistirin.
Sarj cihazi pilinizin degistiriimesi ile ilgili
talimatlar icin bkz. Sarj cihazina pil
takilmasi, sayfa 65.

2 Vericiyi bir saat boyunca surekli olarak
sarj edin. Eger hizla yanip sénen kirmizi
1siklar durmuyorsa 3. adima gegin.

3 Vericiyi sekiz saat boyunca surekli olarak
sarj edin. Yanip sébnme durmuyorsa yerel
temsilcinizi arayin. Vericinizi degistirmenin
vakti gelmis olabilir.
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Sorun

Muhtemel Neden(ler)

Coziim

Vericiyi sensore
bagladiginizda
vericinin Gzerindeki
yesil 1s1k yanip
soénmuyor.

Vericiniz tam olarak bagli
degil.

Vericinizin pili zayiflamis.
Sens6riiniz vicudunuza
dizgun sekilde
yerlestiriimemis.

1
2

Vericiyi sensérden ayirin.

Bes saniye bekleyin ve yeniden baglayin.
Yesil isik hala yanip sdbnmuyorsa
3. adima gegin.

Vericiyi tam olarak sarj edin ve test
cihazina baglayin. Yesil 1sik hala yanip
sénmuyorsa “Vericiyi test cihazina
bagladiginizda vericinin Gzerindeki yesil
1s1k yanip sénmuyor” sorun giderme
konusuna bakin. Yesil 1sik yanip
sonlyorsa 4. adima gegin.

Vericinin test cihaziyla olan baglantisini
kesin, en az bes saniye bekleyin ve
vericiyi sensore baglayin. Yesil isik hala
yanip sénmuyorsa, 5. adima gegin.

Sensoriinlz viicudunuza diizgin sekilde
yerlestiriimemis olabilir. Sensoéri
vicudunuzdan gikarin ve yeni bir sensor
yerlestirin.

Vericiyi test cihazina
bagladiginizda
vericinin Gzerindeki
yesil isik yanip
sénmuyor.

Vericiniz tam olarak bagl
degil.

Vericinizin pili zayiflamis.

Verici ile test cihazi arasindaki baglantiyi
kontrol edin. Yesil isik hala yanip
sénmuyorsa, 2. adima gegin.

Vericiyi tamamen sarj edin.

Vericiyi test cihaziyla tekrar test edin.
Yanip s6nen yesil 1$131 yine
goérmuyorsaniz, yerel temsilcinizi arayin.
Vericinizi degistirmenin vakti gelmis
olabilir.
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Sorun

Muhtemel Neden(ler)

Cozim

Vericinizin pili yedi giin
boyunca dayanmiyor.

Vericiyi sensore
bagladiginizda vericiniz
tamamen sarj olmuyor.

Verici ve pompanin
kablosuz baglantisi sik
sik kopuyor.

1

Vericiyi sens6re baglamadan dnce
tamamen sarj edin. Verici pili hala bir
sensorlin kullanim suresi boyunca
dayanmiyorsa 2. adima gegin.

RF girisimine neden olabilecek
ekipmanlardan (varsa) uzaklasin. RF
girisimi ile ilgili daha fazla bilgi igin
pompanizla birlikte verilen Radyo
Uyumluluk Bilgileri belgesine bakin.

RF girigsimini en aza indirmek icin,
pompanizin ve vericinizin viicudunuzun

ayni tarafinda bulundugundan emin olun.

Tamamen sarj olmus verici piliniz

yedi giinu doldurmadan gug¢ kaybetmeye
devam ediyorsa yerel temsilcinizi arayin.
Vericinizi degistirmenin vakti gelmis
olabilir.

Vericiniz ile pompaniz
arasindaki baglanti
koptu.

Pompaniz kapsama
alani diginda.

Baska cihazlardan gelen
RF girigsimi mevcut.

RF girisimine neden olabilecek
ekipmanlardan (varsa) uzaklasin.

RF girisimi ile ilgili daha fazla bilgi icin
vericinizle birlikte verilen Radyo
Uyumluluk Bilgileri belgesine bakin.
Vericiniz pompanizla hala iletisim
kurmuyorsa, 2. adima gegin.

RF girigsimini en aza indirmek icin,
pompanizin ve vericinizin viicudunuzun

ayni tarafinda bulundugundan emin olun.

Vericiniz pompanizla hala iletisim
kurmuyorsa yardim igin yerel temsilcinizi
arayin.

Not: Vericiniz ile pompaniz arasindaki baglanti 30 dakika stireyle koptugunda bir alarm veya ikaz
verilir ve bir mesaj gorindir.

Saklama ve idare
Vericiyi, sarj cihazini ve test cihazini, oda sicakhdinda, temiz, kuru bir yerde saklayin.

Verici kullanimda degilse, vericiyi en az 60 ginde bir sarj etmeniz gerekir.

DIKKAT:

Vericiyi sarj cihazi lizerinde saklamayin. Eger verici 60 giinden uzun

siire boyunca sarj cihazi lizerinde birakilirsa pili kalici bigimde
hasar goriir.
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Bertaraf Etme

Vericiyi ayrim yapilmayan belediye atik zincirine atmayin. Vericiyi pillerin bertaraf
edilmesine yonelik yerel dizenlemelere gbre atin ya da bertaraf etme ile ilgili bilgiler igin
saglik uzmaninizla gérasin.

Teknik ozellikler

Vericinin temel performansi (essential performance - EP), sistem kullanici kilavuzunda
sunulan, ayrintili olarak belirtiimis kullanim kosullari altinda ve beklenen hizmet dmru
suresince, algilama cihazinin sinyal degerini/degerlerini vericinin dogruluk gereklilikleri
kapsaminda 6lgmek ve bir izleme cihazina aktarmaktir. Eger vericide elektromanyetik
bozulmalar yasanirsa ya hi¢ veri aktarilamayabilir ya da yanlis veri aktarilabilir. Boylesi
durumlarda, ilgili kullanici kilavuzlari igindeki ¢alistirma, bakim ve sorun giderme
talimatlarina bagvurun. Vericinin gerektigi gibi calisip calismadigini test etmek igin test
cihazi da kullanabilirsiniz. Eger verici hasarliysa ya da sarj cihazi veya pompa ile iletisim
kuramiyorsa yardim igin yerel Medtronic destek temsilciniz ile iletisime gegin.
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Biyouyumluluk

Verici: EN I1ISO 10993-1 ile uyumludur

Uygulamali pargalar

Verici
Sensor

Calistirma kosullan

Verici sicakhgi: 0 °C ila 45 °C (32 °F ila 113 °F)

Dikkat: Verici, test cihazina takiliyken, 41 °C (106 °F) tUzerindeki hava
sicakliklarinda galistiriidiginda vericinin sicakligi 43 °C'yi (109 °F) asabilir.

Verici bagil nemi: yogunlagsma olmadan %10 ila %95
Verici basinci: 57,60 kPa ila 106,17 kPa (8,4 psi ila 15,4 psi)
Sarj cihazi sicakligi: 10 °C ila 40 °C (50 °F ila 104 °F)

Sarj cihazi bagil nemi: Yogunlagsma olmadan %30 ila %75

Saklama kosullari

Verici sicaklii: =20 °C ila 55 °C (-4 °F ila 131 °F)

Verici bagil nemi: yogunlagsma olmadan %95'e kadar
Verici basinci: 57,6 kPa ila 106 kPa (8,4 psi ila 15,4 psi)
Sarj cihazi sicakligi: =10 °C ila 50 °C (14 °F ila 122 °F)
Sarj cihazi bagil nemi: Yogunlagsma olmadan %10 ila %95

Pil 6mrii Verici: Tam sarjin hemen ardindan yedi guinliik strekli glikoz izleme.

Sarj cihazi: Sarj cihazi vericiyi sarj etmek igin bir adet yeni AAA pil kullanir.
Verici 2,4 GHz bandi, Bluetooth™* kablosuz teknolojisi (stirim 4.0)
frekans

Etkin yayilim giicu
(ERP)

-12,05 dBm (0,06 mW)

Etkin izotropik
yayilim guicu (EIRP)

-9,9 dBm (0,1 mW)

Calistirma arahgi

Serbest havada 1,8 metreye (6 fit) kadar

Beklenen verici
hizmet 6mrii

Hastanin kullanimina bagli olmakla birlikte, beklenen verici hizmet émri
bir yildir.

Verici ile kablosuz iletigim

Hizmet kalitesi

Verici ve insulin pompasi, akilli cihaz baglanabilirli§i yoluyla birbirine baglanir. Verici,

pompaya glikoz verilerini ve sistem ile ilgili ikazlari génderir. Kablosuz aktarimin
ardindan pompa alinan verilerin batinliginu dogrular.

Veri givenligi

Verici, yalnizca taninan ve bagli cihazlardan radyofrekans (RF) iletisimi kabul edecek
sekilde tasarlanmigtir. Pompanin vericiden gelen bilgileri kabul edebilmesi icin 6nce

pompanizi verici ile eslemeniz gerekir.
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MiniMed™ instlin pompalari ve sistem bilesenleri (6lgiim cihazlar ve vericiler), sirkete
06zgu yontemlerle veri glvenligini, dénugsel artikhk denetimleri gibi hata kontrol
sureclerini kullanarak ise veri batinligunt saglar.

Havayolu ile seyahat etme
Vericinizin ticari hava yollarinda kullanimi giivenlidir. Havayolu personeli cihazinizin
kullanimi konusunda size soru sorarsa onlara litfen Tibbi acil durum kartinizi gésterin.

Kilavuz ve imalatginin bildirimi

Kilavuz ve imalatgi Bildirimi - Elektromanyetik Emisyonlar

Emisyon Testi Uygunluk Elektromanyetik Ortam — Kilavuz
RF emisyonlari CISPR 11 Verici, RF enerjisini sadece sistem iletisimleri icin kullanir.
Bu nedenle, RF emisyonu ¢ok diislktir ve yakinlardaki
CISPR 11 Grup 1, elektronik bir cihazla etkilesime yol agmaz.
Sinif B Not: Onceki ifade IEC 60601-1-2 Grup 1, Sinif B
Harmonik emisyonlar Gegerli degil cihazlari igin gereklidir. Verici pille calistigindan
6tirti, emisyonlari binanin gii¢c kaynagindan
IEC 61000-3-2 etkilenmez ve sistemin ikamet amaciyla kullanilan
: PR binalardaki kullanimiyla baglantili herhangi bir sorun
Voltaj dalgalanmalari/ Gegerli degil N .
titresim emisyonlari olduguna dair higbir kanit bulunmamaktadir.
IEC 61000-3-3

Kilavuz ve imalatginin Bildirimi — Elektromanyetik Bagisiklik

Bagisiklik Testi

IEC 60601-1-2:2014

IEC 60601-1-2:2014

Elektromanyetik

akimi/patlamasi
IEC 61000-4-4

100 kHz tekrarlama
frekansi

Test Diizeyi uyarinca maksimum Ortam Kilavuzu
ongoriilebilir
kullanim durumu
Elektrostatik desarj | +8 kV temas 8 kV temas Tipik ev ortaminda,
(ESD) +2 kV, 4 kV, £8 kV, 2 kV, 24 kV, £8 kV, ticari ortamda veya
IEC 61000-4-2 +15 kV hava +15 kV hava hastane ortaminda
kullanima yoneliktir.
RF alanlarinin 3 Vrms Gegerli degil Gereklilik, pil glctyle
indukledigi iletilen 150 kHz ila 80 MHz galisan bu cihaz igin
bozulmalar 6 Vrms gecerli degildir.
150 kHz ila 80 MHz
arasindaki ISM bantlari
Hizli gecici elektrik +2 kV Gegerli degil Gereklilik, pil glicuyle

galisan bu cihaz igin
gecerli degildir.

-86-



Kilavuz ve imalatginin Bildirimi — Elektromanyetik Bagisiklik

Bagisiklik Testi

IEC 60601-1-2:2014
Test Duzeyi

IEC 60601-1-2:2014
uyarinca maksimum
ongoriilebilir
kullanim durumu

Elektromanyetik
Ortam Kilavuzu

Yiksek Gerilim
IEC 61000-4-5

Hattan Hatta: £0,5 kV,
+1 kV

Hattan Topraga:
+0,5 kV, £1 kV, £2 kV

Gegerli degil

Gereklilik, pil gliciyle
galisan bu cihaz igin
gecerli degildir.

Not: Urtest diizeyinin uygulanmasindan énceki a.c. sebekesi voltajidir.

Glg kaynagdi %0 Ur; 0,5 dongu (0°, Gegerli degil Gereklilik, pil glicuyle
hatlarinda ani 45°,90°, 135°, 180°, ¢alisan bu cihaz igin
voltaj dismeleri, 225°, 270° ve 315°'de) gegerli degildir.
kisa kesintiler ve %0 Ur; 1 déngii (0°'de)
voltaj degisimleri 25/30 dongu igin %70
IEC 61000-4-11 (0°'de)
250/300 dongu igin %0
G¢ frekansi 30 A/m 30 A/m Tipik ev ortaminda,

(50/60 Hz) ticari ortamda veya
manyetik alani hastane ortaminda
IEC 61000-4-8 kullanima yoneliktir.
RF kablosuz IEC 60601-1-2:2014, IEC 60601-1-2:2014, Tipik ev ortaminda,
iletisim Tablo 9 Tablo 9 ticari ortamda veya

ekipmanlarinin
yakinindaki alanlar
IEC 61000-4-3

hastane ortaminda
kullanima y&neliktir.

Not: Urtest diizeyinin uygulanmasindan énceki a.c. sebekesi voltajidir.
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Kilavuz ve imalatginin Bildirimi — Elektromanyetik Bagisiklik

Bagisiklik Testi

IEC 60601-1-2:2014

IEC 60601-1-2:2014

Elektromanyetik

1 kHz'de %80 AM

1 kHz'de %80 AM

Test Diizeyi uyarinca maksimum Ortam Kilavuzu
ongoriilebilir
kullanim durumu
Istiyan RF 10 V/im 10 V/im Tasinabilir ve hareketli
IEC 61000-4-3 80 MHz ila 2,7 GHz 80 MHz ila 6 GHz RF iletisim ekipmani,

vericinin herhangi bir
pargasina, onerilen
ayirma mesafesi olan
30 cm'den (12 ing)
daha yakin olmayacak
sekilde kullaniimahdir.

Bir elektromanyetik
saha arastirmasinda
belirlendigi gibi, sabit
RF vericilerinden gelen
alan gugleri, her
frekans araligindaki
uyumluluk duzeyinden
daha dusuk olmalidir.

Su sembolle
isaretlenmis olan
ekipmanin yakinlarinda
girisim olusabilir:

()

Not: Bu ybnergeler her kosulda gecerli olmayabilir. Elektromanyetik yayilma; binalar, nesneler ve
insanlar tarafindan emilim ve yansitiimadan etkilenir.

Garanti

Medtronic MiniMed™, Inc. (veya bu "Medtronic MiniMed" cihazinin belge ve etiketlerinde
imalatgi olarak anilabilecek baska bir tizel kisilik) Medtronic vericiyi, satin alma tarihinden
itibaren bir (1) yillik slre boyunca, sarj cihazini ise bir (1) yila kadar sureyle malzeme ve

iscilik hatalarina karsi Grindn alicisina garantiler.

Garanti déneminde, Medtronic MiniMed, burada belirtilen kosullara ve istisnalara tabi
olarak, kendi takdirine gore hatal vericiyi veya sarj cihazini yenisiyle degistirir ya da
onarir. Bu garanti yalnizca yeni cihazlar i¢in gegerlidir. Vericinin veya sarj cihazinin

yenisiyle degistiriimesi garanti suresini ilk sona erme tarihini gececek sekilde uzatmaz.

Bu garanti yalnizca, Medtronic verici veya sarj cihazi, imalatginin talimatlarina uygun

sekilde kullanildiginda gegerlidir. Bu garanti, sinirlama olmadan, asagidaki durumlarda

gegerli degildir:
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* Hasar, satis tarihinden sonra kullanici ya da Ugtincu sahislar tarafindan vericide
veya sarj cihazinda yapilan degisikliklerden veya tadilatlardan kaynaklanmigsa.

* Hasar, imalatgi disindaki bir kisi veya kurulus tarafindan verilen hizmet ya da
yapilan onarimdan kaynaklanmissa.

*  Hasar, Miicbir Sebep veya imalatginin kontroli digindaki diger olaylardan
kaynaklanmigsa.

» Hasar, asagidakileri iceren fakat bunlarla sinirli olmayan bir ihmal veya uygunsuz
kullanimdan kaynaklamigsa: uygunsuz saklama, suya batirma, fiziksel bakimdan
ko6t kullanim (distirme gibi).

* Hasar, cihazin imalatginin Griin belge ve etiketlerine, kullanim talimatlarina veya
diizenleyici bildirimlere uygun olmayan bir sekilde kullaniimasindan
kaynaklanmigsa.

Bu garanti, ilk aliciya 6zeldir. Bu garanti kapsamindaki trtnun ilk satin alan
misteriden baska bir kullaniciya veya bagka bir kullanici tarafindan her tirli satisi,
kiralanmasi veya baska bir sekilde aktarilmasi ya da kullaniimasi bu garantinin
hemen sonlandiriimasina yol agacaktir. Bu garanti Glikoz Sensdrlerini ve diger
aksesuarlar kapsamaz.

Bu garantide sunulan basvuru yollari bu konudaki her turlt ihlal durumunda
kullanilacak minhasir basvuru yollandir. Medtronic MiniMed veya tedarikgileri ya da
distribttoérleri, Griindeki bir hatanin yol agacagi veya bu hatadan kaynaklanabilecek
hicbir tirde arizi, dolayli veya 6zel hasardan sorumlu degildir.

Satisa uygunluk ve belirli bir amaca uygunluk garantileri dahil olmak tizere, zorunlu
yasal garantiler disindaki, gerek agik gerekse zimni olan diger tim kosullar ve
garantiler hari¢ tutulmustur.

Bu garanti ile, aliciya belirli hukuki haklar taninir ve alicinin yerel yasalar kapsaminda
degisiklik gosteren baska haklari da olabilir. Bu garanti satin alan kiginin yasalara
dayanan haklarini etkilemez.

Acik Kaynaklh Yazilim (OSS) Acgiklamasi

Bu belgede ayrica aranabilecek, yurutulebilecek, baglanti verilebilecek, ilintili
olabilecek ya da bu Urin tarafindan bagka bir sekilde kullanilabilecek Agik Kaynakh
Yazilhimlar belirtiimektedir.

Bu tirden Acik Kaynakli Yazilimlarin lisansi, s6z konusu Agik Kaynakli Yazilimlara
yonelik ayri yazilim lisans s6zlesmesinin hikim ve kosullarina tabi kullanicilara
verilmektedir.

Acik Kaynakh Yazilimin sizin tarafinizdan kullanimi battndyle bu tar bir lisansin sart
ve kosullarina tabi olacaktir.
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Herhangi bir Agik Kaynakl Yazilima iliskin kaynak/amag kodu ve gecgerli lisans su siteden
edinilebilir: http://www.ouah.org/ogay/hmac/.
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Simge Tablosu

Seri numarasi

Katalog veya model numarasi

Kap/ambalaj basina bir verici, sarj cihazi ve yerlestirici

Kap/ambalaj basina iki test cihazi

imalat tarihi (YYYY-AA-GG)

imalatgi

Her kullanimdan 6nce talimat el kitabina bagvurulmalidir (etikette mavi
gorundr).

Sicaklik siniri

iyonlastirici olmayan elektromanyetik radyasyon

Yapilandirma veya benzersiz sirim tanimlayicisi

Elektrik carpmasina kargi koruma derecesi: BF Tipi uygulamali parga

Verici: Capi 1 mm'nin izerinde olan kati nesnelere karsi koruma
dlzeyi 4'tr. Suya surekli olarak batiriimanin [30 dakika boyunca
2,4 metreye (8 fit) batiriima] etkilerine karsi koruma diizeyi ise 8'dir.

95%
I

Nem sinirlamasi

C€ 0459

Uygunluk isareti: Bu sembol, cihazin MDD 93/42/EEC (NB 0459) ile
tamamen uyumlu oldugu anlamina gelir.

y

Kirilabilir, dikkatli tutun

ae
« e

T

Kuru olarak tutun

®

Karton, kagit, plastik ambalaj malzemeleri ve istenmeyen yazili materyali
geri donustarin.
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WEEE (Atik Elektrikli ve Elektronik Ekipman) Girigimi: COPE ATMAYIN.
Cihazi yerel bertaraf etme gerekliliklerine uygun sekilde geri donlstirin.

2
®

Manyetik Rezonans (MR) agisindan Guvensiz: manyetik rezonans
goruntuleme (MRI) ekipmanindan uzakta tutun

Bu tarihten 6nce sarj edin

=

© Bluetooth’

Bluetooth™ kablosuz teknolojisi

FCCID: OH27821

Amerika Birlesik Devletleri Radyo iletisim gerekliliklerine uygundur.

IC: 3408B-7821

Kanada Inovasyon, Bilim ve Ekonomik Kalkinma Radyo iletisim
gerekliliklerine uygundur.

[EC|ReP]

Avrupa toplulugundaki yetkili temsilci

&

Avustralya Radyo iletisim gerekliliklerine uygundur.

R(On/y

Yalnizca regete ile

Uygunluk isareti: Bu sembol, cihazin MDD 93/42/EEC ile tamamen uyumlu
oldugu anlamina gelir.

1]

Kullanim talimatlarina bakin

A\

Dikkat: etikette bulunmayan énemli uyarilar veya énlemler icin kullanim
talimatlarina bagvurun

© 2020 Medtronic MiniMed, Inc. Tiim haklari saklidir.

Meditronic, Medtronic logosu ve Further, Together Medtronic sirketinin ticari markalaridir. ™* Ugiincii taraf markalari ilgili sahiplerinin ticari
markalaridir. Diger tim markalar bir Medtronic sirketinin ticari markasidir.

Bluetooth™*

Detachol™*
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Vysiela€¢ Guardian™ Link (3) s bezdrétovou technoldgiou Bluetooth™* je sti¢astou
systému na kontinualne monitorovanie glukézy (continuous glucose monitoring,
CGM) ur&eného pre systémy inzulinovych pump MiniMed™ s funkciou pripojenia

k inteligentnym zariadeniam.
tester%

vysiela¢

zavadzac nabijacka

Sucasti supravy vysiela¢a Guardian™ Link (3) (MMT-7910)
Kompletna suprava vysielata obsahuje nasledujice sucasti:

«  vysielag Guardian™ Link (3) (MMT-7911) +  nabijagku (MMT-7715)

. dva testery (MMT-7736L) . zavadzac¢ One-Press (MMT-7512)
Zamyslany ucel zariadenia
Vysiela¢ Guardian™ Link (3) (MMT-7911) je nabijatefné zariadenie, ktoré nabija
glukdzovy senzor a zbiera a vypocitava udaje zo senzora a posiela ich do
kompatibilného systému inzulinovej pumpy MiniMed™ s funkciou pripojenia
k inteligentnym zariadeniam na lie€bu cukrovky. Vysiela€ je kompatibilny len

s glukézovym senzorom Guardian™ Sensor (3) (MMT-7020) a je uréeny na pouZitie
u jedného pacienta alebo u viacerych pacientov.

Kontraindikacie
Nie su zname.
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Varovania

Nepouzivajte vysiela¢ vedla inych elektrickych zariadeni, ktoré mozu rusit normalnu
prevadzku systému. Iné elektrické zariadenia, ktoré mézu narisat normalnu
prevadzku systému, su kontraindikované. Dalsie informacie o elektrickych
zariadeniach, ktoré m6zu ohrozit normalnu prevadzku systému, najdete v Casti
Vystavenie magnetickym poliam a radiacii, na strane 94.

Vzdy dodrziavajte vSetky preventivne opatrenia, varovania a pokyny tykajluce sa
senzora uvedené v pouzivatelskej priru¢ke k senzoru. Nedodrziavanie
pouzivatelskej priruc¢ky k senzoru méze mat za nasledok zavazné zranenie alebo
poskodenie senzora.

Nedovolte detom, aby si davali malé ¢asti do ust. Vyrobok predstavuje riziko
udusenia pre malé deti.

Zariadenie Ziadnym spOsobom nemerite ani neupravuijte, pokial to vyslovne
neschvalila spoloénost Medtronic Diabetes. Uprava zariadenia moze mat za
nasledok zavazné zranenie, ovplyvnenie vasej schopnosti pouzivat toto zariadenie
a stratu zaruky.

Tester nepouzivajte, ak pride do styku s krvou. Dotyk krvi mbze spdsobit’ infekciu.
Tester zlikvidujte podla miestnych predpisov tykajucich sa likvidacie medicinskeho
odpadu, pripadne si informacie o likvidacii vyziadajte od svojho lekara.

Po zavedeni senzora sa mbze vyskytnut krvacanie. Pred pripojenim vysielaca

k senzoru sa vzdy uistite, &i miesto nekrvaca. Do konektora vysielaca by mohla
vniknut krv a poSkodit zariadenie. Ak je zariadenie poSkodené, zlikvidujte ho. Ak sa
objavi krvacanie, pritlac¢te na miesto zavedenia sterilnt gazu alebo &isty tampon, kym
sa krvacanie nezastavi. Po zastaveni krvacania pripojte vysiela¢ k senzoru.

Ak sa objavia akékolvek neziaduce reakcie na vysielac alebo senzor, kontaktujte
miestneho zastupcu spolo¢nosti. Neziaduce reakcie mézu spdsobit zavazné
poskodenie zdravia.

Vysiela¢ nevyhadzujte do nadoby na zdravotnicky odpad a nevystavujte ho
extrémnemu teplu. Vysiela¢ obsahuje batériu, ktora sa moéze vznietit a spdsobit’
zavazné zranenie.

Vystavenie magnetickym poliam a radiacii

Vysiela¢ nevystavujte posobeniu zariadeni na zobrazovanie magnetickou
rezonanciou (MR), diatermickych zariadeni ani inych zariadeni, ktoré vytvaraju silné
magnetické polia (napriklad rontgenové, CT skenovacie alebo iné typy ziarenia).
Vystavenie silnému magnetickému polu nebolo hodnotené a méze spdsobit’ poruchu
zariadenia, o méze mat za nasledok zavazné zranenie alebo to mdze byt
nebezpecné. Ak bude vysiela¢ vystaveny pdsobeniu silného magnetického pola,
prestante ho pouzivat a poziadajte o dalSiu pomoc miestneho obchodného zastupcu.
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Pred vstupom do miestnosti, v ktorej sa nachadzaju zariadenia na rontgenové
vySetrenie, MR vySetrenie, diatermické vysetrenie alebo CT vySetrenie, si vzdy
odstrante senzor a vysiela¢. Vystavenie silnému magnetickému polu nebolo
hodnotené a moze spdsobit poruchu zariadenia, o mdéze mat za nasledok

zavazné zranenie alebo to méze byt nebezpecné. Ak bude senzor alebo vysielac

vystaveny pésobeniu silného magnetického pola, prestante ho pouzivat

a poziadajte o dalSiu pomoc miestneho zastupcu spolo¢nosti.

Pri cestovani vzdy noste so sebou zdravotnu pohotovostnu kartu, ktora sa
dodava so zariadenim. Tato zdravotna pohotovostna karta uvadza kritické
informacie o bezpenostnych systémoch na letiskach a bezpe¢nom pouzivani
vysiela¢a na palube lietadla. Nedodrzanie pokynov uvedenych na zdravotnej
pohotovostnej karte by mohlo viest k zavaznému zraneniu.

Preventivne opatrenia

Vysiela¢ Guardian™ Link (3) (MMT-7911) sa nepokuSajte pouzit s inzulinovou
pumpou MiniMed™ bez funkcie pripojenia k inteligentnym zariadeniam.

S vysielatom Guardian™ Link (3) (MMT-7911) dokaze komunikovat vyhradne
inzulinova pumpa MiniMed™ s funkciou pripojenia k inteligentnym zariadeniam.
S vysiela¢om pouzivajte vyhradne glukézovy senzor Guardian™ Sensor (3)
(MMT-7020). Nepouzivajte ziadny iny senzor. Iné senzory nie su uréené na
pouzivanie s tymto vysielatom a poskodia vysiela¢ a senzor.

S vysielac¢om pouzivajte vyhradne zeleno sfarbeny tester (MMT-7736L). Pri
pripojeni k testeru su na vysieladi viditelné kapsy. NepouZivajte Ziadnu inu
testovaciu zatku. Iné testovacie zatky nie su uréené na pouZivanie s tymto
vysielatom a poskodia vysiela¢ a tester.

Pri Cisteni vysielaca vzdy pouzivajte tester. S vysielatom nepouzivajte ziadne
iné testovacie zatky. PouZitie inej testovacej zatky méze umoznit’ vniknutie vody
do vysielaa alebo méze zabranit spravnemu cCisteniu. Voda moze poskodit
vysielac.

Ked je tester alebo senzor pripojeny k vysielacu, neotacajte nim. Skratenie
testera alebo senzora poskodi vysielac.
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* Nedovolte, aby sa tester dostal do kontaktu so ziadnou tekutinou, ked' nie je
pripojeny k vysielacu. Mokry tester moéze poskodit vysielac.

* Nedovolte, aby sa vysiela¢ dostal do kontaktu s vodou alebo inou kvapalinou, ak nie
je pripojeny k senzoru alebo testeru. Vihkost poskodi vysiela¢ a mokry vysiela¢ méze
poskodit senzor.

+  Tesniace kruzky testera negistite Ziadnymi latkami. Cistenie tesniacich krizkov méoze

poskodit tester.
tesniace
g/ kruzky

111

Norma IEC 60601-1-2:2014, 4. vydanie — osobitné preventivne
opatrenia tykajuce sa elektromagnetickej kompatibility
zdravotnickych elektrickych zariadeni

1 Osobitné preventivne opatrenia tykajuce sa elektromagnetickej kompatibility (EMK):
Toto zariadenie nosené na tele je navrhnuté na pouzivanie v primeranych obytnych,
domacich, verejnych alebo pracovnych prostrediach, v ktorych existuju bezné urovne
vyziarenych elektrickych (V/m) alebo magnetickych poli (A/m), aké generuju
napriklad mobilné telefony, bezdrétové technolégie, elektrické otvarace konzerv,
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mikrovinné rary a indukéné varice. Toto zariadenie generuje, pouziva a mbéze
vyzarovat radiofrekven¢nu energiu a ak sa nenainstaluje a nepouziva v sulade
s uvedenymi pokynmi, moze spdsobovat Skodlivé ruSenie radiovej komunikacie.

2 Cinnost zdravotnickych elektrickych zariadeni méZu ovplyviiovat prenosné
a mobilné RF komunika¢né zariadenia. Ak zistite RF ruSenie spdsobované
mobilnym alebo stacionarnym RF vysielaéom, vzdialte sa od daného RF
vysielaca spbsobujuceho ruenie.

3 Pri pouzivani vysielaca blizSie ako 30 cm (12 palcov) od prenosnych
radiofrekvencnych (RF) zariadeni alebo elektrickych zariadeni davajte pozor. Ak
musite pouzivat vysiela¢ vedla prenosného RF zariadenia alebo elektrického
zariadenia, sledovanim vysielaCa overte spravnu ¢innost systému. Mohlo by
dojst’ k naruseniu Cinnosti vysielaca.

Podpora
Ak potrebujete kopiu pouzivatelskej prirucky k systému MiniMed™, obratte sa na
svojho miestneho zastupcu.

Priprava vysielaca

Vysiela¢ obsahuje nevymenitelnu nabijaciu batériu, ktori mdzete podla potreby
nabijat nabijackou. Vysielac treba pred pouzitim nabit. Nabijacka je vybavena
zelenym svetelnym indikatorom, ktory udava stav nabijania, a ¢ervenym svetelnym
indikatorom, ktory sa rozsvieti v pripade problémov pri nabijani. Ak sa rozsvieti
Cerveny indikator, precitajte si Cast’ Riesenie problémov, na strane 112. Na
prevadzku nabijacky je potrebna jedna alkalicka batéria typu AAA.

Poznamka: Ak nie je batéria vioZzena spravne alebo ma nizku Groveri nabitia,
nabijacka nebude fungovat. Zopakujte kroky na vloZenie batérie
S novou batériou.

Vlozenie batérie do nabijacky
VloZenie batérie do nabijacky:

1 Zatladte kryt batérie a zosurite ho (podla obrazka v kroku &. 3).
2 Vlozte novu alkalicku batériu velkosti AAA. Uistite sa, Ze znamienka + a — na
batérii su zarovnané s rovnakymi znamienkami zobrazenymi na nabijacke.
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3 Nasadte kryt spat’ na nabijacku tak, aby s kliknutim zapadol na svoje miesto.

Nabijanie vysielaca
UPOZORNENIE: Pred zavedenim senzora vysiela¢ vzdy nabite. Vybity vysielaé

nefunguje. Uplne nabity vysiela¢ funguje minimalne sedem dni
bez opatovného nabitia. Nabitie vybitého vysielaéa méze trvat’ az
dve hodiny.

UPOZORNENIE: Nenechavajte vysiela¢ na nabijacke dlhSie nez 60 dni. Odpojte ho

a pred pouzitim ho znova pripojte k nabijacke, aby sa dobil. Ak
vysiela€ nechate na nabijacke dlhSie nez 60 dni, batéria vysielaca
sa natrvalo poskodi.

Nabitie vysielac¢a:

1

Pripojte vysielac k nabijacke tak, Ze ich pritlacite k sebe, aby sa
spojili.

Do 10 sekund od pripojenia vysielaa sa na nabijacke na jednu ->
az dve sekundy rozblika zelené svetlo, ktoré indikuje spustenie
jej napajania. Po zvySok doby nabijania bude zeleny svetelny
indikator nabijacky neustale blikat v opakujucej sa sekvencii

Styroch bliknuti a pauzy.

Po dokoné&eni nabijania zeleny svetelny indikator zostane
svietit' (bez blikania) na 15 az 20 sekind a potom zhasne.

Po zhasnuti zeleného svetelného indikatora odpojte vysielac od a \
nabijacky. Zeleny svetelny indikator na vysielaci zaCne blikat. [
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Parovanie vysielaca

VZdy dodrZiavajte pokyny na sparovanie vysielata s pumpou uvedené

v pouzivatelskej prirucke k systému. Pumpa a vysiela€ sa musia najprv sparovat,
aby bolo mozné odosielat’ idaje zo senzora do pumpy. Pumpu a vysiela¢ staci
sparovat raz. Po zavedeni nového senzora netreba pumpu opatovne sparovat

s vysielaCom.

Zavedenie senzora

VzZdy dodrZiavajte pokyny na zavedenie senzora uvedené v pouzivatel'skej prirucke
k senzoru.

Pripojenie vysiela¢a k senzoru

Pred zacatim si pripravte pouzivatel'sku priruc¢ku k inzulinovej pumpe MiniMed ™,

Pripojenie vysielaa k senzoru:

1 Po zavedeni senzora si pred pripojenim vysielaCa precitajte podrobnosti
o aplikovani poZzadovanej lepiacej pasky uvedené v pouzivatelskej prirucke
k senzoru.

2 Pocas pripajania drzte okruhly koniec zavedeného senzora, aby ste zabranili
jeho pohybu.

3 Uchopte vysielag tak, ako je znazornené na obrazku.
Zarovnaijte dve drazky na vysielaci s boénymi ramienkami
senzora. Plocha strana vysiela¢a by mala smerovat
k pokozke.

4 Vysiela€ nasurnite na konektor senzora tak, aby ramienka
senzora zapadli do drazok na vysieladi. Ak je vysielad
spravne pripojeny a uplynulo dost ¢asu na to, aby sa
senzor navlhéil medzibunkovou tekutinou, zeleny indikator
na vysielaci 6-krat zablika.

Poznamka: Ak vysielac¢ nezablika, pozrite si ¢ast’ RieSenie problémov, na
strane 112.

5 Ak po pripojeni k senzoru blika zeleny svetelny indikator na vysieladi, spustite
senzor pomocou svojej pumpy. Dal$ie pokyny najdete v pouzivatelskej prirucke
k systému.

6 Prilepte lepiacu podlozku senzora k vysielacu.

7 Po pripojeni vysielaca si pozrite podrobnosti o aplikovani potrebnej naplaste
uvedené v pouzivatelskej priru¢ke k senzoru.
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8 Dodrziavajte pokyny na obrazovke pumpy alebo v pouzivatelskej prirucke k systému.

Odpojenie vysiela¢a od senzora
Pred zac€atim si pripravte pouzivatel'sku priru¢ku k inzulinovej pumpe MiniMed ™.

Odpojenie vysielaca od senzora:

1 ZvysielaCa a senzora opatrne odstrante lepiacu pasku.

2 Odstrante lepiacu podlozku z hornej €asti vysielaca.

3 Podrzte vysielac tak, ako je zobrazené na obrazku, a pomocou
palca a ukazovaka stlacte ohybné bo¢né ramienka senzora.

4  Opatrne vytiahnite vysiela¢ zo senzora.

5 Dodrziavajte pokyny uvedené na pumpe alebo v pouZivatelskej
priru¢ke k systému.

Odstranenie senzora
Pokyny na odstranenie senzora najdete v pouzivatelskej priru¢ke k senzoru.

Opatovné pripojenie vysielaéa k zavedenému senzoru

Vysielat mbzete opatovne pripojit k senzoru, ktory prave pouzivate. Jednoducho pripojte
vysielag k senzoru, ktory je uz zavedeny. Ked pumpa zaznamena vysielag, vyberom
moznosti ,Znova pripoj senzor” potvrdte, ze chcete senzor znova pripojit. Opéatovné
pripojenie senzora méze trvat niekolko sekund. Opatovne prilepte lepiacu podlozku
senzora k vysielacu a znova aplikujte potrebnu naplast. Ked opatovne pripojite senzor,
senzor bude musiet prejst dal§im ¢asom zahrievania predtym, ako ho budete moct’
kalibrovat.

Tester

Tester sluzi na kontrolu funkénosti vysielaca. Tester sa pouziva aj ako nevyhnutna
sucast na vytvorenie vodotesného tesnenia pri Cisteni vysielaca. Spravne pripojenie
testera k vysielacu zaruéi, aby sa koliky konektora vnutri vysielata nedostali do kontaktu
s tekutinami. Kontakt s tekutinami mézZe spdsobit’ kordziu kolikov konektora a ovplyvnit
spravne fungovanie vysielaca.

Ked je tester pripojeny k vysielacu, neotacajte nim. Poskodilo by to vysielac.
Tester sa méZe pouzivat jeden rok. Ak budete tester pouzivat’ dlhSie ako jeden rok,
koliky konektora vnutri vysielata by sa mohli podkodit, pretoZe tester nedokaze nadalej

zabezpeclovat' vodotesnost. Pokyny na kontrolu kolikov konektora najdete v Casti
Kontrola kolikov konektora vysielaCa, na strane 101.
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UPOZORNENIE: S vysielaéom pouzivajte vyhradne zeleno sfarbeny tester
(MMT-7736L). Pri pripojeni k testeru st na vysielaci viditel'né
kapsy. Nepouzivajte ziadnu inu testovaciu zatku. Iné
testovacie zatky nie st uréené na pouzivanie s tymto
vysielatom a poskodia vysiela¢ a tester.

Kontrola kolikov konektora vysielaca
Koliky konektora by mali vyzerat tak, ako su znazornené na tomto obrazku.

otvor konektora

koliky konektora

puzdro

Pozrite sa do otvoru konektora vysielaca a uistite sa, Ze koliky konektora nie su
poskodené ani skorodované. Ak su koliky konektora poSkodené alebo skorodované,
znemozni to komunikaciu medzi vysielatom a nabijackou alebo pumpou. Obratte sa
na vasho miestneho zastupcu. Pravdepodobne je nutné vymenit vysielac.

Taktiez skontrolujte, €i vnutro otvoru konektora nie je vihké. Ak je konektor navihnuty,
nechajte vysiela€ aspon hodinu vysusit. Vlhkost v konektore by mohla spdsobit’
nespravne fungovanie vysiela¢a a ¢asom aj jeho skorodovanie a poSkodenie.

Pripojenie testera na testovanie alebo Cistenie
Pred zac€atim si pripravte pouzivatel'sku priru¢ku k inzulinovej pumpe MiniMed ™.

Pripojenie testera:

1 Drzte vysielac a tester tak, ako je znazornené na obrazku. Zarovnaijte plochu
stranu testera s plochou stranou vysielaca.
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2 Zatlacte tester do vysielaca tak, aby ohybné bo&né ramienka
testera zapadli do draZzok na oboch stranach vysielaca.

Po spravnom pripojeni 6-krat zablika zeleny svetelny indikator -»
na vysieladi.

3 Otestujte vysielac skontrolovanim ikony senzora na pumpe, aby
sa zarucilo, ze vysielac vysiela signal (pozrite si pouzivatelsku g
priru¢ku k systému).

4  Informacie o gisteni vysielada najdete v &asti Cistenie
vysielaca, na strane 102.

5 Po testovani alebo Cisteni odpojte tester od vysiela¢a.

Odpojenie testera
Odpojenie testera:

1 Podrzte vysielaC tak, ako je znazornené na obrazku, a odistite boéné ramienka
testera.

2 PodrZte ramienka testera odistené a opatrne odpojte vysielac
od testera.

Poznamka: Ak chcete Setrit' batériu vysielaca,
NEPONECHAVAJTE po ¢isteni alebo testovani
tester pripojeny k vysielacu.

Cistenie vysielaca

Vysiela€ je ur€eny na osobné pouzitie v domacom prostredi
(pouzitie u jedného pacienta) alebo v zdravotnickom zariadeni (pouzitie u viacerych
pacientov). Ak zariadenie pouZiva iba jeden pacient, musi sa po kazdom pouziti vycistit.
Ak ho pouZiva viacero pacientov, musi sa po kazdom pou?Ziti vyc€istit' aj vydezinfikovat'.
Ak vysiela€ pouZivate v zdravotnickom zariadeni, vzdy postupujte podla stanoveného
Cistiaceho a dezinfek&éného protokolu na pouZitie u viacerych pacientov.

VAROVANIE: Vysiela¢ nevyhadzujte do nadoby na zdravotnicky odpad
a nevystavujte ho extrémnemu teplu. Vysiela¢ obsahuje batériu,
ktora sa moze vznietit' a sposobit’ zavazné zranenie.

Poznamka: Tester je potrebnou stcastou na Cistenie vysielaca. Podrobné informacie
najdete v Casti Tester, na strane 100.

-102-



UPOZORNENIE: Na Cistenie alebo dezinfekciu zariadenia nepouzivajte
automatizovanu dezinfekénui umyvacku. Pouzitie
automatizovanej dezinfekénej umyvacky na Cistenie alebo
dezinfekciu zariadenia sposobi poskodenie vysielaca.

Pouzitie u jedného pacienta
Po kazdom pouziti vysiela¢ vzdy vy istite.
Pri Cisteni vysielada budete potrebovat nasledujuce materialy:

* jemné tekuté mydlo

*  zubnu kefku pre batolata s makkymi Stetinami
* nadobu

» (Cisté, suché handricky nepustajuce viakna
Zivotnost’

Vysiela€ mozno Cistit’ najviac 122-krat alebo po dobu jedného roka, podfa toho, ¢o
nastane skér. Potom vysiela€ zlikvidujte. Ak budete vysiela¢ pouzivat aj po
dosiahnuti 122 Cisteni alebo po jednom roku, proces Cistenia méze poskodit
zariadenie. Novy vysiela¢ si mdzete objednat’ od miestneho zastupcu.

VAROVANIE: Ak je puzdro prasknuté, poskodené alebo sa odlupuje,
zariadenie nepouzivajte. Praskliny, odlupovanie alebo
poskodenie puzdra su priznakmi degradacie materialov.
Degradacia materialov puzdra méze ovplyvnit’ schopnost’
spravne vycistit’ vysiela€ a mdéze sposobit’ zavazné zranenie.
Zatelefonujte miestnemu zastupcovi spolo¢nosti a zlikvidujte
zariadenie v sulade s miestnymi predpismi na likvidaciu batérii
(odpad, ktory sa nespal’uje), pripadne si vyziadajte informacie
o likvidacii od svojho lekara.

Cistenie vysielaga:

1 Dokladne si umyte ruky.
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2 Pripojte tester k vysielacu, aby sa vytvorilo vodotesné spojenie.

3 Ak su na vysielaci zvySky lepidla, pozrite si Cast Odstranenie zvyskov lepidla, na
strane 111.
4 Vysiela€ preplachujte pod te€icou vodou pri izbovej teplote minimalne jednu minutu,

pokial nebude viditelne Cisty. Uistite sa, Ze vSetky tazko dostupné miesta su riadne
preplachnuté.

5 Pripravte si slaby roztok tekutého mydla vyrobeny z 5 mililitrov (1 ¢ajova lyZicka)
jemného tekutého mydla na 3,8 litra (1 galon) vody z vodovodu s izbovou teplotou.

6 VysielaC s pripojenym testerom ponorte do roztoku jemného tekutého mydla
a nechajte ho jednu minutu ponoreny.
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7 Uchopte tester a cely povrch vysielaga ocistite pomocou detskej makkej zubne;j
kefky. Dbajte na to, aby ste vSetky tazko dostupné miesta viditelne vygistili.

8 Vysielag preplachujte pod te€ucou vodou z vodovodu pri izbovej teplote
minimalne jednu minutu, pokial nebude vsetko viditelné tekuté mydlo omyté.

9 Vysiela¢ a tester osuste Cistou, suchou handri¢kou.

<

10 Polozte vysielaC a tester na Cistu suchu handricku a nechaijte ich volne uplne
uschnut.
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11 Odpoijte tester od vysielata jemnym stlaenim ramienok testera.

Pouzitie u viacerych pacientov

Pri pouziti vysielaCa v zdravotnickom zariadeni vysiela¢ Cistite a dezinfikujte po kazdom

pouziti.

VAROVANIE: Pri pouzivani tohto zariadenia a manipulacii s nim je nutné
dodrziavat’ Standardné preventivne opatrenia. VSetky ¢asti tohto
systému treba povazovat’ za potencialne infekéné a mézu prenasat’
patogény prenosné krvou medzi pacientmi a zdravotnickymi
pracovnikmi.

Vysiela¢ sa musi po kazdom pouziti u jednotlivych pacientov
dezinfikovat'. Tento systém mozno pouzivat’ na testovanie viacerych

pacientov len pri dodrziavani standardnych preventivnych opatreni
a dezinfekénych postupov od spolo¢nosti Medtronic Diabetes.
Pri Cisteni vysielaga budete potrebovat nasledujuce materialy:
* rukavice
* jemné tekuté mydlo
»  zubnu kefku pre batolata s makkymi Stetinami
» bielidlo s koncentraciou 8,25 %
* dve nadoby
+ (Cisté a suché handri¢ky nepustajuce viakna
Zivotnost’
Vysiela¢ mozno Cistit' a dezinfikovat' najviac 122-krat alebo po dobu jedného roka, podla
toho, €o nastane skér. Potom vysiela€ zlikvidujte. Ak budete vysiela pouzivat aj po
dosiahnuti 122 Cisteni alebo po jednom roku, proces Cistenia a dezinfekcie méze
poskodit zariadenie. Objednajte si novy vysiela¢ od spolo&nosti Medtronic.

Cistenie a dezinfekcia vysiela¢a:

1 Umyte si ruky a natiahnite si rukavice.
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2 Skontrolujte, €i sa vnutri otvoru konektora vysiela¢a nenachadzaju telesné
tekutiny. Pokyny na kontrolu kolikov konektora najdete v €asti Kontrola kolikov
konektora vysielada, na strane 101.

UPOZORNENIE: Osoba kontrolujuca vysiela¢ musi mat’ dostatocne dobry
zrak, aby dokazala rozoznat’ aj malé kvapky telesnych tekutin
alebo necistot.

VAROVANIE: Ak su v otvore konektora pritomné telesné tekutiny, vysiela¢ sa
musi zlikvidovat'. Vzhladom na to, ze vysiela¢ obsahuje batériu,
nemdzete ho vyhodit’ do nadoby na biologicky odpad. Namiesto
toho vysielaé vyd¢istite a vydezinfikujte a potom ho zlikvidujte
v sulade s miestnymi predpismi na likvidaciu batérii (odpad,
ktory sa nespal’uje).

otvor konektora

koliky konektora

puzdro

4 Ak su na vysielaci zvysky lepidla, pozrite si Cast Odstranenie zvyskov lepidla, na
strane 111.
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5 Vysiela¢ oplachujte pod te€ucou vodou s izbovou teplotou po dobu minimalne jednej

minuty, kym nebude viditelne &isty. Uistite sa, Ze vSetky taZzko dostupné miesta su
riadne preplachnuté.

6 Pripravte si slaby roztok tekutého mydla vyrobeny z 5 mililitrov (1 ¢ajova lyzicka)
jemného tekutého mydla na 3,8 litra (1 galén) vody z vodovodu s izbovou teplotou.
Vzdy pouzite Cerstvo pripraveny roztok.

7 Vysiela¢ s pripojenym testerom ponorte do roztoku jemného tekutého mydla
a nechajte ho jednu minutu ponoreny.

\__-e
8 Uchopte tester a cely povrch vysielaca o€istite pomocou detskej mékkej zubnej kefky.
Dbaijte na to, aby ste vSetky taZko dostupné miesta viditelne vydcistili.
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9 Vysiela¢ preplachujte pod te€ucou vodou z vodovodu pri izbovej teplote
minimalne jednu minutu, pokial nebude vSetko viditelné tekuté mydlo omyté.

10 Vysielag a tester osuste &istou, suchou handri¢kou.

<

11 Pripravte si roztok bielidla v pomere 1:10 pouzitim jedného (1) dielu bielidla
s koncentraciou 8,25 % a deviatich (9) dielov vody, aby sa dosiahla vysledna
koncentracia 0,8 %. Vzdy pouzite Cerstvo pripraveny roztok.

12 Uistite sa, Ze ste pred dezinfekciou vykonali v8etky predchadzajuce kroky
Cistiaceho postupu. S pripojenym testerom ponorte vysiela¢ do roztoku bielidla a
nechajte ho na 20 minat ponoreny.
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13 Preplachujte vysiela¢ pod te€ucou vodou z vodovodu s izbovou teplotou po dobu
troch minut.

14 Polozte vysielag a tester na Cistlu suchu handri¢ku a nechajte ich volne uplne
uschnut.

VAROVANIE: Ak ste si pri predchadzajucej kontrole vSimli v otvore konektora
akukol'vek telesnu tekutinu, musite vysiela¢ spolu s pripojenym
testerom zlikvidovat' v sulade s miestnymi predpismi na likvidaciu
batérii (odpad, ktory sa nespaluje).

15 Odpojte tester od vysielaca jemnym stlaéenim ramienok testera.

16 Skontrolujte, €i na puzdre vysielaa nie su znamky prasknutia, odldpnutia alebo
poskodenia. Ak si vS§imnete niektoré z tychto zndmok, musite vydezinfikovany

vysiela€ zlikvidovat v sulade s miestnymi predpismi na likvidaciu batérii (odpad, ktory
sa nespaluje).
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VAROVANIE: Ak je puzdro prasknuté, poskodené alebo sa odlupuje,
zariadenie nepouzivajte. Praskliny, odlupovanie alebo
poskodenie puzdra su priznakmi degradacie materialov.
Degradacia materialov puzdra méze ovplyvnit’ schopnost’
spravne vycistit’ vysiela€ a mdéze sposobit’ zavazné zranenie.
Zatelefonujte miestnemu zastupcovi spolo¢nosti a zlikvidujte
zariadenie v sulade s miestnymi predpismi na likvidaciu batérii
(odpad, ktory sa nespal’uje), pripadne si vyziadajte informacie
o likvidacii od svojho lekara.

17 Zlikvidujte pouzité rukavice a dokladne si umyte ruky mydlom a vodou.

Odstranenie zvyskov lepidla

Tento postup méze byt potrebné vykonat, ak su na vysieladi pritomné zvysky lepidla.
Ak ste pri vizualnej kontrole zbadali na vysielaci zvysky lepidla, postupujte podla
tychto pokynov.

Pri odstrafiovani zvySkov lepidla budete potrebovat vatové tampoény a odstraniovad
lekarskych lepidiel (ako napriklad Detachol™*, €o je mineralny lieh).

Poznamka: Pocéas testovania pouzivala spoloénost Medtronic MiniMed na
odstrariovanie zvyskov lepidla z vysielaéa pripravok Detachol™".
Odporuca sa pouzivat’ Detachol™*, ktory v8ak nemusi byt k dispozicii
vo v8etkych krajinach.

Odstranenie zvyskov lepidla:
1 Skontrolujte, Ci je tester pripojeny k vysielacu.

2 Vatovy tampdn namocte do odstrafiovaca lekarskych lepidiel.

3 Podrzte tester a jemne potierajte odstrafiovacom lepidla povrch vysielac¢a, kym
neodstranite vSetky zvysky.

4 Pokraduijte v postupe &istenia. Podrobné informacie najdete v &asti Cistenie
vysielaca, na strane 102.
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Kupanie a plavanie

Spojenim vysielada so senzorom sa vytvori jednotka, ktora je vodotesna do hibky
2,4 metra (8 stdp) po dobu max. 30 minut. MézZete sa sprchovat alebo plavat bez ich
odlozenia.

Cistenie nabijacky
Tento postup sa vztahuje na vSeobecné Cistenie podla aktualnej potreby (na zaklade
fyzického vzhladu).
UPOZORNENIE: Nabijacku neponarajte do vody ani iného Cistiaceho prostriedku.
Nabijacka nie je vodotesna. Voda moze poskodit’ nabijacku
a sposobit’ poruchu zariadenia.
VAROVANIE: Nabija¢ku zlikvidujte podla miestnych predpisov na likvidaciu
batérii, pripadne si vyziadajte informacie o likvidacii od svojho
lekara. Nabijacka sa moze pri spalovani vznietit'.

Vycistenie nabijacky:

1 Dokladne si umyte ruky.

2 Navlh¢ite handri¢ku v jemnom Cistiacom roztoku, ako je napriklad saponat na
umyvanie riadov, a zotrite fiou vSetky necistoty alebo cudzorodé materialy
z vonkajSieho povrchu nabijacky. Na Cistenie nabijacky nikdy nepouzivajte organické
rozpustadla, ako napriklad riedidlo alebo acetoén.

3 PoloZte nabijacku na €istu, suchu utierku a nechajte ju oschnut dve az tri minuty.

Riesenie problémov

Nasledujuca tabulka obsahuje informacie o rieSeni problémov s vysielatom, nabijackou
a testerom. DalSie informacie o rieSeni problémov najdete v pouzivatel'skej prirucke
k systému.
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Problém

Pravdepodobné
pri€iny

RieSenie

Pripojil(a) som vysiela¢
k nabijacke a ziadne
indikatory sa
nerozsvietili.

Koliky konektora
vysielaca su poSkodené
alebo zhrdzaveli.
Batéria v nabijacke je
vybita alebo nie je
vloZena Ziadna batéria.

1 Skontrolujte, ¢i koliky konektora vysielaca
nie su poskodené alebo skorodované.
Dalsie informacie o kolikoch konektora
obsahuje ¢ast Kontrola kolikov konektora
vysielaca, na strane 101. Ak su koliky
poskodené alebo zhrdzavené, obratte sa
na svojho miestneho zastupcu.
Pravdepodobne je nutné vymenit
vysielac.

2 Ak koliky konektora nie su poskodené,
vymerite batériu v nabijacke. Pokyny na
vymenu batérie v nabijacke najdete v
Casti VlozZenie batérie do nabijacky, na
strane 97.

Pocas nabijania
zhasne blikajuci zeleny
svetelny indikator na
nabijacke a zacne na
nej dihSie blikat
Cerveny svetelny
indikator.

Batéria v nabijacke je
takmer vybita.

Vymerite batériu v nabijacke. Pokyny na
vymenu batérie v nabijacke najdete v Casti
VioZenie batérie do nabijacky, na strane 97.

Pocas nabijania
zhasne blikajuci zeleny
svetelny indikator na
nabijacke a zacne na
nej rychlo blikat
Cerveny svetelny
indikator

v dvojsekundovych
sériach bliknuti.

Vysielac je takmer
vybity.

1 Vysiela¢ nabijajte nepretrzite jednu
hodinu. Ak blikanie neprestane,
pokracujte krokom €. 2.

2 Vysiela€ nabijajte nepretrzite osem hodin.
Ak blikanie neprestane, zavolajte
miestnemu zastupcovi. Pravdepodobne je
nutné vymenit vysielac.

Pocas nabijania na
nabijacke striedavo
rychlo a pomaly blikaju
Cervené svetla.

Nabijacka a vysiela¢ su
takmer vybité.

1 Vymerite batériu v nabijaCke. Pokyny na
vymenu batérie v nabijacke najdete v
Casti VloZenie batérie do nabijacky, na
strane 97.

2 Vysiela¢ nabijajte nepretrzite jednu
hodinu. Ak rychlo blikajuci ¢erveny
svetelny indikator nezhasne, pokradujte
krokom €. 3.

3 Vysiela¢ nabijajte nepretrzite osem hodin.
Ak blikanie neprestane, zavolajte
miestnemu zastupcovi. Pravdepodobne je
nutné vymenit vysielac.
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Problém

Pravdepodobné
pri€iny

RieSenie

Zelené svetlo na

vysieladi neblika, ak ho

pripojite k senzoru.

Vysiela€ nie je uplne
pripojeny.

Vysielac je takmer
vybity.

Senzor nie je riadne
zavedeny do tela.

1  Odpojte vysiela¢ od senzora.

2 Pockajte pat sekund a opatovne ho
pripojte. Ak zeleny svetelny indikator stale
neblika, pokracujte krokom ¢&. 3.

3 Uplne nabite vysielag a pripojte ho
k testeru. Ak zeleny svetelny indikator
stale neblika, pozrite si rieSenie
problémov v Casti ,Zeleny svetelny
indikator na vysielagi neblika, ked
vysielag pripojite k testeru®. Ak zeleny
svetelny indikator blika, pokracujte
krokom ¢. 4.

4 Odpojte vysiela¢ od testera, pockajte
najmenej pat sekund a potom pripojte
vysielac k senzoru. Ak zeleny svetelny
indikator stale neblika, pokracujte krokom
¢. 5.

5  Senzor pravdepodobne nie je riadne
zavedeny do tela. Odstrante si senzor
z tela a zavedte novy senzor.

Zelené svetlo na
vysieladi neblika, ak
vysiela¢ pripojite

k testeru.

Vysiela€ nie je uplne
pripojeny.

Vysielac je takmer
vybity.

1 Skontrolujte pripojenie medzi vysielacom
a testerom. Ak zeleny svetelny indikator
stale neblika, pokracujte krokom &. 2.

Uplne nabite vysiela&.

3 Opat skontrolujte vysiela¢ pomocou
testera. Ak zeleny indikator stale neblika,
zavolajte miestnemu zastupcovi.
Pravdepodobne je nutné vymenit
vysielac.
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Problém

Pravdepodobné
pri€iny

RieSenie

Batéria vysielaca
nevydrzi sedem dni.

Vysiela€ nie je uplne
nabity, ked ho pripojite
k senzoru.

Bezdrbétové pripojenie
medzi vysielatom

a pumpou sa Casto
prerusi.

Pred pripojenim k senzoru vysiela€ Uplne
nabite. Ak batéria vysielaca nevydrzi
pocas pouzitia jedného senzora,
pokracéujte krokom ¢. 2.

Vzdialte sa od zariadenia, ktoré moze
sposobovat radiofrekvenénu interferenciu.
Dalsie informacie o RF rueni najdete

v informaénom harku o sulade

s poziadavkami pre radiofrekvencné
zariadenia, ktory je su€astou balenia
pumpy.

Uistite sa, Ze pumpa a vysielac¢ su
umiestnené na rovnakej strane tela, aby
ste minimalizovali radiofrekvenénu
interferenciu. Ak sa Uplne nabita batéria
vysiela€a nadalej vybija skor, nez uplynie
celych sedem dni, zatelefonujte
miestnemu zastupcovi. Pravdepodobne je
nutné vymenit vysielac.

Vysiela¢ stratil spojenie
S pumpou.

Pumpa je mimo dosahu.

Vyskytla sa
radiofrekvenéna
interferencia z inych
zariadeni.

Vzdialte sa od zariadenia, ktoré méze
sposobovat radiofrekvenénu interferenciu.
Dalsie informacie o RF rueni najdete

v informaénom harku o sulade

s poziadavkami pre radiofrekvenéné
zariadenia, ktory je su€astou balenia
vysiela¢a. Ak vysiela¢ nadalej
nekomunikuje s pumpou, pokracujte
krokom €. 2.

Uistite sa, Ze pumpa a vysielac su
umiestnené na rovnakej strane tela, aby
ste minimalizovali radiofrekvencnu
interferenciu. Ak vysiela¢ nadalej
nekomunikuje s pumpou, zatelefonujte
miestnemu zastupcovi a poziadajte ho
0 pomoc.

Poznamka: PripreruSeni spojenia medzi vysielatom a pumpou na 30 minut sa aktivuje alarm
alebo vystraha a zobrazi sa hlasenie.

Skladovanie a manipulacia

Vysielag, nabijacku a tester uskladnite v Cistej a suchej miestnosti s izbovou teplotou.

Ak sa vysiela€ nepouziva, musite ho nabit aspon raz za 60 dni.
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UPOZORNENIE: Nenechavajte vysiela¢ na nabijacke. Ak vysiela¢ nechate na
nabijacke dlhSie nez 60 dni, batéria sa natrvalo poskodi.

Likvidacia
Vysiela¢ nevyhadzuijte do netriedeného komunalneho odpadu. Vysiela¢ zlikvidujte podla

miestnych predpisov na likvidaciu batérii, pripadne si vyziadajte informacie o likvidacii od
svojho lekara.

Specifikacie

Zakladnou funkciou vysiela¢a je meranie hodnét signalov zo snimacieho zariadenia a ich
prenasanie do monitorovacieho zariadenia v ramci poziadaviek na presnost vysielaca za
Specifikovanych podmienok pouzivania stanovenych v pouzivatelskej prirucke k systému
a po dobu o¢akavanej prevadzkovej zivotnosti. Ak dbjde k elektromagnetickému ruseniu
vysiela¢a, bud neddjde k prenosu ziadnych udajov, alebo dbjde k prenosu nespravnych
Udajov. V takychto situaciach sa riadte pokynmi na prevadzku, udrzbu a rieSenie
problémov v prislusnych pouzivatelskych priruckach. Tester mézete pouzivat aj

na testovanie spravneho fungovania vysielaca. Ak je vysiela¢ poSkodeny alebo ak
nemdze komunikovat' s nabijackou alebo pumpou, obratte sa na miestneho zastupcu
oddelenia technickej podpory spolo¢nosti Medtronic a poziadajte o pomoc.
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Biokompatibilita

Vysiela¢: V stlade s normou EN ISO 10993-1

Aplikované casti

Vysiela¢

Senzor

Prevadzkové
podmienky

Vysiela¢ — teplota: 0 °C az 45 °C (32 °F az 113 °F)

Upozornenie: Ked sa vysiela€ pouziva na testeri pri teplote vzduchu vyssej
ako 41 °C (106 °F), teplota vysielata moze prekrocit 43 °C (109 °F).

Vysiela¢ — relativna vlhkost: 10 % az 95 % bez kondenzacie
Vysiela€ — tlak: 57,60 kPa az 106,17 kPa (8,4 psi az 15,4 psi)
Nabijacka — teplota: 10 °C az 40 °C (50 °F az 104 °F)
Nabijacka — relativna vlhkost: 30 % — 75 % bez kondenzacie

Skladovacie
podmienky

Vysiela¢ — teplota: -20 °C az 55 °C (-4 °F az 131 °F)
Vysiela¢ — relativna vlhkost: max. 95 % bez kondenzacie
Vysiela¢ — tlak: 57,6 kPa az 106 kPa (8,4 psi az 15,4 psi)
Nabijacka — teplota: -10 °C az 50 °C (14 °F az 122 °F)
Nabijacka — relativna vihkost: 10 % — 95 % bez kondenzacie

Zivotnost' batérie

Vysiela¢: sedem dni kontinualneho monitorovania glukézy ihned po Gplnom
nabiti.

Nabijacka: nabijaka pouziva na nabijanie vysielaca jednu novu batériu
velkosti AAA.

Frekvencia

vysiela¢a

Pasmo 2,4 GHz, bezdrétova technoldgia Bluetooth™* (verzia 4.0)

Efektivny vyzarovany
vykon (ERP)

-12,05 dBm (0,06 mW)

Efektivny izotropny
vyzarovany vykon
(EIRP)

-9,9 dBm (0,1 mW)

Prevadzkovy dosah

max. 1,8 metra (6 stdp) vo volnom priestranstve

Ocakavana zivotnost’
vysielaca

Ocakavana prevadzkova zivotnost vysielaca je jeden rok v zavislosti od
intenzity pouzivania pacientom.

Bezdrétova komunikacia vysielaca

Kvalita sluzieb

Vysiela¢ a inzulinova pumpa sa pripajaju prostrednictvom funkcie pripojenia
k inteligentnym zariadeniam. Vysiela¢ odosiela do pumpy udaje o glukéze a vystrahy
suvisiace so systémom. Pumpa overuje neporusenost prijatych udajov po

bezdrétovom prenose.
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Zabezpecenie udajov

Vysiela¢ je navrhnuty iba na prijimanie radiofrekven¢nej (RF) komunikacie

z rozpoznanych a prepojenych zariadeni. Aby mohla pumpa prevziat informacie

z vysielaa, najprv musite pumpu sparovat s vysielacom.

Inzulinové pumpy MiniMed™ a systémové sucasti (glukomery a vysielace) zaistuju
zabezpecenie Udajov vlastnymi prostriedkami a integritu Udajov pomocou procesov na
kontrolu chyb, ako su napriklad cyklické kontroly nadbyto¢nosti.

Cestovanie leteckou dopravou

Vysiela€¢ mozno bezpeéne pouzivat na komercnych leteckych linkach. Ak sa vas
personal leteckej spolo€nosti spyta na pouzivanie vasho zariadenia, ukazte im svoju
zdravotnu pohotovostnu kartu.

Poucenie a vyhlasenie vyrobcu

Poucéenie a vyhlasenie vyrobcu — Elektromagnetické emisie

Emisny test Zhoda Elektromagnetické prostredie — poucenie
RF emisie CISPR 11 Vysiela€ pouziva RF energiu iba na systémovu komunikaciu.
Radiofrekvenéné emisie su preto velmi nizke a nepredpoklada
CISPR 11 Skupina 1, sa, ze by spdsobovali interferencie s blizkymi elektronickymi
trieda B zariadeniami.
Harmonické Nevztahuje sa Poznamka: Predchéadzajuce vyhlasenie je poZadované
emisie podla normou IEC 60601-1-2 pre zariadenia
normy skupiny 1, trieda B. KedZe vysielaé je
napajany z batérie, jeho emisie nebudu
IEC 61000-3-2 ovplyvnené verejnou elektrickou sietou
Fluktuacia Nevztahuje sa a neefastUJu ZI’aQn_e o(okazy o ?{(ych’kol\/ek
e . problémoch suvisiacich s pouzZivanim tohto
napatia/emisie . . .
2 blikania systému v domacnostiach.
IEC 61000-3-3
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Poucenie a vyhlasenie vyrobcu — Elektromagneticka odolnost’

Test odolnosti

Testovacia Groven
podla normy
IEC 60601-1-2:2014

Maximalne
predvidatelné
podmienky
pouzivania podla
normy
IEC 60601-1-2:2014

Elektromagnetické
prostredie — poucenie

Elektrostaticky
vyboj (ESD) podla
normy

IEC 61000-4-2

+8 kV kontaktom
+2 kV, 4 kV, £8 kV,
+ 15 kV vzduchom

+8 kV kontaktom
+2 kV, 4 kV, £8 kV,
+ 15 kV vzduchom

Na pouzitie v beznom
domacom, komerénom
alebo nemocni¢nom
prostredi.

Vedené poruchy
indukované RF
polami

3 Vrms
150 kHz az 80 MHz
6 Vrms
ISM pasma v rozsahu
150 kHz az 80 MHz

Nevztahuje sa

PoZiadavka sa
nevztahuje na toto
zariadenie napéajané
z batérie.

Elektricky rychly
prechodovy jav/
skupina impulzov

+2 kV
frekvencia opakovania
100 kHz

Nevztahuje sa

Poziadavka sa
nevztahuje na toto
zariadenie napajané

IEC 61000-4-4 z batérie.
Prepatie Medzi vedeniami: Nevztahuje sa Poziadavka sa
IEC 61000-4-5 +0,5 kV, £1 kV nevztahuje na toto

Medzi vedenim
a zemou: 0,5 kV,
+1 kV, £2 kV

zariadenie napajané
z batérie.

Poznamka: Urje striedavé napétie hlavného

privodu pred aplikaciou testovacej trovne.

Pokles napatia,
kratke prerusenia
a zmeny napatia
v privode
elektrickej energie
podfla normy

IEC 61000-4-11

0 % U~, 0,5 cyklu (pri 0°,
45°,90°, 135°, 180°,
225°,270° a 315°)

0 % Ur, 1 cyklus (pri
0°)

70 % po dobu
25/30 cyklov (pri 0°)

0 % po dobu
250/300 cyklov

Nevztahuje sa

PoZiadavka sa
nevztahuje na toto
zariadenie napajané
z batérie.

Magnetické pole s
frekvenciou pradu
(50/60 Hz)

IEC 61000-4-8

30 A/m

30 A/m

Na pouzitie v beznom
domacom, komerénom
alebo nemocni¢nom
prostredi.
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Poucenie a vyhlasenie vyrobcu — Elektromagneticka odolnost’

Test odolnosti

Testovacia Uroven
podla normy
IEC 60601-1-2:2014

Maximalne
predvidatelné
podmienky
pouzivania podla
normy
IEC 60601-1-2:2014

Elektromagnetické
prostredie — poucenie

Blizke polia z RF
bezdrétovych
komunikaénych
zariadeni podla
normy

IEC 61000-4-3

IEC 60601-1-2:2014,
tabulka 9

IEC 60601-1-2:2014,
tabulka 9

Na pouzitie v beznom
domacom, komerénom
alebo nemocni¢nom
prostredi.

Poznamka: Ur je striedavé napétie hlavného

privodu pred aplikaciou testovacej trovne.

Vyzarovana RF
IEC 61000-4-3

10 V/im
80 MHz a# 2,7 GHz
80 % AM pri 1 kHz

10 V/m
80 MHz az 6 GHz
80 % AM pri 1 kHz

Prenosné a mobilné
radiofrekvencéné
komunika¢né zariadenia
sa nesmu pouzivat

v mensej vzdialenosti od
Ziadnej Casti vysielaca,
ako je odporucana
vzdialenost odstupu

30 cm (12 palcov).

Intenzity poli

zo stacionarnych
radiofrekvenénych
vysielacov uréené
elektromagnetickym
prieskumom lokality
musia byt v jednotlivych
frekvenénych rozsahoch
nizSie nez uroveri suladu
S normami.

Rus$enie sa mbze objavit
v blizkosti zariadeni
oznacenych
nasledovnym symbolom:

()

Poznamka: Tieto pokyny nemusia platit vo vsetkych situéciach. Sirenie elektromagnetického
Ziarenia ovplyvriuje absorpcia a odraz od réznych povrchov, objektov alebo 0séb.
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Zaruka

Spolo¢nost Medtronic MiniMed, Inc. (alebo ina takato pravnicka osoba, ktora moéze
byt uvedena na oznaceni tohto zariadenia ,Medtronic MiniMed® ako vyrobca)
poskytuje kupujucemu vysielata Medtronic zaruku na produkt tykajucu sa chyb

materialu alebo spracovania na dobu jedného (1) roka a na nabijacku na dobu
jedného (1) roka od datumu zakupenia.

V priebehu zaruénej doby spolo¢nost Medtronic MiniMed podra vlastného uvazenia
vymeni alebo opravi pokazeny vysiela€ alebo nabija¢ku v sulade s tu uvedenymi
podmienkami a vylu€eniami. Tato z&ruka sa vztahuje iba na nové zariadenia. V
pripade vymeny vysielada alebo nabijacky sa zaruéna doba neprediZi tak, aby
prekraCovala pévodny datum vyprsania platnosti zaruky.

Tato zaruka plati iba vtedy, ak sa vysiela€ alebo nabijacka od spolo¢nosti Medtronic
pouzivaju v sulade s pokynmi vyrobcu. Tato zaruka sa bez obmedzeni nebude
vztahovat na nasledovné pripady:

ak k poskodeniu dbojde v dbsledku zmien alebo Uprav vysielaca alebo nabijacky,
ktoré vykonal pouzivatel alebo tretia osoba po datume zakupenia,

ak k poskodeniu dojde v désledku servisu alebo oprav, ktoré vykonala ing osoba
alebo institicia nez vyrobca,

ak k poskodeniu dojde v dbsledku pdsobenia vy$Sej moci alebo inej udalosti,
ktoru vyrobca neméze nijako ovplyvnit,

ak k poskodeniu ddjde v désledku nedbalosti alebo nespravneho pouzivania
vratane (nielen) tychto situacii: nespravne skladovanie, ponorenie do vody,
nespravna manipulacia (napr. pad na zem),

ak k poskodeniu dojde v dbsledku pouzivania zariadenia inym spbdsobom, ako je
uvedené v pokynoch vyrobcu, na oznaceni produktu, v ndvode na pouzitie alebo
v regulaénych upozorneniach.

Tato zaruka plati iba pre pévodného kupujuceho. Kazdy predaj, prendjom alebo iny
prevod alebo pouZitie produktu krytého touto zarukou, ktoré vykona iny nez pévodny
kupujuci, méze byt dbvodom na okamzité ukonCenie platnosti tejto zaruky. Tato
zaruka sa nevztahuje na senzory na meranie glukézy a dalSie prisluSenstvo.
Napravné opatrenia uvedené v tejto zaruke su vyluénymi napravnymi opatreniami
tykajucimi sa tu uvedenych poskodeni. Spolo¢nost Medtronic MiniMed ani jej
dodavatelia alebo distributori nezodpovedaju za Ziadne nahodné, nasledné ani rézne
iné Skody akejkolvek povahy alebo druhu, ktoré boli sposobené alebo vznikli

v désledku poruchy produktu.
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VSetky ostatné podmienky a zaruky, &i uz vyslovné alebo implicitné, s vynimkou
povinnych zakonnych zaruk, su vylu¢ené vratane zaruk tykajucich sa predajnosti alebo
vhodnosti na konkrétny ucel.

Tato zaruka poskytuje kupujucemu Specifické zakonné prava a kupujuci ma aj dalSie
prava vyplyvajuce z miestnych zakonov. Tato zaruka neovplyviiuje zdkonné prava
kupujuceho.

Zverejiiovanie softvéru s otvorenym zdrojovym kédom (OSS)

Tento dokument identifikuje softvér s otvorenym zdrojovym kédom, ktory modze tento
produkt samostatne volat, vykonavat, prepajat, pri¢lefiovat’ alebo inak vyuZivat.
Takyto softvér s otvorenym zdrojovym kédom je licencovany pre pouzivatelov v sulade

s ustanoveniami a podmienkami samostatnej licenénej zmluvy na takyto softvér
s otvorenym zdrojovym kdédom.

Pouzivanie softvéru s otvorenym zdrojovym kédom vami sa bude riadit’ vyluéne
ustanoveniami a podmienkami takejto licencie.

Zdrojovy/objektovy kéd a prislusnu licenciu na softvér s otvorenym zdrojovym kdédom je
mozné ziskat na nasledujucej webovej lokalite: http://www.ouah.org/ogay/hmac/.
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Tabul'ka ikon

Sériové Cislo

Katalogové &islo alebo €islo modelu

Jeden kus vysiela¢a, nabijacky a pomoécky na zavedenie v kazdej schranke/
baleni

Dva kusy testerov v kazdej schranke/baleni

Datum vyroby (RRRR-MM-DD)

Vyrobca

Pred kazdym pouzitim sa musite riadit pouZzivatelskou priru¢kou (na Stitku
uvedena modrou farbou).

Hrani¢né hodnoty teploty

Neionizujuce elektromagnetické Ziarenie

Konfiguracia alebo jedinec¢ny identifikator verzie

Stupen ochrany pred zasahom elektrickym pradom: aplikovana €ast typu BF

Vysielac: 4 je urover ochrany proti vniknutiu pevnych predmetov
s priemerom nad 1 mm. 8 je droveii ochrany proti u€inkom nepretrzitého
ponorenia do vody [ponorenie do hlbky 2,4 metra (8 stdép) na 30 minut].

95%

Hrani¢né hodnoty vihkosti

C€ 0459

Oznadenie zhody: Tento symbol znamena, Ze zariadenie spifia véetky
poziadavky smernice o zdravotnickych poméckach 93/42/EHS (NB 0459).

y

Krehké, zaobchadzajte opatrne

caq
0,

T

Uchovavajte v suchu

®

Lepenku, papier, plastové baliace materialy a nepotrebné pisomnosti
recyklujte.
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Nebezpecné v prostredi magnetickej rezonancie (MR): udrzujte mimo

Iniciativa WEEE: NEVYHADZUJTE DO ODPADU. Zariadenie recyklujte
v stlade s miestnymi poziadavkami na likvidaciu.

]

® pristrojov na zobrazovanie magnetickou rezonanciou (MR)

Datum najneskorsieho dobitia
L]
Bezdrbtova technoldgia Bluetooth™
© Bluetooth’
FCC ID: OH27821 Splfia poziadavky noriem Spojenych Statov tykajucich sa radiovej

komunikacie.

. Spifha poziadavky noriem kanadskej viadnej agentury Innovation, Science
IC: 3408B-7821 . MR S
and Economic Development Canada tykajucich sa radiovej komunikacie.

m Autorizovany zastupca v Eurépskom spolocenstve
@ Spifa poziadavky australskych noriem tykajlcich sa radiovej komunikéacie.
R(Only Iba na lekarsky predpis
Oznadenie zhody: Tento symbol znamena, Ze zariadenie spifia véetky

poziadavky smernice o zdravotnickych poméckach 93/42/EHS.

I::Ii:l Pozrite si pokyny na pouzivanie

é Upozornenie: Pozrite si pokyny na pouzivanie, kde najdete dolezité
varovania alebo preventivne opatrenia neuvedené na oznaceni.

© 2020 Medtronic MiniMed, Inc. VSetky prava vyhradené.

Medtronic, logo Medtronic a Further, Together st ochranné znamky spolo¢nosti Medtronic. Znacky ™* tretich stran st ochrannymi znamkami ich
prislusnych vlastnikov. VSetky ostatné znacky st ochrannymi znamkami spolo¢nosti Medtronic.

Bluetooth™*
Detachol™*
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O mroutrég Guardian™ Link (3) ye acUpparn texvoAoyia Bluetooth™* givar e€aptnua
TOU CUGTAPATOG uvEXOUG TTapakoAouBnong yAukolng (continuous glucose
monitoring: CGM) yia Ta cuoTAiuaTta aviAiwy IvoouAivng MiniMed™ pe ouvdeoiudtTnta

ME EEUTTVEG OUOKEUEG.
OUOKEUN 60K|pﬁg%

TTOUTTOG

OUOKeUn serter QOPTIOTAG

ESaptipara KiT TToptrou Guardian™ Link (3) (MMT-7910)
‘Eva TAApeg KIT TTopTTou TrepIAapBavel Ta akdAouBa e¢apTripara:

Moptd Guardian™ Link (3) (MMT-7911) +  ®oprioth (MMT-7715)
Avo ouokeuég dokiung (MMT-7736L) . >uokeur) One-press serter (MMT-7512)

MpoopiI{6pEVOG OKOTTOG TOU TTPOIOVTOG

O mroptrég Guardian™ Link (3) (MMT-7911) gival pia eTrava@opTi{OPEVN CUOKEUN Kal
TPo@OOOTE hE pela Tov alIadNnTpa YAUKOZNG, GUAAEYE! Kal uTTOAOYICEl Ta Dedopéva
aioBnTipa kai aTéAvel Ta dedopéva o€ Eva guuBaTd oUaTnPa avTAiag IVOouAivng
MiniMed™ pe ouvoeoINOTNTA e EEUTTVEC CUOKEUEG Yia T OIAXEipIon TOU GAKXapwon
d1apnTN. O TTouTrég gival cuuBardg pévo pe Tov alodntripa YAukdlng Guardian™ (3)
(MMT-7020) kai evdeikvuTal yia xprion o€ €vav aoBevr A o€ TTOANOUG aoBeVEiG.

AvTevdeieig
Kapia yvwoTh.

Mposidotmroinoeig

*  Mn xpnoiyotrolgite Tov TTOUTTO SITTAQ 0€ AAAOV NAEKTPIKO €EOTTAIOUO TTOU UTTOPET
va TTPOKAAETEl TTAPEPPOAEG 0T QUOIOAOYIKA AsiIToupyia Tou cuoTAPATog. AANOG
NAEKTPIKOG £EOTTAIOUOG TTOU eVOEXETAI VA UTTORABUICEI TN QUOIOAOYIKK AsIToupyia
TOU OUOTAPATOG avTevdeikvuTal. INa TTEPICOOTEPES TTANPOPOPIEG TXETIKA E
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NAEKTPIKO €EOTTAIOCHO TTOU evOEXETAI va UTTORABIoEl TN QUOIOAOYIKA AEIToupyia Tou
ouoTAuatog, BA. EkBeon oc uayvnrika media kai aktivoBolia, atn oelida 126.

Na avaTpéxete TTAvTa oTov 00nNyo Xpriong Tou aiodnTApa yia OAEG TIG TIPOPUAAEEIG,
TTPOEIBOTTOINCEIG Kal 0dnyieg TTou axeTiCovTal Pe Tov aioOnthpa. Edv dev avatpéteTe
aTov 00nyo6 xpriong Tou aionTApa, uTropei va eTEABEl coBapOg TPAUNATIOUOG N
BAGBN oTov aigbnTpa.

Mnv emiTpéTTeTe OTA TTAIBIA Va BACOUV OTO OTOUA TOUG UIKPG e€apTAuaTa. To TTapdv
TTPOIGV OUVIOTA KivOUVO TTVIYHOU yIa Ta PIKPG TTaidId.

Mnv aAA&CETE Kal YNV TPOTTOTIOIEITE TN OCUCKEUN, EKTOG €AV £xeTe AGRBEl pnTA £yKpion
atro Tn Medtronic Diabetes. H TpoTroTT0in0oNn TNG OUOKEUNG UTTOPEI VO TTPOKAAETEI
ooBapd TpaUPaTIONO, va TTAPEUTTOdITEl TNV IKAVOTNTA GAG vVa XEIPICEOTE TN CUOKEUR
Kal v OKUPWOEI TNV £yyUNoH 00G.

Mn XpnoIJoTToIEiTE TN OUOKEUN DOKIUAG €av £€pBel o€ eTTAQN UE aiya. H eTagn pe aipa
MTTOPEi va TTPOKaAéoEl AoipwéEn. ATToppiyTe TN OUOKEUR DOKIUAG CUUPWVA UE TOUG
TOTTIKOUG KaVOVIGHOUG TTEPI aTTOPPIYNG IATPIKWY ATTORAATWY 1] ETTIKOIVWVACTE PE TOV
1aTpd 0Ag YIa TTANPOPOPIES ATTOPPIYNG.

Metd TnVv €iI0aywyr) Tou aloONTApa UTTOPEI va TTapouaiaaTei aigoppayia. Mavra va
BeBaiwveaTe OTI TO anueio Ogv AlJOpPAYE TTPIV CUVOEGETE TOV TTOUTIO GTOV
aiobnTipa. MTropei va eioxwpnoel aija aTov gUVOECHO ToU TTOUTTOU Kal va
TTpokaAéael BAARN oTn cuoKeur]. ATToppiYTe TN CUOKEUN €Gv €Xel uTToOTEl BAGRN. Edv
TTAPOUCIaCTEl alpgoppayia, EQapUooTe aTABEP TTiECN PE aTTOoOTEIpWUEVN YALa N JE
kKaBapo Travi aTo onueio elIcaywyng €éwg 6Tou aTapartioel n aigoppayia. MoAig
OTOMATACEI N alpgoppayia, cuvoESTE TOV TTOUTTO OTOV AIoCONTAPA.

ETIKOIVWVAOTE PE TOV TOTTIKO 0AG AVTITTPOCWTTO €AV TTAPATNPIOETE OTTOIECONTTOTE
QVETTIOUUNTEG AVTIOPACEIG TTOU OXETICOVTAI e TOV TTOUTTO i e Tov aioBntrpa. Ol
QVETTIOUUNTEG AVTIOPACEIG UTTOPOUV VO TTIPOKOAEGOUV GORAPO TPAUNATICHO.

Mnv aTTOPPITITETE TOV TTOUTIO G€ DOXEIO IOTPIKWY ATTOBAATWY Kal YNV Tov EKOETETE O€
akpaia BepuoTnTa. O TTOUTIOC TTEPIEXEI UTTATAPIO TTOU PTTOPE va ava@Aeyei Kal va
00NynAoel o€ goBapd TPAUUATIGHO.

‘EkBeon o€ payvnTikd Tedia Kal akTivoBoAia

Mnv ekB&TeTe TOV TTOUTTO 0OG O€ €EOTTAICUO PayvnTIKAG Topoypagiag (MRI), cuokeuég
0106eppiag ] GAAEG CUOKEUEG TTOU TTAPAYOUV IOXUPA payvnTIKA TTedia (yia
TTapdadelypa, akTivoypagia, a&ovikr Topoypagia r dAAoir T0TTol akTIvoBoAiag). H
€kBeoN o€ 1I0KUPO PayvnTIKO TTEdI0 dev €xel agloAoynOei Kal UTTopEi va TTPOKAAEDEI
QuoA&ITOoUpYia TNG CUOKEUNG, va ETTIQPEPEI OORAPO TPAUUOTIOWO A va gival ETTITQPAARG.
Edv o Toutrég oag ekTebei o€ 1Io0xUpO payvnTiko TTEdio, SIaKOYTE TN XPron Kal
ETTIKOIVWVAOTE HE TOV TOTTIKO 0AG AVTITTPOCWTTO YIa TTEpaITépw Bonrbeia.
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Na agaipeite TTdvTa TOV QIGONTAPA KAl TOV TTOUTTO 0ag TIPIV £1I0€ABETE o€ aibouaa
TTou O108€Tel €€OTTAICUO aKTIVOYpa®iag, payvnTikng Topoypagiag (MRI),
d1abepuiag n agovikng Topoypagiag (CT). H ékBeon o€ 1I0xupd payvnTiko TTedio
Oev £xel agloAoynBei kal yTTopei va TTpoKaAéael QUGAEITOUpPYIa TNG GUOKEUNG, va
EMQPEPEI OOBaPO TpauUATIONO 1 va gival emMoQaAis. EAv o aicbntipag o
TTOUTTOC 0aG KTEBOUV G€ 1Io0XUPS PayvnTIKO TTedio, DIAKOWTE TN XPAON Kal
ETTIKOIVWVACOTE PE TOV TOTTIKO GAG AVTITTIPOCWTIO YIa TTEPAITEPW BonBeia.

Otav 1agideveTe, va €xeTe TTAVTA Yadi 0AG TNV KAPTA EKTAKTNG IATPIKAG avAYKNG
TToU TTapEXETal Jadi Pe Tn ouokeur oag. H kK&pTta EKTAKTNG IATPIKAG avaykng
TTaPEXEI KPIOIUEG TTANPOPOPIEG OXETIKA PE TA CUCTHNATA AOQPAAEIAg Twv
agpodPOUiWV Kal TNV a0PaAn Xprion Tou TTOUTTOU 0ag G€ agPOTTAGVO. H un
THPNON Twv 0dNYIWYV OTNV KAPTA EKTAKTNG IOTPIKNAG avAykng Ba putmopolaoe va £XeEl
w¢ atroTéAeaua aofapd TPAUPATIOUO.

Mpo@uAdgeig

Mnv €TTIXEIPHIOETE VA XPNOIUOTTOINCETE TOV TTOUTTO Guardian™ Link (3)
(MMT-7911) pe avtAia ivoouAivng MiniMed™ Trou &ev d108€Tel cuvdeaIUOTNTA E
£€EuTTveg ouokeuég. Mévo pia avtAia ivoouAivng MiniMed™ pe ouvdeoiudTnTa UE
£EUTTVEG OUOKEUEG PTTOPEI va €TTIKOIVWVACEI PE Tov TTouTTé Guardian™ Link (3)
(MMT-7911).

Na xpnoiygoTroigite yovo Tov aiobntrpa yAukogng Guardian™ Sensor (3)
(MMT-7020) pe Tov TTouTo. Mn XpnoipoTrolgite kavévav GAAo aioBntApa. AAAol
a100nTAPEG dev TTpoopifovTal yIa XPRoN HE TOV TTOPTTO Kal Ba TTpoKaAéoouv
BAGBN oTOV TTOUTIO KAl GTOV QIoBNTHPA.

Na xpnoIJoTToIEiTE JOVO TN GUOKEUR OOKIUAG TTPAdIvou Xpwuatog (MMT-7736L)
ME Tov TTouTTo. O1 E00XEG OTOV TTOUTTO €ival opaTéG OTAV €ival CUVOEDEPEVOG HE TN
ouokeun dokiung. Mn xpnaoiyotroigite GAAo Buoua dokiung. AAa Buouata
OOKIUAG dgv TTPOoOpPIfovTal yIa XPAoN YE TOV TTOPTIO Kal Ba TTpokaAéaouv BAGRN
OTOV TTOMUTTO KA 0T GUOKEUN SOKIPAG.
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Otav kabapileTe TOV TTOUTTO, VA XPNOIUOTIOIEITE TTAVTA TN GUCOKEUN OOKIUAG. Mn
XPNOIUOTTOINCETE KavEVa GAAO BUCoua SOKIPAG Pe Tov TTouTTd. H xprion dAAou
BUouATOG BOKIUNAG PTTOPEI Va ETTITPEWEI TNV EI0XWPNCN VEPOU GTOV TTOUTTO | UTTOPEI
Va OTTOTPEWEI TOV OWOTO KaBapioud. To vepd utropei va trpokaAéael BAGRN oTov
TTOUTTO.

Mn ouoTpEPETE TN GUOKEUN OOKIUAG A TOV AIgBNTAPa evw gival ouvdedeéva e TOV
TTouTT6. H ouaTpo@r TNG cuokeUng OOKIUAG A Tou aioBnTripa Ba TTpokaAécel BAGRN
OTOV TTOMTTO.

Mnv emITPEWPETE OTN GUOKEUN SOKIUAG va £€pBel o€ ETTOQN JE OTTOIOdATTOTE UYPO OTaV
Oev gival ouvdedepévn aTov TTOUTTO. H uypr) cuokeur SOKIUNG UTTOPEI VA TTPOKAAEDEI
BAGRN oTov TTOUTTO.

Mnv emITPEWPETE OTOV TTOUTTO va £pBel a€ €TTA@N PE Uypd OTav N cUCKeun O¢gv gival
ouvdedepévn o€ aiobnThpa ) o€ cuokeur| dokIuAG. H uypaaia Ba TrpokaAéael BAGRN
OTOV TTOUTTO Kal 0 UypdG TTOUTTIOC UTTOPEl va TTPOKaAETEl BAGRN oTov aioBnTrhpa.
Mnv kaBapileTe TOUG BAKTUAIOUG GTEYAVOTTOINONG TNG CUCOKEURG DOKIKAG WE
oTrolEadNTToTE ouaieg. O kaBapioudg Twv dAKTUAIWY aTEYAvVOTTOINONG UTTOPEI va
TrpokaAéael BAGRN oTn cuokeur] SOKIUAG.

OOaKTUAIOI
aTEYAVO-
TT0iNoNG

Tk

IEC 60601-1-2:2014, 4n ékdoon, E18i1kég Tpo@uAdgeig HMZ yia 1aTpikd
NAEKTPIKO £EOTTAIONO

1

EidikéG TTpo@uAGgelg avagopikd pe TNV HAekTpopayvnTikr ZupBatotnta (HMZ): AuTn
I CUCKEUN TTOU POPIETAI OTO CWHA TTPOORICETAI YIa va AEITOUPYEI JEoa o€ EUAOYO
OIKIOTIKO, OIKIAaKO, dNUOCIo i epyaciakod TTepIBAAAov, GTTou UTTApXOUV GuvrOn
etrireda akTivoBoAoupevwy mediwv «Ex» (V/m) i «H» (A/m), 6TTwg Kivntd TNAEQwva,
acUppaTn TEXVOAOyia, NAEKTPIKG AVOIXTHPIa YIa KOVOEPRES, POUPVOI JIKPOKUUATWV
Kal ETTAywYNG BepudTNTOS. H TTapOUCca CUCGKEUN TTAPAYEl, XPNOIUOTIOIET KAl UTTOPE va
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EKTTEUTTEI EVEPYEIQ PABIOTUXVOTATWY Kal, €8V OeV EyKATAOTABEI Kal
XPNoIJoTToINOei cUPNQWVA PE TIG TTAPEXOUEVEG ODNYIES, EVOEXETAI VA TTPOKAAECEI
emPBAaBeic TTapePPBOAEG OTIC PABIOETTIKOIVWVIEG.

2 O @opnTdg Kal KIVvNTOG eEO0TTAIOUOG eTTIKOIVWVIAG pe padloouxvoTnTes (RF) utropei
va €TTNPEACEl TOV 1ATPIKO NAEKTPIKO €EOTTAICUO. EdQv avTipeTwTTioeTe TTAPEUBOAEG
padioouxvotATwyY (RF) amrd évav kivntd A aTaBepd TTOPTTO padloCUXVOTATWY,
QTTOUOKPUVOEITE aTTO TOV TTOUTIO PASIOCUXVOTHTWY TTOU TTPOKOAEI TIG
TTapEUPBOAEG.

3 Na gioTe TTPOCEKTIKOI OTAV XPNOIUOTIOIEITE TOV TTOUTIO GAG 0€ ATTOOTACN
MIKpOTEPN TWV 30 cm (12 in) atmd @opnTd €£oTTAIcUS padiocuyvoTiTwy (RF) i
NAEKTPIKG EOTTAIOPG. EQv TTPETTEl VO XpNOIYOTIOINOETE TOV TTOUTTO 0ag SiTTAa o€
@opnT6 e€ommAIoud padiocuxvotTwy (RF) | NAEKTPIKO €EOTTAICUO,
TTapPaKOAOUBEiTE TOV TTOUTTO YIa va €TTaANBeUOETE TN CWOTA AgIToupyia Tou
ouoTAuarog. Mmopei va TTpokAnBei utto&6uion Tng amédoong Tou TTOUTTOU.

Bonosia

Edv xpeialeoTe éva avTiypago Tou odnyou xpriong Tou guoTtiuarog MiniMed ™,
ETTIKOIVWVAOTE PE TOV TOTTIKO 0AG AVTITIPOCWTTO.

MposTolpacia Tou TTOpTTOU COg

O TTOUTTOC TTEPIEXET HIA ETTAVAPOPTICOUEVN PTTATAPIO TTOU BEV UTTOPE vVa
QVTIKATOOTOBOEI KAl TNV OTTOIa UTTOPEITE VA ETTAVAPOPTICETE OTTOTE XPEIALETAI UE TOV
@opTIoTA. O TTOPTTOC TTPETTEI VO YOPTIOTEI TTPIV TOV XPNOIUOTTOINCETE. O QOPTIOTAG
O1ab€Tel pia TTpdaivn ewTEIvh £vOEIEN TTOU TTapouaidlel TNV KaTaoTaon ¢opTIoNG Kal
MIa KOKKIVIN QWTEIVH £VOEIEN TToU €I00TTOIET yIa TUXOV TTPOBAAUATA TTOU EVOEXETAI VO
utt@pgouv kartd tn @opTion. Edv avayel pia KOKKIvn @wTevh £vOeign, BA.
Avriuetwmian mpoBAnudrwv, arn ogeAida 147. Na Tn AeIroupyia Tou QOpTIOTH
arraiteital gia aAkaAikn ptratapia AAA.

Znueiwan: O poprioThg dev Ba Asitoupynael eav n umrarapia Ogv Exel TOTTOOETNOET
owaoTd N av 1o @oprio Tng givar xaunAdé. EmmavaAaBere ra Briuara
TOTTO0ETNONG TNS UTTATAPIAS XPNOILOTTOIWVTAS KaIvVoUpIa UTTarapia.

EykardoTaon pmarapiag oTov gopTIoTH
MNa TNV eyKaTAoTOON TNG PTTATAPIAG OTOV POPTIOTH:

1  Zmpwdre T0 KAAUPUA TNG PTTATAPIOG TTPOG TA PECA KAl CUPETE TO YIA va BYEl
(6TTwG paiveral oTnVv €ikOva aTo Brua 3).
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2 Eioaydyete pia kaivoupia aAkaAik utratapia AAA. BeBaiwBeite 611 Ta aUPBoAa «+»
Kal «-» TNV PTratapia eubuypaupifovTal pe Ta idia oUPBoAa TTou QaivovTal gTov
QOPTIOTH.

3 ZUpeTe TO KAAUPPA TNG UTTATORIAG TTICW OTOV QOPTIOTA PEXPI VA €QAPUOCEl OTN BEoN
TOU.

®o6pTION TOU TTOUTTOU

MPOZOXH: Na @opTi{eTe TTAVTA TOV TTOUTIO TIPIV EICAYAYETE TOV AICONTAPA GAG.
‘Evag mmoutrég pe eSavrAnuévn pmrarapia dev Asitoupyei. ‘Evag mARpwg
@OPTICUEVOG TTOUTTOG AEITOUPYEI VIO TOUAGXIOTOV ETTTA NUEPESG XWPIG
gmrava@opTtion. ‘Evag moptrég pe e§avrAnuévn prrarapia Jiropei va
XPEINOTEI £éWG KAl U0 WPEG YIA VA ETTAVAPOPTIOTEI.

MPOZOXH: Mn @UAAOCETE TOV TTOUTTO ETTAVW OTOV QPOPTIOTH YIO TTEPICOOTEPES
a1ré 60 nuéPeG. ATTOOUVIEDCTE TOV KOl ETTOVOOUVOEDTE TOV OTOV
(POPTIOTH YIO VA TOV ETTAVAPOPTICETE avd TTpIv atrd Tn Xprion. Edv o
TTOMTTOG TTAPAMEIVEI OTOV QPOPTICTH YIO TTEPICCOTEPES ATTO 60 NUEPEG, N
HITaTapia Tou TrTopTroU 8a utrooTei poviun BAGRN.

MNa va @opTiceTe TOV TTOUTTO:

1  ZmpwETe TOV TTOPTTO KAl TOV QOPTIOTA Hadi yia va guvOETETE TOV
TTOUTTO GTOV QOPTIOTH.

2 Méoa og 10 deutepOAeTTTa aTTd TN CUVOECH TOU TTOUTTOU, -»>
apyxiCel va avaBoafrvel yia Tpdaoivn QwTelvh £vOeign aTov
QOPTIOTN YIa éva £wg dUO OEUTEPOAETTTA, KABWG O POPTIOTAG
gvepyoTrolgital. [Na 1o UTTOAOITTO TOU XPOVou QPOPTIoNG, N
TTPAGCIVN QWTEIVH EVOEIEN OTOV QOPTIOTH Ba ouvexioel va
avapBoafrvel akoAouBwvTag £va PoTiRo TECOAPWY AGUWEWY PE JIa TTaUon YETAEU
TWV TECOAPWY AGUYEWV.
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3  Otav n épTion oAokAnpwOei, N TTPAcIVN QWTEIVH] EVOEIEN
OToV QOPTIOTH Ba TTapapeivel avauuévn, Xwpis va

avaBoafnvel, yia 15 €éwg 20 deuTepOAETTTA KOl JETA Ba
opnocl. a \
(]

4  Agou oBAoel n TTpdaoivn QWTEIVA £VOEIEN TOU QOPTIOTH,
ATTOOUVOEDTE TOV TTOUTTO aTTO ToV QoPTIOTH. H TTpdoivn

Qwrevr évdeign atov TTouTrd Ba apyioel va avaBoaBrvel.

20dgudn TOU TTONTTOU COG

MNa 0dnyieg OXETIKA Pe TOV TPOTTO oUleuENnG Tou TTOUTTOU 0OG PE TNV avTAia oag, va
avaTpEéXETE TTAVTA aTOV 00NYO Xpriong Tou cuoTAUATOG. H avTAia Kal 0 TTOPTTOq
TTPETTEl va ouleuxBouv yia va utropoUlv va oTéAvovtal dedouéva atrd Tov aiobnTipa
otnv avtAia. H avtAia kai 0 TToutrog xpeidderal va oudeuxBouv pévo pia gopd. Agv
XPEIGZeTal va ouleleTe TNV avTAia Je Tov TTOUTTO {ava OTav €1I0AYAYETE VEO
aiobnTAipa.

Eicaywyn Tou aiocOnTipa

MNa 0dnyieg OXETIKA PE TOV TPOTTO £1I0AYWYAG TOU alIoONTAPA, va avaTpEéXETE TTAVTA
aTov 00nyo xpriong Tou aiobnTipa cag.

20vOE0 TOU TTOMTTOU OTOV aioOnTApa

Mpiv ouveyioete, @povTioTe va £xeTe dIABECIPO TOV 0ONYO XPrONG TOU CUCTHHATOG
avTAiag IvoouhAivng MiniMed ™.

MNa va ouvdECETE TOV TTOUTTO GTOV AIoBNTAPA:

1 Agou siocaydayeTe Tov aloOnTApa, cupyBouleuTeite Tov 0dnNyd Xpriong Tou
a1I09NTAPA 0aG YIa AETTTOUEPEIEG OXETIKA UE TO TTWG VO EQAPUOCETE TNV
aTTaIToUMEVN KOAANTIKA TaIVia TTPIV CUVOECETE TOV TTOUTTO.

2 KpaTtAoTe To OTPOYYUAEUEVO GKPO TOU EI0NYHEVOU AICONTAPA yIa va PUnv ToV
apnraete va Kivnoei katd n didpkeia TNG cUvOECNG.
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KpaTioTe Tov TTouTTd OTTwg arreikovidetal. EuBuypaupioTe TIg
OU0 €YKOTTEG TOU TTOUTTOU JE TOUG TTAEUPIKOUG Bpaxioveg Tou
aiobnTipa. H emmitredn mAeupd& Tou TTOUTTOU TTPETTEI VA Eival
OTpauuEéVN TTPOG TNV TTAEUPd Tou EPUATOG.

ZUPETE TOV TTOUTTO ETTAVW OTOV OUVOEGHO TOU aIoONTAPA PEXP!
ol Bpaxioveg Tou aIoONTHPA VO EQAPUOCOUV OTIG EYKOTTEG TOU
TTouTToU. EAV 0 TTOuTTOC €X€1 OUVOEDEr OWOTA Kal 0 aIoBNTAPAG
€ixe apkeTO Xpovo yia va evudatwBei pe 10 dIdueco uypo, n
TTPACIVN QWTEIVE €vOeEIEn Tou TTouTToU Ba avapBooPBrioel 6 QopEg.

Znueiwan: Edv o moutmég oev avaBoafnoel, BA. Avriuerwrrion mpofAnudrwy, atn
oehida 147.

Otav n ewrtelvh £vOeIEn Tou TTOUTTOU avaoBoaBACE! e TTPACIVO XPWHA META TN

ouvdean Pe Tov aloBNTAPA, XPNOIMOTTIOINOTE TV AVTAIa 0AG VIO VO EKKIVI|OETE TOV

aioBnTipa. MNa mepIoadTEPEG 0dNYiES, avaTPEETE OTOV 00NYO XPrONG TOU CUCTANATOG

oag.

MpocapTAOTE TO AUTOKOAANTO YAWOTIdI TOU AICONTAPA OTOV TTOUTTO.

A@ou o TTouTrdg ouvdebei, cuppouAeuTeiTe TOV 06NYO XPAONG TOU QIoBNTHPa 0ag yida

AETTTOUEPEIEG OXETIKA PE TNV EQAPPOYR TNG ATTAITOUYEVNG TAIVIOG.

AkoAouBnaoTe TIG 0dnyieg TTou epavifovtal oTnv 086vn TNG avtAiag r} GTov 0dNyo

XProng Tou CUCTANATOS GAgG.

ATtTooUvdeoN TOU TTOUTTOU AT TOV aIoONTAPA

Mpiv ouveyioete, @povTioTe va £xeTe d1ABECIPO TOV 0ONYO XPONG TOU CUCTHATOG
avTAiog IvoouhAivng MiniMed ™.

MNa va armoouvdEaeTe ToV TTOUTTO ATTd Tov AloBnTApa:

1

2

AQaipéoTe TTPOCEKTIKA KABE KOAANTIKN Talvia a1Td TOV TTOUTTO
Kal Tov aiotnTrpa.

A@aipéaTe TO AUTOKOAANTO YAWGOaidl aTTd TO ETTAVW PEPOG TOU
TTOuTTOU.

KpatioTe Tov TTOUTTO OTTWG PAivETal OTNV EIKOVA KAl TTIECTE
TOUG €UKAUTITOUG TTAEUPIKOUG Bpayioveg Tou aiobnTripa
avAaueoa OoToV avTixelpa Kai Tov O€ikTn oag.

TpaBriéte ammahd Tov TTOUTTO yIA VO TOV ATTOPOKPUVETE aTTd TOV
aiocbnTApa.

AkoAouBnaoTe TIG 0dnyieg TToU ep@avifovTal aTnv avtAia oag A aTov 0dnyod xprnong Tou
OUOTAUATOG OaG.
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A@aipgon Tou aiobnThpa
MNa 0dnyieg OXETIKA YE TOV TPOTTO APAIPEGNG TOU AICONTHPA, VO AVATPEXETE TTAVTA
aTov 00nyo xpriong Tou aioBnTrpa.

EtTravacuvdeon Tou TTOUTToU PE aioOnTApa TTou £xel RON e10axOei

Mrtropeite va eTTAVOCUVOECETE TOV TTOUTTO OAG PE TOV AITONTHAPA TTOU XPNOIUOTIOIEITE
TN 8edopévn oTIyur). ATTAWG CUVOEDTE TOV TTOPTTO 0OG UE TOV aloBNnTrpa TTou £XEI RoN
eloayBei. Otav n avtAia avixveloel TOV TTOUTTO, eTIRERAILOTE OTI BEAETE TNV
«Emavacuvd. aicbntipay. Katd Tnv eravacivdeon evog aiobntripa, UTTopei va
XPEIOOTOUV PEPIKA BEUTEPOAETTTA YIa va eTTITeEUXBEi auvdean. MNMpooapTiaTe ava 1o
AUTOKOAANTO YAwaaidl Tou aioBNTrAPa GTOV TTOUTTO Kal TOTTOBETHOTE Eavd Taivia edv
xpeidletal. Otav eTavacuvdEeTe Evav aloOnTApa, o aioBnTApag Ba ekTeAéael TTAAI
TTPOBEpUAvVON TIPIV UTTOPECETE VA TOV BOBUOVOUROETE.

2UOKEUNR SOKIPUNAG

H ouokeun doKIunG XpnOIYOTTOIEITAl yIa TH OOKIUF TOU TTOUTTOU Yia va SI0CQANICTEL OTI
Aerroupyei. H cuokeur] SOKIUAG XPNOIKOTTOIEITAI ETTIONG WG ATTAITOUPEVO £EAPTAUA YIA
TNV €miTEUEN adIGBpoxNG oTeyavoTNTAG KATd TOV KABAPIoUS Tou TTouTrou. H owoTn
oUuvdEaN TNG CUOKEUNG BOKIUNG aTov TTOUTTO e€ac@aAilel 611 dev Ba €ABouv uypd o€
ETTAPNA UE TIG AKIOEG CUVOETUOU OTO ECWTEPIKO TOU TTOUTTOU. Ta uypd UTTopouv va
TIPoKaAEoOUV BIGRPWaN OTIG AKIdEG CUVOECOU Kal va ETTNPEACOUV TNV aTTéd0CN TOU
TTOPTTOU.

Mn ouGoTPEPETE TN GUOKEUN OOKIUAG VW €ival ouvoedeNEVN PE ToV TTOUTTO. AuTé Ba
TTpokaAéoel BAGRN oTOV TTOUTTO.

H ouokeun doKIUAG PTTOPED va XpnaiyoTrolgital yia éva €106. Edv cuveyioete va
XPNOIUOTIOIEITE TN CUOKEUA OOKIUNG YIa TTEPICTOTEPO ATTO £va £TOG, Ol OKIOEG
OUVOEOOU OTO ECWTEPIKO TOU TTOUTTOU PTTOPEN va uTToaTOUV BAGRN, S10TI N CUCKEUN
dokiung dev Ba gival o€ BEon va ouvexioel va TTapExel adidppoxn oteyavoTtnTa. INa
00nYieg OXETIKA PE TOV TPOTTO EAEYXOU TWV aKidwY ouvdéapou, BA. EAsyxog twv
aKidwv ouvdéoou Tou TTouTtrou, atn aeAida 134.
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MPOZOXH: Na XpnOIMOTTIOIEITE HOVO TN OCUCKEUR SOKIMAG TTPACIVOU XPWHATOG
(MMT-7736L) pe Tov TOpTTd. O1 EC0XEG OTOV TTOUTTO €ival OpaATESG OTAV
gival ouvdedepévog pe TN ouokeun dokipng. Mn xpnoipoTrolgite dAAo
Buoua dokipng. AAAa BuopaTa SoKIpAG Sev TTpoopifovTal yia XpARon
M€ TOV TTOUTTO Kai 8a TTpokaAéoouv BAARN OTOV TTOUTTO KAl OTN
OUOKEUR SOKIMAG.

mpdoivn
OUOKEUN
OOKIUAG

"EAeyX0G TWV OKidwV CUVSEGHOU TOU TTOUTTOU
AuTA N €IKOvVa aTToTEAET éva TTAPAdEIYUA VIO TO TTWG TTPETTEI VA QAivOVTal Ol AKIOES
OuVvOEQOU.

dvolypa cuvdéoou

aKideg ouvdEaou

TTEPIBANa

Koitd¢re p€oa o1o dvolyua Tou ouvOETOU Tou TTOUTTOU YIa va BeRaiwBeite 611 o1 akideg
ouvdéopou dev éxouv uttooTel BAGRN kai dev £xouv diafpwBei. Edv o1 akideg ouvdéouou
£€xouv utrooTei ¢nuid f diIaBpwon, o TToUTTOG OEV PTTOPET VA ETTIKOIVWVATE! JE TOV
@OPTIOTA i} TNV avTAia. ETTIKOIVWVACTE PE TOV TOTTIKO 0dg avTITTpOowTTo. lowg pbe n
OTIYMN VO QVTIKATOOTHOETE TOV TTOUTTO GAG.

Eiong, eAéyEte edv uTTGpyel uypacia péoa oTo dvolyua Tou ouvoiéauou. Edv deite
uypaacia, a@AoTE TOV TTOUTTO VO OTEYVWOEI yia TOUAGXIoTOV pia wpa. H uypacia péoa oT1o
dvolyua Tou ouvoéauou Ba PTTopouaE va eUTTOBIOEI TN OWATH AEITOUPYIa TOU TTOUTTOU Kal
va TTpokaAéael O1GBpwaon kal BAARN YE TNV TTAPOSO Tou XPOVOouU.

-134-



20vdeon TNG CUOKEUNG SOKIMAG Yia SOKIMA | KABApIouO
Mpiv ouveyioeTte, @povTioTe va £xeTe DIABETIPO TOV 0ONYO XPRONG TOU CUGCTHATOG
avTAiag ivoouAivng MiniMed ™.,

MNa va ouveEoeTe T GUOKEUN SOKIUAG:

1 KpatrioTte Tov TTOPTIO Kail Tr OUCKEUT SOKIPAG OTTWG aTTeEIKovideTal.
EuBuypapuiote Tnv eTTiTedn TTAEUPA TNG CUOKEUNG BOKIUNG PE TNV ETTITTEDN
TTAEUPd TOU TTOTTOU.

2  ZmpwéTe TN oUOKeUR DOKIUAG PEOT OTOV TTOUTTO, £WG OTOU
0l EUKAUTITOI TTAEUPIKOI BpaxioveG TNG GUOKEUNG OOKIUAG

KAvOuV KAIK OTIG EYKOTTEG Kal OTIG OUO TTAEUPEG TOU -»>
TTOuTTOU.

E@ooov n ouvdeon gival owaTh, n TPAcivn ewrTeivr) €voeiEn | | C
aTov TTOuTTO avapoofrvel 6 Qopég. wp

3 Tia Tn OOKIYN Tou TTOUTTOU, EAEYETE TO €IKOVIdIO aloBnTAPa

oTnv avTAia yia va Bepaiwbeite 6T 0 TTOUTTOG OTEAVEI oA
(BA. Tov 00ny6 xpriong Tou GUCTAUATOS 0AG).
4 Tia va kaBapioete Tov TTOPTIO, BA. KaBapiouodg rou moutrod, otn oeAida 135.
5 Mertd mn dokiun A Tov KaBapioud, arroouvOETTE TN CUCKEUN DOKIWNG aTTd TOV
TTOUTTO.
ATroouvdeon TNG CUCKEUARG SOKIPNAG

lNa va aTToouvOEDETE TN OUOKEUR BOKIUAG:

1  KpatoTe T0 Cwua Tou TTOUTTOU OTTWG QAiVETal TNV EIKOVA KAl OQIETE TOUG
TIAEUPIKOUG Bpayioveg TNG OUOKEUNG OOKIUAG.

2 Z@iyyovTtag Toug Bpaxioveg TNG OUCKEUAG OOKIUAG,
TpaPnrEre ammaAd Tov TTOUTTO aTTd TN CUOKEUN OOKIUAG.

Znueiwon: a va eE0IKOVOUNTETE TNV EVEQYEIQ TNC
utrarapia¢ rou moutrou, MHN agnvere
OUOKeU OOKIURG OUVOEBEEVN UETA TOV
kaBapiouo i 1y dokiun.

KaBapiop6g Tou TTouTTou
O TTouTT6G TTPOOPICETAI VIO TIPOCWTTIKA XPAoN Kat' oikov (xpAon atmd évav povo
aoBevi) A yia xprion o€ I9pUPATA UYEIOVOUIKNG TTEPIBaAWNG (xprion atrd TToAAoUG
ao0beveig). H xprion atréd évav pévo acBevr) atraitei kaBapiouo PeTd atmd kabe xpnon,
EVW N XpARon a1ré ToAAoUG aoBeveig atraiTei KaBapIoUO Kal aTTOAUUavVOn PETA OTTO
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K@0Be xprion. OTav o TouTTég XPENOIUOTIOIEITAI O€ iIDPUPA UYEIOVOUIKAG TTEPIBaAYNG, Ba
TTPETTEl va akoAouBeital TravTa n diadikagia kabapiouou Kal atroAUuavong Trou
TIPOBAETTETAI yIa TN XPAON atrd TTOAAOUG acBeveic.

MPOEIAOMNOIHZH: Mnv amroppiTrTeETE TOV TTOUTTO O€ BOXEIO 1ATPIKWYV ATTOBAATWYV
KOl MNV TOV EKOETETE O€ akpaia BepuoTNTA. O TTOUTTOG TTEPIEXEI
MITATOPIO TTOU JTTOPEI VO ava@AEyEi Kal va odnynoel o€
ocofapod TPAUHATIONO.

Znueiwon: H ouokeun 0okiung eivar armrairouuevo e€apTnua yia Tov kabapiouo tou
moutrou. Na Aemrrouépeieg, BA. Zuakeun dokiung, arn oedioa 133.

MPOZOXH: Mn xpnoipoTroleite auTOPATH OCUOKEUR TTAUCNG-aTTOAUNAVONG Yia Va
KaBapioeTe | va atroAupdvere Tn cuokeun. H xpAion autéparng
OUOKEUNG TTAUONG-aTTOAUMOVONG Yia TOV KaBapioud 1 TV
aTToAUpOVOT TG OUOKEURG Ba TTPpOKAAéCEl {NHUIA OTOV TTOUTTO.

MNa xpAon atré évav pévo aocbevi
KaBapilete T@vTa TOV TTOUTTO PETA aTTd KABE XpPrion.

MNa va kaBapioete Tov TTOUTTO, XPEIAZETTE T AKOAOUBA UAIKA:

*  Ammo uypd oatrouvi

*  TTaudIKr} 060VTOROUPTOA PE HOAAKEG TPIXES

+ Ooxeio

*  KaBapd, oteyvd TTavid TTou dev agrivouv Xvoudi

Aidpkeia {wng

O tropTrdg ptropei va kabapioTei £wg Kal 122 @opEg 1 yia éva £T0G, OTTOI0 aTTd Ta 6UO
TrponynBei xpovikd. Otav @1éoel autA n XPOVIKY OTIyUr, atroppiyTe Tov TTOuTTé. Edv
OuVEXIOETE va XPNOIKOTTOIEITE TOV TTOUTTO TTEPA aTro TIG 122 PopEG 1) TO éva £TOG, N
d1adikacia KaBapIouoU evoéxeTal va TTPOKAAETEI CnuId 0TN CUOKEUN. ETTIKOIVWVAOTE e
TOV TOTTIKO 0QG QVTITTPOOWTTO YIA VA TTAPAYYEIAETE évav vEO TTOUTTO.
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MPOEIAOMOIHZH: Mn XpnOIJOTTOINCETE T CUCKEUN €AV TTAPATNPNOETE
oTroladNTToTE pWYHN, SEPAOUSIONA R {NMIA OTO TTEPIRANMa.
O1 pwylég, To EE@AOUSIoNA N o1 {NMUIEG OTO TTEPIANUa
atroteAoUv evdei§eig Oopdg. H @Bopd Tou TepIBARUATOG
MTTOpEl va eTTnpedosl TNV SuvaToTNTA CWOTOU KAOAPIoHOU
TOU TTOMTTOU Kal VO 08Ny oel o€ ocoBapd TPAUHATICHO.
KaAéoTe TOV TOTTIKO GOG AVTITTIPOCWTITO KAl ATTOPPIYTE TN
OUOKEUN CUPQWVA E TOUG TOTTIKOUG KAVOVIOUOUG TrEpi
ATopPPIYNG HITATAPIWY (OXI ATTOTEQPWON) 1| ETTIKOIVWVHOTE
ME TOV 1aTPO COG YIOa TTANPOPOpPiES aTéppIYng.

MNa va KoBopioeTe TOV TTOUTTO:

1 TAUOveTe oxoAaoTiKé Ta XEpla 0aG.
2 TNpoocapTr)oTe TN CUOKEUT BOKIUAG OTOV TTOUTTO IO va eTTITEUXOET adidBpoxn
oTeyavoTtnTa.

R

¢t

7

&

3 Edv utrdpyel KOAWOEG uTTOAEIupa aTov TTouTTd, BA. A@aipsan Tou kKoAAwdoug
uttoAgipuarog, otn oedida 145.

4 =emAUveTE TOV TTOUTTO PE vePO Bpuong o€ Bepuokpaaia dwuaTiou yia TOUAGXIOTOV
Eva AeTTTO, PéXPI va gival Epeavdg kaBapdg. BeBaiwbeite 611 OAa Ta duoTTpdoITa
onueia éxouv eTTAUBEI KaAQ.
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5 Etoipydote éva didAupa ATTIou uypoU Gatrouviou XpNoIJOTToIWVTAS 5 XINOOTOAITPA

(1 kouTaAGKI) ATTIOU UYPOU catrouviou avad 3,8 Aitpa (1 yaAdvi) vepol Bpuong o€
Bepuokpacia dwpaTiou.

6 Me Tn ouokeur SOKIUAG KON TTpoaapTnuévn, BubioTe Tov TTOUTTO 0TO dIGAUNA ATTIOU
uypoU caTtrouvioU Kal JOUAIAOTE yia éva AeTTTO.

7 KpatwvTag Tn ouokeur] dokKIPAG, BoupTaioTe OAn TNV TTIPAVEIQ TOU TTOUTTOU
XPNOIUOTTIOIWVTAG Hia TTaIdIKF) 0dovTOBoupToa Pe HaAakég Tpixeg. PpovTioTe va
Bouptoioete OAa Ta duoTrpdoITa onueia YEXP! va gival Eueavwg kadapd.

ZETTAUVETE TOV TTOPTTO KATW a1Td TpEXOUEVO VEPO Bpuong ot Bepuokpaaia dwyuariou

yla TOUAGXIOTOV éva AETTTO Kal JEXPI VA ATTOPAKPUVOEI TTARPWG To 0paTod uypod
oatouvl.
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9 ZTeyvwOoTE TOV TTOUTTO KAl TN CUOKEUN BOKIUAG PE €va KaBapd, oTeyvo TTavi.

<

10 ToTroBeTrOTE TOV TTOUTIO KaI T GUOKEUK OKIUNG ETTAVW O€ éva kaBapod, oTeyvo
TTavi Kal a@roTE TA VA OTEYVWOOUV EVTEAWG OTOV Aépal.

11 AmoouvdéoTe Tn cuokeur] SOKIUAG ATTO TOV TTOUTTO TECOVTAG ATTOAd TOUG
Bpayioveg TNG CUOKEUAG BOKIUNG.

MNa xpRon amré moAAoUg aobeveig
OT1av o TouTTég XPNOIUOTIOIEITAI O€ IDPUPA UYEIOVOUIKAG TTEPIBAAYNG, TTAVTOTE VO
KaBapileTe KAl va ATTOAUMAIVETE TOV TTOPTTO PETA OTTO KABE xprion.

MPOEIAOINOIHZH: Mpétrel va TnpEiTe TIG TUTTIKEG TTPOQPUAGEEIG KATA TOV
XEIPIOMO A TN XpAON TG TTapoUcag oUoKEURS. OAa Ta
€§apTApATA TOU CUCTAHATOG Ba TTpétrel va BswpouvTal
duVNTIKA HOAUCHATIKA KOl MTTOPOUV VA HETASWOOUV
QIMOTOYEVWG HETADIBONEVA TTaB0YOVA HETASU TWV AOOEVWV
KOl TWV ETTAYYEAPATIWV UYEiAG.

O TTONTTOG TTPETTEl VO ATTOAUHAIVETOI META TN XPON O& KABE
évav aocOevi. AuTO TO CUOTNMHO ETTITPETTETAI VO
XpnoligoTtroigiTal yia Tnv g&éraon moAAammAwyv acBeviov
HOvo O6Tav TNPOUVTAI Ol TUTTIKEG TTPOQPUAGEEIG, KOBWG Kal Ol
S1ad1kaoieg aToAUPAVONG TTOU TTApEXOVTAl aTTo TN
Medtronic Diabetes.
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MNa va kaBapioete Tov TTOUTTO, XPEIAZEDTE T aKOAOUBa UAIKA:

s yavria

* Ao uypd oatouvi

*  TTaudIKr} 060VTOROUPTOA PE HOAAKEG TPIXES

*  YAwpivn 8,25%

+ OuUo doxeia

*  KaBapd kal oTeyvd TTavid TTou dEV a@rivouv Xvoudl

Aidpkeia {wng

O TropTrdg ptropei va kabapioTei kal va atroAupaviei £wg kai 122 @opég A yia éva £T0G,
41010 a1T6 T dUO TTPOoNYNOEi Xxpovikd. OTav @TacEl auTr) N XPOVIKA GTIYUY, ATTOPPIYTE TOV
TTOPTTO. EAQv ouvexioeTe va XpnOIYOTTOIEITE TOV TTOUTTO TTEPa aTTd TIG 122 pOopEG A TO £va
£10G, n diadikagia kaBapiopouU Kal atToAUPavong UTropei va TTpokaAléael {nuid oTn
ouokeun. EmkoivwvioTe pe n Medtronic yia va rapayyeiAeTe évav Kaivoupio TToPTTo.

MNa va KaBapioeTe Kal va ATTOAUPAVETE TOV TTOUTTO:

1 TAOveTe Ta XEpla 0ag Kal OPECTE YAVTIAL
2 EmBewpnroTE TO ECWTEPIKO TOU AVOIYUATOG CUVOETOU TOU TTOUTTOU YIO TUXOV EVOEIEN
OWUATIKWY UypwV. INa odnyieg OXETIKA UE TOV TPOTTO £TTIOEWPNONG TWV AKIdWY Tou
ouvdéapou, BA. EAcyxoc Twv akidwv ouvdEéauou Tou TTouTTou, atn oglida 134.
MPOZOXH: To AToMO TTou £TTIOEWPEI TOV TTOUTTO TTPETTEI VA £XEI IKAVOTTOINTIKA
6paon, n otroia 8a Tou emITPETTEl va BAETTEI HIKPEG OTAYOVEG
CWHMATIKWY UYPWV 1 UTTOAEIMMATWYV.
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MPOEIAOMNOIHZH: Edv d¢cite oro108ATTIOTE CWHATIKA UYPd OTO AVOIYHO TOU
OUVSEOHOU, TTPETTEI VO ATTOPPIYETE TOV TTOUTTO. ETreidn o
TTOHTTOG TEPIEXEI MTTATAPIN, NV TOV ATTOPPiYPeTE € SoxEio
BroAoyikwyv amoBARTwyv. AvTiBeTa, ouvexioTe va KabapifeTe
KOl VO QTTOAUHQIVETE TOV TTOMTTO KAl £TTEITA ATTOPPIYTE TOV
oUP@WVA ME TOUG TOTTIKOUG KAVOVIOHOUG atToppIyng

HITATAPIWYV (OXI ATTOTEQPWON).

davolypa cuvdEéoou

akideg ouvdETUOU

TEPiIBANa

3 TpocapTACTE TN CUCKEUR OOKIUNG OTOV TTOUTTO Yyia va emiTeuxBei adidBpoxn
aTeyavoTtnTa.

Do

7!

S

&5

s

4 Edv utrdpyel KOAWOES uTTOAEINa aTov TTOUTTO, BA. Aaipeon Tou kKoAAwdoug
uttoAgipuarog, atn aedida 145.
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ZETTAUVETE TOV TTOPTTO pE vEPO Bpuong o€ BepUOKpaTia dwHATIOU yia TOUAAGXIOTOV éva

AETTTO, YEXPI Va gival ep@avwg KaBapdg. BeBaiwBeite 0TI OAa Ta duoTTpdaITa onueia
€XOUV EETTAUBEI KOAG.

6 Etoipdote éva didAupa ATTIou uypoU GaTTouvIoU XPNOIMOTTOIWVTAG 5 XINOGTOAITPA
(1 KouTaAdki) ATTIoU UypoU catrouviou avd 3,8 Aitpa (1 yaAdvi) vepou Bpuaong o€
Beppokpacia dwpaTtiou. Oa TTPETTEl va €TOINACETE Kalvouplo dIGAuUa yia KABe xpron.

7 Me Tn ouokeur] SOKIUAG aKOPN TTpocapTnuévn, BubioTte Tov TTOUTTO 01O dIGAUNA ATTIOU
uypoU catrouvioU Kal HJOUAIAOTE yIa €va AETTTO.

=\

N—>
=

8 Kpatwvtag 1n ouokeur dokIPAG, BoupTaioTe OAn TNV TTIPAVEIQ TOU TTOUTTOU

XPNOIYOTTIOIWVTAG Pia TTaIIKF) odovTOBoupToa Pe paAakég Tpixeg. PpovTioTe va
BoupToioeTe 6OAQ Ta SUCTIPOCITA ONUEIa PEXPI VA Eival EPPAVWIG KaBapa.
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9 =eTmAUveTE TOV TTOUTTO KATW ATTO TPEXOUUEVO VEPS BpUcng o€ Beppokpaaia
OwHATIOU yIa TOUAGXIGTOV £va AETTTO KOl JEXPI VO ATTOPAKPUVOE TTARPWG TO
opaToé uypd caTTouvi.

10 ZTeyvwoTeE TOV TTOUTTO KAI TN OUOKEUR OOKIUAG PE £va KaBapod, oTeyvo TTavi.

<

11 EtoiydoTe éva didAupa xAwpivng 1:10 xpnaoigotroiwvTag éva (1) yépog xAwpivng
8,25% o€ evvéa (9) pépn vepou, yia TeAIKA ouykévipwan 0,8%. Oa trpétel va
eTOINGCETE KavoUpIo BIGAupa yia KaBe xpron.

12 Befaiwbeite 0TI £XeTE OAOKANPWOEI T TTPONYOUNEVA BAMATA KABApIoUOU TTpIV
TNV amoAupavorn. Me Tn ocuokeur) OOKIUAG akoun TTpocapTnuévn, BubioTe Tov
TTOPTTO 0To dIGAUpa XAwpivng yia 20 AeTrTd.
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13 ZemmAUveTE TOV TTOUTTO KATW aTTO TPEXOUNEVO veEPS Ppuong o€ Bepuokpaacia dwuaTiou
yia Tpia AeTTTA.

14 ToTroBeTrOTE TOV TTOPTIO KaI T GUCKEUN DOKIWNG ETTAVW O€ éva KaBapod, oTeyvo Travi
Kal AQACTE TA VA OTEYVWOOUV EVTEAWG OTOV a€pa.

MPOEIAOMNOIHZH: Edv €idare omoIladATTOTE CWHATIKE UYPA €A OTO AVolypd
OUVSEOHOU KATA TOV TTPONYOUMEVO EAEYXO COG, TTPETTEI TWPA
VO ATTOPPIYETE TOV TTOUTTO PE T OUOKEUN SOKIPNAG aKOUN
TMPOCAPTNHEVN, CUMPWVA IE TOUG TOTTIKOUG KAVOVIOHOUG TrEPI
ATToPPIYNG HITATAPIWYV (OXI ATTOTEQPPWON).

15 AtroouvdEéoTe Tn cuokeur] SOKIPNG atrd Tov TTOUTTO TMECOVTAG atTaAd Toug Bpaxioveg
TNG OUOKEUAG BOKIUAG.

16 EmOswpAoTE TO TTEPIBANKA TOU TTOUTTOU VIO TUXOV EVOEIEEIC PLYHWV,
Eephoudiopartog | eBopdg. Eav TTapatnprioeTe KATTOIa aT1Td QUTEG TIG EVOEIEEIG,
TIPETTEI VO ATTOPPIYETE TWPA TOV ATTOAUPACUEVO TTOUTTO OCUUPWVA PE TOUG TOTTIKOUG
KavovIouoUG TTEPI aTTOpPIYNG PTTATAPIWY (OXI Kauan).
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MPOEIAOMOIHZH: Mn XpnOIJOTTOINCETE T CUCKEUN €AV TTAPATNPNOETE
oTroladNTToTE pWYHN, SEPAOUSIONA R {NMIA OTO TTEPIRANMa.
O1 pwylég, To EE@AOUSIoNA N o1 {NMUIEG OTO TTEPIANUa
atroteAoUv evdei§eig Oopdg. H @Bopd Tou TepIBARUATOG
MTTOpEl va eTTnpedosl TNV SuvaToTNTA CWOTOU KAOAPIoHOU
TOU TTOMTTOU Kal VO 08Ny oel o€ ocoBapd TPAUHATICHO.
KaAéoTe TOV TOTTIKO GOG AVTITTIPOCWTITO KAl ATTOPPIYTE TN
OUOKEUN CUPQWVA E TOUG TOTTIKOUG KAVOVIOUOUG TrEpi
ATopPPIYNG HITATAPIWY (OXI ATTOTEQPWON) 1| ETTIKOIVWVHOTE
ME TOV 1aTPO COG YIOa TTANPOPOpPiES aTéppIYng.

17 ATTOpPIYTE TO XPNOIYOTTOINKEVA YAVTIA KOI TTAUVETE OXOAQOTIKA TA XEPIA OAG E

oaTtrouvi Kail VEPO.

A@aipeon Tou KOAAWSOUG UTTOAEIPpaTOG

Mrtropei va xpelaoTei va eKTEAETETE auTr] T d1adIKagia €AV UTTAPXEI KOAWDES

UTTOAEIPa aTov TTOUTTO. Edv emBewprioete OoTITIKG TOV TTOUTTO Kal O€iTE KOAWOES

UTTOAEINPO €TTAVW TOU, AKOAOUBNOTE AQUTEG TIG OONYiEG.

MNa va apaipéoete T0 KOAAWOEG UTTOAEINMA, Ba XpeIaoTeiTeE PTTATOVETEG BapuBakiol Kal

éva uypod agaipeong 1aTpIKwWY auTokOAANTWY, 6TTwg To Detachol ™™, 1o oTToiO €ival

£va opyaviko SIOAUTIKO.

Znueiwon: Kard 1 didpkeia ne Sokiuns, n Medtronic MiniMed xpnoiuoroinos
Detachol™" yia Tnv agaipgon Tou KoAAWSOUS UTTOAEiuuaToS amé Tov
moutro. To Detachol™* guviordrai yia xprion, aAAG umopei va unv ivai
01a6£aiu0 O€ OAEC TIC XWPES.

MNa va a@aipéoeTe TO KOAWDOEG UTTOAEIUMA:

1 BePaiwbeite 0TI N guokeur dOKIUAG €ival TTPOCAPTNHEVN GTOV TTOUTTO.

2 EpTrotioTe pia ytratovéTa BapBakiou YE TO UYPO aPaipeons IATPIKWV

QAUTOKOAANTWV.
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3 KpatioTe Tn cuokeur] SOKIUAG Kal TPIYTE atraAd TO uypd a@aipeong AUTOKOAANTWV
OTOV TTOUTTO PEXPI VO aQalpeBEei TO UTTOAEIMA.

4 YuveyioTe e T diadikaoia kabapiopou. BA. Kabapioudg rou moutou, arn oeAida 135
YIO AETTTOPEPEIEG.

M1rdvio Kal KOAUTTI

Otav o mouTrdg Kal 0 aloNnTAPaAg eival ocuvdedepévol, TTapEXouv adlidaBpoxn oTeyavoTnTa
MEXPI TO BABOG TwV 2,4 péTpwyV (8 TTOdIA) yia £wg Kal 30 AeTTTd. MTTOPEITE VA KAVETE VTOUG
KOl VO KOAUNTTATE XWPIG VO TOUG OPAIPETETE.

KaBapiou6g Tou QOopTIoTH
AuTh n dladikacia TTpoopileTal yia TOV YeVIKO KaBapIoUo TTOU aTTaITEITAl, avAAoya JE TN
QUOIKN EPQAvION.
MPOXOXH: Mn BuBileTe TOV POPTIOTH OTO VEPO I € AAAO TTapdyovTa Kabapiouou.
O @opTIoTAG dev gival adidBpoxog. To vepod PTTOpPEi va TTPOKAAECEI
BAGRN oToVv POPTIOTA KAl SUGAEITOUPYIO TNG CUOKEUNG.
MPOEIAOMNOIHZH: AtroppiyTe TOV QOPTICTH CUHPWVA HE TOUG TOTTIKOUG
KAVOVIGHOUG TTEPI ATTOPPIYNG MTTATAPIWY 1 ETTIKOIVWVAOTE ME
TOV 1aTPO Tag Yia TTAnpo@opisg améppiyns. O QopTIoTAG
EVOEXETAI VA aVOPAEYET KATA TNV ATTOTEPPWOT).

MNa va kaBapioTe Tov YopPTIOTA:

1 TAOveTe oXOAAOTIKA TA XEPIO OAG.

2 XpnoiyoTroinoTe éva voTIoPEVO TTavi Je ATTIO KaBapIoTikd didAupa, OTTwg
ATTOPPUTTAVTIKO TTIATWY, YIa Va KaBapioeTe KOs Bpwpid i EEvo UAIKS aTTd To
€EWTEPIKO TOU QOPTIOTH. Mn XpNOIYOTTOIEITE TTOTE OPYAVIKOUG BIAAUTEG, OTTWG
OIAAUTIKO XPWHATOG ] OKETOVN, VIO TOV KOBAPIOUS TOU QOPTIOTH.

3 TomoBeTAOTE TOV YOPTIOTA TTAVW O€ €va KaBapod, oTeyvo TTavi Kal aprRoTE ToV va
OTEYVWOEI OTOV AEPA YIa OU0 €wg Tpia AETTTA.
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AvTipeTwTTion TPOoRANUATWY
O Trapakdtw TTivaKkag TTEPIEXEI TTANPOPOPIEG AVTIUETWTTIONS TTPORANUATWY TOU
TTOPTTOU, TOU QOPTICTH KAI TNG CUOKEUNG OOKIUAG. [Na TTeEpIcadTEPEG TTANPOPOPIES
OXETIKA PYE TNV AVTIUETWTTION TTPORBANUATWY, avaTpéETe aTOoV 0dNyod XPrONG Tou

OUOTAUATOG Oag.

Mpo6BAnua

Moava aitia

EtmiAuon

2uvd£CQTE TOV TTOUTTO
OTOV POPTIOTH Kal OV
Avaye Kapia QwTeIvr)
£vOeIn.

O1 akideg ouvdéauou Tou
TTOUTTOU £XOUV UTTOOTEl
{nuia A diaBpwon.

H ptrarapia Tou
POPTIOTN 00G BV EXEI
10XU A Oev €xel eloaxBei
yTraTapia.

1 EAéy&re Tig akideg guvdEéopou Tou TTouTToU
yia ¢nuid n didBpwon. MNa TepIcodTEPES
TIANPOYOPIEG OXETIKA PE TIG OKIBEG
ouvdéopou, BA. EAgyxog Twv akidwv
ouvoéaiou Tou TTouTroU, oTn oeAida 134.
Edv o1 akideg éxouv utrooTEl ¢nuIA 1 gival
OI0BPWUEVEG, ETTIKOIVWVAOTE PE TOV
TOTIKG 0ag avTiTpdowTro. lowg APBE n
OTIYUA VA QVTIKOTOOTACETE TOV TTOUTTO
oaG.

2 Eav o1 akideg ouvdEopou dev £Xouv
utrooTei BAGRN, avTIKATAoTAGTE TNV
JtraTapia otov @opTiaTh. [Na odnyieg
OXETIKG PE TNV avTIKAaTdoTaon tng
JTTaTapiag Tou QopTIaTH, BA.
Eykardoraon umarapiag oTov oprtioTn,
ortn oghida 129.

Katd tn didpkeia 1ng
PopTIONG, N TTPACIVN
PWTEIVH £VOEIEN TTOU
avapoofrjvel oTov
QOPTIOTA ORMVEl Kal
BAETTETE pIa KOKKIVN
QPWTEIVNA €VOEIEN va
avapoofrjvel oTov
POPTIOTA TTI0 apyd.

To emiredo pmrartapiag
TOU QOPTIOTH 0ag gival
XOUNAS.

AVTIKOTOOTAGTE TNV PTTATAPIA OTOV POPTICTH.
o odnyieg OXeTIKA PE TNV avTIKATAOTAON TNG
ytratapiag Tou opTioTr, BA. Eykardoraon
utrarapiag orov QoprioTh, o1n oeAida 129.

Katd tn didpkeia 1ng
PopTIONG, N TTPACIVN
QWTEIVH £VOEIEN TTOU
avapoofrjvel oTov
QOPTIOTH ORMVEl Kal
BAémeTe pia ogipd atrd
KOKKIVEG QWTEIVEG
evOEeitelg va
avapooBrivouv
YPAYOPa OTOV QOPTIOTH
yia dUo SeuTepOAETTTA
T Qopd.

To emiredo @oOPTIONG TOU
TTouTTOU 0Qg €ival
XOUNAS.

1 ®oprioTe TOV TTOPTTS yIa pia UVEXOMEVN
wpa. Edv o1 pwTeIvég evdeitelg dev
oTapatioouv va avaBoafrvouy,
ouvexioTe pe 1o Brpa 2.

2 QopTioTE TOV TTOUTTO YIO OKTW
OuveXOUEVEG WPEGS. EAv o1 pwTelvEg
evOEiCeIG OEV OTAPATATOUV va
avafooBrivouv, KOAEDTE TOV TOTTIKO 006
avTiTpéowTro. lowg PO n oTIyun va
QVTIKATAOTAOETE TOV TTOUTTO 0AG.
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Mpo6BAnua

Moéavda aitia

EmiAuon

Katd tn didpkeia 1ng
@opTIONG, Ba
EUQAVIOTEI OTOV
POpPTIOTA évag
OuVOUAOHOG KOKKIVWYV
PWTEIVWV eVOEIEEWV
TToU avafoofrvouv
ypPAyopa Kai KOKKIVWY
PWTEIVWV EVOEIEEWV
TTou avafoafrivouv
apya.

To emiredo @oOPTIONG TOU
POPTIOTA Kai Tou
TTouTToU 0ag €ival
XOUNAO.

1

AVTIKOTOOTAOTE TNV PTTaTapia otov
@opTIoTH. Na 0dnyieg OXETIKA PE TNV
QvTIKATAoTOON TNG PTTATAPIag TOU
@opTIoTh, BA. Eykardoraon pmrarapiag
aTov QopTioTH, aTn ogAida 129.

DoprioTe TOV TTOPTTO YIa pia cuvexduevn
wpa. Edv o1 KOKKIVEG WTEIVEG EVOEILEIG
TTou avaBoaofrivouv ypriyopa dev
OTAPATACGOUV, OUVEXIOTE JE TO BAUa 3.

DopTioTe TOV TTOUTTO VIO OKTW
ouveXOuEveES WPEGS. Edv o1 pwTelvég
evdeigelg dev oTapaTooUV va
avapooBrivouv, KAAEGTE TOV TOTTIKO 0AG
avTITpéowTro. lowg APBE n oTIyun va
QVTIKOTOOTHAOETE TOV TTOUTTO 0OG.

H Tpdoivn ewrteivn
£vOeIEn oTOV TTOUTTO
dev avapBoofrvel 6tav
TOV OUVOEETE UE TOV
aiodnTipa.

O TTOUTIOq 0ag BeV EXEI
ouvoEebEi KaAd.

To eTriTredo oOPTIONG TOU
TTouTToU 0ag gival
XOUNAOS.

O aioOnTpag dev £xel
eloay0ei cwoTd oTO
OWwua 0ag.

ATTIOOUVOEDTE TOV TTOUTTO AT TOV
aiobnThpa.

MepIpEVeTE yia TTEVTE SEUTEPOAETTTA KAl
emavacuvdioTe Toug. EGv n mpdaivn
PwTEIVN €vOEIEn eCakoAouBEi va unv
avaBooBryvel, ouvexioTe pe To BAUA 3.

DopTioTe TTANPWG TOV TTOUTTO Kal
OUVOEOTE TOV PE TN OUOKeEUN dokIung. Eav
n pdaoivn ewTeivA évoeign eEakohoubei
va ynv avafoofrvel, BA. otnv
avTINETWTTION TTPOBANpaTWY «H TTpdoivn
QWTEIVA €vOEIEN OTOV TTOUTTO dEV
avaBoofrivel 6Tav TOV CUVOEETE PE TN
ouoKeur) dokIunG». Eav n rpdoivn
QwTEIv €vOeIEn avaBoofnvel, cuvexioTe
JE TO BrApa 4.

ATrooUVO£OTE TOV TTOUTTO AT T CUOKEUR
QOKIUNG, TTEPIUEVETE TOUAAXIOTOV TTEVTE
OEUTEPOAETITA KOl GUVOEDTE TOV TTOUTTO UE
Tov ai00nTApa. Edv n pdoivn ewteivA
£vdeign e§akoAouBei va pnv avapoofrivel,
ouvexioTe pe 10 BApa 5.

O aioOnTAPag uTTopei va pnv éxel eloaxoei
OWOTA OTO CWHA 00G. APAIPEDTE TOV
a1I0ONTAPA aTTO TO CWHA 0OG KAl
€I00YAYETE £vav Kaivoupio aiodnTrpa.
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Mpo6BAnua

Moéavda aitia

EtmiAuon

H Tpdoivn ewrteivh
£vdeIEn oTOV TTIOUTTO
dev avapBoofrvel 6Tav
TOV OUVOEETE UE TN
OUOKEeUr BOKIMAG.

O TTOUTIOC 0ag Bev £XEI
ouvOEBEi KaAd.

To emriredo @OPTIONG TOU
TTouTToU 0ag gival
XOUNAS.

1

EAéyETe Tn oUVOEON avAuEoa GTOV TTOUTTO
Kal TN ouokeun dokipAG. Edv n rpdoivn
Qwrtelvr) €voeign e¢akoAouBei va unv
avapoofrjvel, ouvexioTe pe To BAUA 2.

DopTioTe TTAAPWG TOV TTOUTTO.

EAéyETe Eava Tov TTOUTTO JE T CUOKEUN
dokiung. Eav e¢akoAouBeite va un
BAEteTe TNV TTPACIVN QWTEIVN £VOEIEN va
avaBoofrvel, KAAESTE TOV TOTTIKO 0OG
avTiITpéowTo. lowg APBe n oTyun va
QVTIKOTOOTHOETE TOV TTOUTTO 0GG.

H utraTtapia Tou
TTOouTTOU 0ag dev
dIapKEi ETTTA NUEPEG.

O TrouTog oag ¢V gival
TIANPWG QOPTIOUEVOG
OTaV TOV OUVOEETE UE TOV
aiodnTipa.

H aoUppatn ouvdeon
QVAPECT OTOV TTOUTTO Kal
TNV avTAia guxva
XAvETal.

DopTioTe TTANPWG TOV TTOUTTO TTPIV TOV
OuvdE£oEeTE PE Tov aloBnTpa. Edv n
ytrarapia Tou TropTroU e€akoAoubei va
uNV €TTAPKEI yia AN TN dIGPKEIa XProng
€VOG aI0BNTAPQ, oUVEXIOTE PE TO Brpa 2.

ATropakpuvBeiTe atrd oTToIoVONTIOTE
€€OTTAIOO O OTTOI0G PTTOPET VO TTPOKOAET
TapeUBoAég padioouyvoTtrTwy. MNa
TTEPIOOOTEPEG TTANPOPOPIEG OXETIKA HE TIG
TTapePBoAég padioguxvoTATwy, OEiTE TO
@UAAO TTANPOPOPILIV CUPUOPPWAONG
padioegoTAIopoU TTou ouvodEUEl TNV
avTAia oag.

Ma va eAaxIoTOTToINCETE TUXOV
TTapeUBoAEG padloouyvoTATWY,
BeBaiwBeite 6T N avTAia Kal 0 TTOUTTOG
oag BpiokovTal oy idia TTAeupd Tou
owparég oag. Eav n TARpwe QopTIouEVn
JTTOTOPIO TOU TTOPTTOU OOG CUVEXIOE! va
XAVEl IoYU TTPIV TTapEABOUV Kal o1 ETTTA
NUEPEG, KAAEDTE TOV TOTTIKO GOG
avTimpéowTro. lowg APBE n oTiyun va
QVTIKATAOTHOETE TOV TTOUTTO 0AG.
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Mpo6BAnua Moéavda aitia EmiAuon

H olUvdeon peTagu Tou H avTAia oag gival k166 1 ATTOpOKPUVOEITE OTTO OTTOIOVONTTOTE
TropTroU Kal TNG avTAiag | euPéAciac. €EOTTAIOO O OTTOI0G PTTOPET VO TTPOKOAET
XGONKE. TrapeUBoAég padioouyvoTtrTwy. MNa
TTEPIOOOTEPEG TTANPOPOPIEG OXETIKA WE TIG
TrapeUBoAég padioouyvotiTwy (RF), O¢ite
TO QUAAO TTANPOPOPIWV GUUPOPPWONG
padioegoTrAIouoU TTou ouVodEUEl TOV
TTouTé 00g. Edv o TToutdg e€akohoubei
VQ JNV ETTIKOIVWVET PIE TNV avTAia,
ouvexioTe pe 10 BAYa 2.

Ymdpyouv TapePBOAEG
PadIOCUXVOTATWY aTTO
GAAEG OUOKEUEG.

2 Na va eAaxIoTOTTOINTETE TUXOV
TTapeUBoAEg padloouyvoTATWY,
BeBaiwBeite 6T N avTAia Kal 0 TTOUTTOG
oag BpiokovTal oy idia TTAeupd Tou
owparég oag. Edv o Toptog oag
€EAKOAOUBEI va UNV ETTIKOIVWVET PE TNV
avTAia 0ag, KAAEOTE TOV TOTTIKO 0aG
avTITPdowTTO yia Borbeia.

Zn”giwo-n; Edv xabei n ouvdeon peraéu rou moutrou Kai TN aviAiag yia 30 AeTTTd, ekméumeral évag
ouvayepuog N e1601ToiNaN Kai eugavileral éva upvuua.

ATTo0RKEUON KAl XEIPIOHOG
PuAdooeTe TOV TTOUTTO, TOV POPTICTH Kal Tr) CUCKEUN SOKIPAG O€ Kabapd, Enpd uépog, ot

Bepuokpacia dwyaTtiou. Edv o TToutrdg dev XpnaoiyoTroigital, 8a TTPETTEl va TOV QOPTICETE
TOUAGXIOTOV pia @opd ava 60 nuépEs.

MPOZOXH: Mn @UAAOOCETE TOV TTOPTTO ETTAVW OTOV QOPTIOTH. EdV 0 TTOPTTOGg
TTAPAMEIVEI OTOV POPTIOTN YIA TTEPICOOTEPES ATTO 60 NUEPEG, N
pmrarapia 0a utrooTei poviun BAGRn.

Atroppiyn

Mnv aTTOPPITITETE TOV TTOUTIO GTO ONUOTIKG GUCTNHA PN OIAXWPICHEVWY ATTOPPIMPATWY.
ATTOPPIYTE TOV TTOPTTO CUPPWVA JE TOUG TOTTIKOUG KAVOVIGUOUG TTEPI aTTOPPIYNG
MTTATAPIWY 1] ETTIKOIVWVACTE E TOV 1aTPO TAG yIa TTANPOYOpPIES aTTéppIYNG.

Mpodiaypapég

H ouciwdng emidoon (EP) Tou TTopTroU cival n pétpnon kai N JETAd00T G€ PId GUOKEUN
TTaPAKOAOUONONG TWV TIHWV CAPATOG TNG GUOKEUNG aioBnaong evidg Twy ATTAITHOEWY
akpifeiag Tou TToPTTOU UTTO TIG KABOoPI{OUEVEG GUVONAKES XPAONG TTOU avAPEPOVTAl GTOV
00nyo6 xproTn TOU CUCTANATOG Kal yia TN OIGPKEIA TNG AVAUEVOUEVNG WPEAIUNG OIAPKEIAG
{wnG. EAv o TTouTTég avTIuETWTTICEI NAEKTPONAYVNTIKEG DIATAPAXESG, MTTOPEI va UNn
peTadoB0oUV dedopéva A va PeTadoBouv ecQaApEva dedopEva. Ze TETOIEG TTEPITITWOEIG,
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avaTpEETe OTIG 0dnyieg AsIToupyiag, UVTAPNONG KAl QVTIMETWTTIONG TTPORANUATWY
OTOUG QVTIOTOIXOUG 00nyoug xproTn. MTTopeite €1Tiong va XpnOIUOTIOINCETE TN
OUOKEUN OOKIUAG YIa va AEYEETE €AV O TTOUTTOG AsiToupyei cwaTd. Edv o TTouTrdg
utrooTei BAARN A €dv Ogv PTTOPEI va ETTIKOIVWVACEI JE TOV QOPTIOTA 1 TNV avTAiQ,
ETTIKOIVWVAAOTE PE TOV TOTTIKO 0AG EKTTPOCWTIO UTTOOTHPIENG TNG Medtronic yia

Bonbeia.
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Biooupparétnta

MopTrég: Zuppopeuveral pe To TTPoTuTTo EN ISO 10993-1

E@appolopeva pépn

Moptog
Aigbntipag

TuvBnikeg AsiToupyiag

O¢eppokpaaia yia Tov TTouTrd: 0°C éwg 45°C (32°F éwg 113°F)

Mpoooxn: Otav xpNOIYOTIOIEITE TOV TTOUTTO YE OUOKEUN OOKIUAG OE
Beppokpaocieg aépa dvw Twv 41°C (106°F), n Beppokpaaia Tou TTopTTOU
evdéxeTal va utrepRei Toug 43°C (109°F).

ZXETIKN uypaaia yia Tov TTouTo: 10% €wg 95% Xwpig CUPTTUKVWON
Mieon yia Tov TropTréd: 57,60 kPa éwg 106,17 kPa (8,4 psi £éwg 15,4 psi)
O¢ppokpaaia yia Tov eopTioTA: 10°C €wg 40°C (50°F ¢wg 104°F)
ZXETIKN uypaacia yia Tov @opTioTr: 30% £wg 75% YXwpig CUPTTUKVWON

Zuvenkeg
atmroBnkeuong

O¢gppokpaaia yia Tov TTouTro: -20°C éwg 55°C (-4°F éwg 131°F)
SXETIKA uypaaia yia Tov TToPTTo: £éwg 95% Xwpig cupTTiKVWan

Migon yia Tov TTouTo: 57,6 kPa éwg 106 kPa (8,4 psi éwg 15,4 psi)
O¢eppokpaaia yia Tov opTioTH: -10°C €wg 50°C (14°F £wg 122°F)
2XETIK uypaaia yia Tov @opTIoTH: 10% £wg 95% Xwpig cupTTiKVWaon

Aildgpkeia Jwng

Moptrég: ETTd nuépeg ouvexoUg rapakoAolBnong TG YAUkdING apéowg

JTTaTapiag METG aTTO pia TTARPN @OpTIoN.
DopTtioTAG: O POPTICTAG XPNOIPOTIOIEI Hia kalvoUupla ytratapia AAA yia TN
@OPTION TOU TTOUTTOU.

MopTrég Zwvn Twv 2,4 GHz, aguppartn texvoAoyia Bluetooth™* (ékdoon 4.0)

ouxvoeTnTa

Evepyog -12,05 dBm (0,06 mW)

akTIVOBoAoUpEVN

10XU¢ (ERP)

Evepyog 1c0TpOTTIKG
akTivoBoAoUpevn

-9,9 dBm (0,1 mW)

10XUg (EIRP)
EUpog Asitoupyiag ‘Ewg 1,8 pétpa (6 TédIa) aTOV 0épa
Avapevopevn H avapevopevn weéhiun didpkeia {wng Tou TTOPTToU ival éva £T0G,

WEEAIPN Sidpkela
{wng TropTTou

avaAdywg TnG Xxprong atré Tov acHevi.
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AocUppaTn eTIKOIVWVIA TTOUTTOU

MoiéTnTa UTTNPECiag

O TTouTTOG Kal n avTAia IVGOUAIvNG CuvOEovTal HECW CUVOECINOTNTAG HE EEUTTVEG
ouoKeuég. O TTouTTog oTéAVE TNV avTAia 0edouéva YAUKOLNG Kal £1I00TTOINCEIG
OXETICOUEVEG UE TO aUoTnua. H avtAia eTTaAnBedel TNV akepaidTNTA TWV OEQOUEVWV
TTou AauBdavel Yetd atrd TNV acUpuarn JeTGdoan.

Ao@dAcgia Sedopévwyv

O TTouTToG gival oxedIaoPEVOS va OEXETAI ETTIKOIVWYVIA JOVO JETW PadioCUXVOTATWV
atrd avayvVwpPIoHEVES Kal CUVOEDEPEVEG e AUTOV OUOKEUEG. IMpéTTel va culelEeTe TNV
avTAia Pe ToV TTOUTTO yia va PTToPED N avTAia va dExeTal TTANPOPOPIEG ATTO TOV TTOUTTO.

O1 avtAieg IvoouAivng MiniMed™ kai Ta e€apTrOTO TOU GUCTAUATOG (UETPNTES KAl
TTouTTOi) dlac@aAiouv TNV aC@AAEIa TwV OEQOUEVWY UE OTTOKAEIOTIKG JECA, KABwWG
Kl TNV aKEPAIOTNTA TWV OeSONEVWV [E DIAdIKATIES EAEYXOU CQAANATWY, OTTWG Ol
KUKAIKOI €AgyxOl TTAeovaauoU.

AgpoTropikd Tagidia

O TTouTTéG 0ag gival acg@aArg yia Xpron o€ EUTTOPIKEG AEPOTTOPIKEG ETAIPEiEG. EAv TO
TIPOCWTTIKO TNG AEPOTTOPIKAG ETAIPEIAG OAG PWTHOEI OXETIKA UE TN XPron TNG
OUOKEUNG 0ag, TTapakaAoU e BEIETE TOUG TNV KAPTA EKTOKTNG IATPIKAS avAyKNG.

Odnyigg kKal SAAWON KATAOKEUAOTH

oMIAUYY3

vz

0dnyigg ka1 BAWOCN KATAOKEUAOTH - HAEKTPOPAYVNTIKEG EKTTOUTTEG

AoOKIYN EKTTOUTTWYV | ZUPpOpPWON HAekTpopayvnTtiké mepiBdAAov - Odnyieg
ExtropTrég CISPR 11 O TTOUTTOG XPNOIUOTIOIET EVEPYEIQ PABIOCUXVOTHTWV
pPadIoCUXVOTATWY HOVO yIa TIG ETTIKOIVWVIEG TOU CUCTANATOG. ETTopévwg, ol
KaTA Ouada 1, EKTTOPTTEG PABIOCUXVOTHTWY TNG CUCKEUNG €ival TTOAU
Kartnyopia B XOUNAEG kai Bev gival TBavd va TTPOKAAéCOUV

CISPR 11 TrapePBOAEG O€ TTAPAKEINEVO NAEKTPOVIKO EEOTTAIOUO.
EKTTOuTTéG apPOVIKWY | Agv €xel zn”g,’wo-n_- H avwrépw drAwan givai UTTOXPEWTIKNA
KaTA €Qapuoyn ouuewva e Tis mpodiaypagés IEC

60601-1-2 yia TIC CUOKEUES TTOU AVAKOUV
IEC 61000-3-2 otnv Ouada 1, KAdon B. Asdouévou 611 0

TTOUTTOS TPOPOdOTEITAI LUE pTTaTapid, ol
EKTTOUTTES TOU Oev Ba eTTnpeacTolVv amro
TNV Tapoxn PEULATOC TWV

IEC 61000-3-3 EYKATAOTAOEWV Kai OEV UTTAPXOUV
evoeiéelg yia mpofAfjuara mou va
oxeridovral ue TN XPHon TOU OUCTAUATOS
O€ OIKIOKES EYKATAOTAOEIS.

Alakupdvoelg Tédong/ Agv €xel
EKTTOMTTEG TETTIYIOHOU eQappoyn
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0Odnyieg kai SHAwon KataokeuaoTh - HAekTpopayvnTiKA atpwoia

Aokipacia
arpwaiag

Etritredo dokiung
KaTA
IEC 60601-1-2:2014

MéyioTtn
mwpoBAEYIUN
KATAoTOON XPAONS
KOTA
IEC 60601-1-2:2014

HAekTpopayvnTiké
mepiIBaAAlov - Odnyigg

HAEKTPOOTATIKA
ek@oprtion (HZE)

+8 kV péow emagng
+2 kV, x4 kV, +8 kV,

+8 kV péow emagng
+2 kV, 24 kV, +8 kV,

Ma xprion og TUTTIKO
OIKIOKO, EUTTOPIKS 1

IEC 61000-4-2 +15 kV péow aépa +15 kV péow aépa VOOOKOUEIOKO
TTEPIBAAAOV.
Emayopeveg 3 Vrms Aev €xel epapuoyn H atraitnon dev 10xUEl
dlaTapaxEg 150 kHz £éwg 80 MHz yia TNV TTapolca
TTPOKAAOUMEVEG 6 Vrms OUOKEUN TTOU AeIToupyei
atré media {wveg ISM (yia JE UTTOTOPIA.

PadIOCUXVOTATWY
(RF)

Biopnxavikég,
ETTIOTNUOVIKEG Kal
10TPIKEG EQAPHOYEG)
armo

150 kHz £wg 80 MHz

HAekTpIKA TaxXEiQ +2 kV Aev £xel epapuoyn H atraitnon dev 10xUEl
uetdBaon/pimn ouxvoTtnta yia TNV TTapolca
IEC 61000-4-4 emmavaAnyng 100 kHz OUOKEUT TTOU AEIToupyeEi
JE pTTaTapia.
Ymépraon papun TPOg ypauun: Aev €xel epapuoyn H atraitnon dev 10xUEl
IEC 61000-4-5 +0,5 kV, £1 kV yia Tnv TTapolca

pauun Tpog yeiwon:
+0,5 kV, £1 kV, £2 kV

OUOKEUN TTOU AeIToupyei
ME pTTaTOPIA.

[npgiwo-n; U7t givai n 1@on tou SIKTUoU evaAAaoaduevou peupuarog mpiv a:
EMTESOU EAEYXOU.

M6 TNV £QapUOyn ToU

Mrwoeig, ouvTopeg

0% Ur, 0,5 kUkAol (o€

Aev €xel e@apuoyn

H atraitnon dgv 10x0el

SIaKOTTEG Kal 0°, 45°, 90°, 135°, 180°, yla Tnv Trapouca
HeTOBOAEG TAONG 225°, 270° kai 315°) OUOKEUN TTOU AeIToupyei
OTIG YPAUHEG TOU 0% Ur, 1 KUKAog (o€ pE pTTarapia.
OIkTUOU 00)
nAekTpOdOTNONG 70% yia 25/30
IEC 61000-4-11 KOKAOUG (O€ 0°)
0% yia 250/300
KUKAOUG
MayvnTiko 1Tedio 30 A/m 30 A/m MNa xprion o€ Tutké

ouxvoTnTOg
pEUUATOG
(50/60 Hz)

IEC 61000-4-8

OIKIOKO, EUTTOPIKO N
VOOOKOUEIOKO
TEPIBAAAOV.
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0Odnyieg ka1 SAAwON KaTaokeuaoTh - HAeKTpopayvnTikn atpwaoia

Aokipaoia
aTpwaoiag

Emimredo dokipng
KT
IEC 60601-1-2:2014

Méyiotn
mwpoBAéYIun
KaTdoTaon XpRong
KOTA
IEC 60601-1-2:2014

HAekTpopayvnTtiké
mwepiIBdAlov - Odnyieg

Media yerrviaong e
aocupuato
€€OTTAIONO
ETMKOIVWVIOG HECW
PadIOCUXVOTATWY
(RF)

IEC 61000-4-3

IEC 60601-1-2:2014,
Mivakag 9

IEC 60601-1-2:2014,
Mivakag 9

MNa xprion o€ TuTTIKG
OIKIOKO, EMTTOPIKO 1
VOOOKOUEIOKO
TePIBAAAOV.

Y ,”Jgiwo-n: U7t givai n 1@on tou SIKTUoU evaAAaoaouevou peupuarog mpIv as
ETTITTEOOU EAEYXOU.

706 TNV £QAPLOYN TOU

AkTIVOBOAOUpEVEG
pPadloouxvoTNTEG
IEC 61000-4-3

10 V/im
80 MHz éwg 2,7 GHz
80% AM o¢e 1 kHz

10 V/im
80 MHz éwg 6 GHz
80% diapdppwaon
TAdToug oTo 1 kHz

O @opnTOG Kal KIVNTOG
€COTTAIOPOG
ETMIKOIVWVIaG HEoW
padioouyvoTATwV (RF)
d¢ev Ba TTpéTTel va
XpnolpoTroiEiTal
TANCIE0TEPQ OF
OTTOI0BNTTOTE NEPOG TOU
TTouTIoU até TN
OUVIOTWWEVN aTTOCTACN
aoc@aheiag Twv 30 cm
(12in).

O1 evrdoeig Tediwv aTod
oTaBEPOUG TTOUTIOUG
padioouyvoTATwV (RF),
6TTwg TrpoadiopidovTal
até pia
NAEKTPOPAYVNTIKA
MEAETN XWpou, Ba
TIPETTEI VA gival
MIKPOTEPEG ATTO TO
ETTITIESO CUPPOPPWONG
o€ KABe e0pog
OUXVOTATWV.

Evdéxetal va
dnuioupynBouv
TTapeUPBOAEG KOVTG O€
€€OTTAIOUO TTOU PEPEI TO
€€NG oupPoAo:

()
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0Odnyieg ka1 SAAwON KaTaokeuaoTh - HAeKTpopayvnTikn atpwaoia

Aokipaoia Etimredo dokipng Méyiotn HAekTpopayvntiké
arpwaoiag KATA mwpoBAéYIun mwepiIBdAlov - Odnyieg
IEC 60601-1-2:2014 | kardoTaon XpRong

KATd
IEC 60601-1-2:2014

by npgiwo-n: AUTEC 01 00NYiES EVOEXOUEVIWS VA LNV ICXUOUV VI OAES TIC TTEpITTTWOEIS. H diddoon thE
nAektpouayvnTikng aktivofBoliag emnpedlerar ammd v amoppoenaon Kai v
avravakAaon 1Tou TTPOEPXETal ATTO KTIoUATa, QVTIKEIUEVA Kal avBpuwIToug.

EyyUnon

H Medtronic MiniMed, Inc. (fj o1T01081TTOTE AAAO VOUIKO TTPOCWTTO TTOU UTTOPET Va

AVaQEPETAl WG KATOOKEUAOTAG OTN GHjavan TNG TTapoUoas GUCKEUNG

«Medtronic MiniMed») TTapéxel eyyunaon yia Tov mouTté Tng Medtronic oTov ayopaaTr| Tou

TTPOIOVTOG EvavTl EAATTWHATWY OTA UAIKGA KOl KAKOTEXVIAG yIa TTEPiodo £vog (1) £Toug,

KaBwg Kal yia ToV QopTIaTH yia €wg Kal éva (1) €Tog atmd Tnv nuepounvia ayopdg.

Kartd tn didpkeia Tng mepiddou eyyunong, n Medtronic MiniMed Ba avTikaraoTtAoel 1 Ba

ETTIOKEUACEl, CUUPWVA E TN BIAKPITIK TNG EUXEPEIA, OTTOIOOATTOTE EAATTWHATIKO TTOUTTO

1l POPTIATH, UTTO TOUG OPOUG Kal TIG EEAIPETEIS TTOU AVAPEPOVTAI GTO TTAPOV £yypago. H

TTapoUoa £yyunarn 1I0XUEl HOVO YIa VEEG CUOKEUEG. 2 € TTEPITITWAON AVTIKATAOTAONG £VOG

TTOPTTOU 1] POPTICTH, N TTEPIOOOG eyyUnang dev Ba eTTeKTABEl TTEPAV TNG APXIKAG TTEPIGDOU

ANgNg TnG.

H mrapouoa eyyunon ioxuel pévov gév o TouTrdg f o @opTioTAG TNG Medtronic

XPNoliyoTrolgiTal CUPQWVA e TIG 0dNYieg TOU KATAOKEUAOTA. XWwpig TTEPIOPICHOUG, N

TTapouoa yyunaon dgv Ba IoXUCEL:

*  Edv n BAGRN ogeileTal og aAAayEC ) TPOTTOTTOINCEIG TTOU £yIvayv ATTO TOV XPNoTn A
TPITA TTPOCWTTA OTOV TTOUTTO ) TOV QOPTIOTA PETA TNV NUEPOUNVIa ayopdd.

*  Edv n BAGBN oeileTal a€ TEXVIKN UTTOCTAPIEN 1) ETTICKEUEG TTOU DIEgXOnoav amo
AAAO TTPOCWTTO 1} OVTOTNTA BIAPOPETIKI ATTO TOV KATAOKEUQOTH.

* Edv n BAGRN ogeileTal og avwrépa Bia i} oe GAAO GupBAv TTEpav TOU EAEYXOU TOU
KATOOKEUAOTH.

*  Edv n BAGBN ogeileTal o€ atrpooedia A akaTdAANAN xprion, TTou TrepIAauBAvel,
METagU aAAwv: akatdAAnAn amobrkeuon, euPUBIoN o€ uypod i KaTaxpnaon (OTTwg
TTwaon).

* Edv n BAGBN oeileTal o€ XpAon TNG OUCKEUAG KATA TPOTTO N CUUPWYVO PE TN
Ofuavaon TTPOoIOVTOG, TIG 0BNYiIEG XPrioNG 1 TIG KAVOVIOTIKEG YVWOTOTTOIAOEIG TOU
KATOOKEUAOTH.
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H mrapoloa eyydnaon €ival TTpoCWTTIKN Kal IoXUEl HOVO YIa TOV apXIKO ayopaaoTH.
OmroiadATToTE TTWANGN, £VoiKiaon 1 GAAN peTaBifaon r} Xpron Tou TTPoidvTog TToU
KOAUTITETOI ATTO TNV TTApoUca £yyunaon og, f atmod, XprnoTn Tépav Tou apXIKou
ayopaaTh Ba £xel wg ammoTéAeoua TNy Gueon Tmadon Tng TTapouoag yyunong. H
TTapouca gyyunon dev 10XUEl yia TOUG aloBnTApeg YAUKONG Kai Ta GAAa
TTapeAKOuEva.

Ta évdika yéoa TTou TTapéXovVTal oThV TTapoUaa eyyonon €ival Ta ATTOKAEIOTIKG
d1a6éoiya £vOika péoa o€ TTEPITITWOoN TTapapioong TG Tapoucag. OUTe N
Medtronic MiniMed ouTte o1 TTpounBeuTéG i} 01 dlavopeig TnG Ba gival utteuBuvol yia
oTTo100NTTOTE BETIKA, ATTOBETIKA 1] €10IK ¢NUI& OTTOIACdNATTOTE YUONG 1 €iI00OUG TTOU
OQEINETAI O€ 1} TTOU TTPOKUTITEI ATTO EAATTWA OTO TTPOIOV.

‘OAoi o1 GAAoI 6pol Kal EYYUNCEIG, EKTOG ATTO TIG UTTOXPEWTIKWG TTPOBAETTOUEVEG
EYYUNOEIG, €iTE PNTEG €iTE OIWTTNPEG, OTTOKAEIOVTAI, TTEPIAAUBAVOUEVWY TWV
EYYUAOEWV EUTTOPEUCIUOTNTAG KAl KATOAANASGTNTAG VIO £VAV OUYKEKPIUEVO OKOTTO.
H Trapoloa eyyunon divel 0TOV ayopaaTr) CUYKEKPIUEVA VOUIKG SIKAIWUATA Kal O
AYyopaaTAG eVOEXETAI VA €XEI KAl GAAQ SIKAIWUATA TTOU BIAPEPOUV GUPPWVA UE TNV
Katd ToTToUG vouoBeaia. H TTapoloa eyyunon dev eTTnEeAdel Ta VOUIPG SIKAIWPATA
TOU ayopaaTH).

N'vwoTtoTtroinon yia Aoylopikd avoixTtou Kwdika (OSS)

AuTO 10 €yypago TTpocdiopilel TO AoyIoHIKG avoiXToU KwAIKA TO OTToio EVOEXETAI VA
OVOUaOTEl EEXWPIOTA, Va EKTEAEOTEI, va auvOeDEil, va CUOXETIOTE i} GAAWG va
XPNoihoTToIinBei atrdé autd To TTPOIGV.

H adcia xpriong Tou €v AGyw AoyIOUIKOU avoiXToU KWOIKA EKXWPEITAI 0€ XPHOTEG TTOU
UTTOKEIVTQI OTOUG OPOUG Kal TIG TIPOUTTOBETEIG TNG XWPIOTNAG CUN@WVIOG Adelag
XPNOoNG yia TO £V AGyw AoyIopikd avoixTou KWAIKA.

H ammd pépoug oag xprion Tou AOYIGHIKOU avoiXTou Kwdika Ba diETeTal € oAoKAnpou
atd Toug 6poug Kai TIG TTPoUTToBETEIg TNG £V AOyw &delag Xpriong.

O Tyaiog/avTIKEIUEVIKOG KWOIKAG KAl N I0XUoUoa adela Xpriong yia To AOYIoHIKO
avoIxTou Kwdika utropolv va AngBouv atré Tov akdAouBo 1oTdToTTO: hitp:/
www.ouah.org/ogay/hmac/.
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Mivakag eIkovidiwv

ApIBu6Gg oeipdg

Ap1Buég karaAdyou A povTéAou

‘Evag TTouTrog, £vag @opTIOTAG KAl Jia CUCKEUN serter avd kouTi/ouokeuaaoia

AUo ouokeugg SOKIPAG avd KouTi/ouokeuaaia

Huepopnvia karaokeung (EEEE-MM-HH)

KataokeuaoTng

MpéTrel va avaTpéXETE OTO EYXEIPIOIO OBNYIWV TTPIV ATTO KABE Xprion
(ep@aviCeTal ue PTTAE XPWHO OTNV ETIKETA).

Oplio Beppokpaaiag

Mn 1ovTiouoa nAekTpopayvnTIKr akTivoBoAia

Alapépewaon ) JOVadIKG avayvwpIoTIKO £KkBooNG

Babudég mpooTtaciag atré nAektpotrAngia: EQapuolduevo pépog TutTtou BF

MopTrdg: 4 gival To eTTiTTed0 TTPOoTACIAG ATTG OTEPEA AVTIKEINEVA PE DIGUETPO
Gvw Tou 1 mm. 8 givai To eTTTTESO TTPOCTACIAG ATTO TIG ETITITWOEIG TNG
aguvexoug BuBiang o vepd (BUBIon ata 2,4 pétpa (8 odIA) yia 30 AeTITA).

95%
I

Opia uypaciag

C€ 0459

2Auavon cuupopewaong: To oUPBoAo autd onuaivel 6Tl TO TTPOIGV
guppop@wveTal TTARPWG Pe TNV odnyia 93/42/EOK Trepi 1aTPOTEXVOAOYIKWV
mpoidvTwyv (Koivotroinuévog gopéag 0459).

y

EUBpauaTo, XeIpIoTeiTe Ye TTPOCOXNA

AlaTnpeite oTEYVO

AvaKUKAWGOTE XapTOVI, XapTi, TTAAOTIKG UAIKG OUOKeUaaiag Kal avetmluunTo
£YYPaQPO UAIKO.
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MpwtoBouAia WEEE (Waste Electrical and Electronic Equipment): MHN TO
AMNOPPINTETE £TA ZKOYTIIAIA. AvakUKAWOTE TN CUCKEUH OUPQWVA PE
TIG TOTTIKEG ATTAITACEIG ATIOPPIYNG.

2
®

Mn ao@aAég yia payvnTikr) Topoypagia (MR): diatnpeite To pakpid atrd
€€OTTAIONO payvnTIKAG Topoypagiag (MRI)

Huepounvia «EtmravagépTtion Ewg»

o
© Bluetooth’

AcUppuartn TexvoAoyia Bluetooth™

FCCID: OH27821

ZUPHOPPWVETAI HE TIG ATTAITACEIG PABIOETTIKOIVWVIWY TwV HVWHEVWY
MoNITEIWV.

IC: 3408B-7821

ZUPHPOPPWVETAI PE TIG ATTAITAOEIG PADIOETTIKOIVWVIWY TOUu YTToupyEiou
Kaivotopiag, Emotnuwv kai Oikovopikng Avamtugng Tou Kavada
(Innovation, Science and Economic Development Canada).

[EC | REP |

E€ouaiodotnpévog avtirpdowTtrog atnv EupwTraikr Koivotnta

ZUUHOPPUVETAI JE TIG ATTAITATEIG PABIOETTIKOIVWVIWY TNG AucTpaAiag.

Movo pe evioAr 1aTpou

2Auavon cuppopewaong: To ocUPBoAo autd onuaivel 6Tl TO TTPOIGV
guppop@uwveTal TTARpwG Pe TRV Odnyia 93/42/EOK Trepi 1ATPOTEXVOAOYIKWV
TTPOIOVTWV.

>upBouleuTeite TIG 0dnyieg XprRong

1]
A

Mpoooxn: cUPBOUAEUTEITE TIG 0BNYiEG XPAONG YIA ONUAVTIKES
TTPOEIBOTIOINTEIG ] TIPOPUAGEEIG TTOU OEV avaPEPOVTAI OTNV ETIKETA

© 2020 Medtronic MiniMed, Inc. Me Tnv em@UAagn TavTég SIKAIWPATOG.

To Medtronic, To Aoydtutro Medtronic kai To Further, Together ival eutropiké orjpata Tng Medtronic. ™* O1 egTTOpIKEG OVOPATiEG TPITWV givail
EUTTOPIKG OAPATA TWV AVTIOTOIKWY KATOXWV Toug. OAEG 01 GAAEG EUTTOPIKEG OVOOOIES Eival EUTTOPIKG OrjpaTa piag Taipeiag Tng Medtronic.

Bluetooth™*
Detachol™*
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TpaHcmutTep Guardian™ Link (3) ¢ 6ecnpoBogHoi TexHonormen Bluetooth™*
SIBNSAETCA KOMMOHEHTOM CUCTEMbI HEMPEPLIBHOrO MOHUTOPUHra rmoko3bl (CGM),
npeaHasHayYeHHoM Ang cuctemM MHCYNUHoOBbIX nomMn MiniMed™ ¢ BO3MOXHOCTbIO
noacoeauHeHUs K CMapT-yCTPOUCTBaM.

Tectep

TpaHCMUTTEP

YCTPOWCTBO ANs 3apsgHoe yCTpPOMCTBO

KomMmnoHeHTbl Habopa TpaHcmutTepa Guardian™ Link (3)
(MMT-7910)

MonHeIn Habop TpaHCMUTTEpPa BKMNOYAET CneayloLmne KOMMOHEHThI:

. TpaHcmutTep Guardian™ Link (3) . 3apsagHoe yctpovicteo (MMT-7715)
(MMT-7911) +  YcrpoiicTBo anst BBeAeHUs One-press
. [Ba TecToBbIX pasbema (MMT-7736L) (MMT-7512)

MpenycMoTpeHHOe HasHaYeHue yCTpoMcTBa

TpaHcmutTep Guardian™ Link (3) (MMT-7911) anseTca nepesapsXaeMbim
YCTPOMCTBOM, KOTOPOE NMUTAET CEHCOP [MKO3bl, cOBMpaeT AaHHbIe ceHcopa U
BbINOMHSAET UX pacyeT, a Takke OTNpaBnsAeT aHHblIe B COBMECTUMYIO CUCTEMY
nHcynuHosou nomnbl MiniMed™ ¢ BO3MOXHOCTBLIO NOACOEAUHEHUS K CMapT-
YyCTpOWCTBaM AN KOMMeHcauum caxapHoro gnabera. TpaHCMUTTEP COBMECTUM

TONbKO C ceHcopoM rmtoko3bl Guardian™ Sensor (3) (MMT-7020) n npegHa3HayeH

ana ncnonb3oBaHNA y O4HOIo Unn 'y HECKOJ1bKUX NMauneHTOB.

NMpoTuBONoKasaHuA
HewnsBecTHbl.
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MpeaynpexaeHus

* He nucnonb3ynTte TpaHCMUTTEP PSAOM C OPYTMM 3NeKTpoobopyaoBaHMeM — 3TO
MOXET HeraTMBHO cka3aTbCsl HA HOpMarnbHOM paboTe cucteMsbl. [1poTMBONOKa3aHo
NPUMEHEeHVe APYroro anekTpoobopyaoBaHNs, KOTOPOE MOXET HapyLINTb
HOpMarnbHyt paboTy cuctembl. [Ana nonyyeHns AONONHUTENLHON MHopMaumm 06
anekTpuyeckom obopynoBaHUM, KOTOPOE MOXET HapyLUUTb HOPManbHYy0 paboTy
cucTembl, cM. Bosdelicmeue magHUMHbIX rionel u usnyqeHusi, Ha cmp. 163.

*  Bce mepbl NpeaoCcTopoXHOCTU, NPegOCTEPEXEHUSA N MHCTPYKLMK, OTHOCALLMECH K
CEHCOopy, CM. B PYKOBOACTBE Nonb3oBaTtend no ceHcopy. HecnegosaHve
PYKOBOACTBY MOfMb30BaTENSI NO CEHCOPY MOXET NPMBECTU K CEPbE3HON TpaBMe Unum
NOBPEXOEHMNIO CEHCOpa.

* He nossongiTte getam nomelwlate ManeHbkue getanu B pot. [pu nonagaHum B
ObIxaTenbHble NyTN 3TOT NPOAYKT CNOCOBGEH BbI3biBaTh yAyLUbe Y AeTEN MaaLlero
BO3pacTa.

* He nameHanTe n He mogncumumpynTe yCTPOMCTBO, €CNN 3TO He ObiNo B ABHON
dopme ogobpeHo komnaHven Medtronic Diabetes. Mogudukaumsa yctponcrea
MO>XET NPUBECTU K CEPbEe3HON TpaBMe, MOMELIaTb YNpaBeHnio yCTPOUCTBOM U
NPMBECTY K aHHYNMPOBAHMIO rapaHTUmn.

*+ He ucnonb3ynTe TeCTOBLIM pasbeM, eCfn Ha Hero nonana KpoBb. KOHTaKT C KpOBbHO
MOXeT Bbl3BaTb UHAEKUMIO. YTUNN3NPYNTE TECTOBbLIM pa3beM B COOTBETCTBUMU C
MECTHbIM 3aKOHO4ATENbCTBOM MO YTUIM3aunM MEAMLUHCKMX OTXOO0B Ui
obpaTtuTech Kk nevailemMy Bpayy 3a nHopmMaumen no ytunusaumu.

» [locne BBeaeHus ceHcopa MOXET BO3HUKHYTb KpoBoTeyeHue. Becerga cnegute 3a
TeM, YTOObl MeCTO BBEOEHMS He KPOBOTOUUIIO Npexae, YeM NoaCcoeanHsSTb
TpaHCMUTTEP K ceHcopy. KpoBb MOXET nonacTb B COEAMHEHWS TpaHCMMTTepa U
NPUBECTU K NOBPEXAEHNIO YCTPONCTBA. YTUNN3NPYUTE YCTPOMCTBO B Cliyvae ero
nospexgeHus. B cnyyae KpoBOTEYEHNSI HANOXWTE AaBsLLYO NOBA3KY U3 CTEPUITbHON
Maprv UM YNCTOW TKaHM Ha MecCTO BBeAeHUs. He cHumanTe ee 40 OCTaHOBKU
KpoBoTedeHus. [locne npekpalleHus KpoBOTEYEHMS MOACOeANHUTE TPAHCMUTTEp K
CeHcopy.

* B cnyyae passutus niobon o6ycnoBneHHon TpaHCMUTTEPOM UITU CEHCOPOM
HebnaronpuaTHON peakunmn 0bpaTUTECh K perMoHanbHOMY nNpeacTaBuTenNto.
HebGnaronpusaTHble peakuumn MoryT NpUBECTU K CEPbe3HbIM TpaBMaM.

* He BbIbpacbiBanTe TpaHCMUTTEP B KOHTENHEPDLI AN MEOVULUHCKMX OTXOA0B U He
nofsepranTe ero BO3AENCTBUIO IKCTPEeMarnbHOro HarpeBa. TpaHCMUTTEP COOEPXUT
DaTapelto, kKOTOpas MOXeT BOCMIaMEHUTLCS Y NPUBECTU K CEPbE3HbIM TPaBMaM.
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BosaencTBMEe MarHUTHbIX NONen U U3Ny4vYeHus

He nopBepravite TpaHCMUTTEP BO3AENCTBMIO 060PYAOBaHNA AN MarHUTHO-
pe3oHaHcHon Tomorpacum (MPT), yCTpOCTB Ans AnatepMmm unv apyrnx
YCTPOWCTB, rEHEPUPYIOLLMX CUTMbHBIE MarHUTHbIE Nons (Hanpumep
PEHTreHOBCKMI annapat, KOMMbITEPHbIM TOMorpady UM yCTporcTea,
cosgaioLme gpyrve Bugbl nsnyveHuns). Bosgencreme cunbHOro MarHMTHOrO Moss
He OLEeHMBAanoCh, 1 OHO MOXET MPUBECTU K HEMCMNPaBHOCTU YCTPOWCTBA UMK K
Cepbe3HOM TpaBMe, a Takke OblTb Hebe3onacHbIM. Ecnn TpaHCcMuTTEpP
noaBeprcs BO3AENCTBUIO CUITbHOTO MarHMTHOIO MOMs, MpekpaTuTe ero
ncnonb3oBaHne 1 obpaTutTeck 3a NOMOLLbIO B MECTHOE NPEeACTaBUTENbLCTBO.
Bcerga cHMmManTe ceHcop v TpaHCMUTTEP nepes BXOAOM B KOMHaTy C
PEHTreHOBCKMM, AMaTePMMYECKMM 060pyA0BaHNEM MMM KOMMbIOTEPHBIM
ToMorpadgom, a Takke MPT-o6opyagoBaHmeM. Bo3gencTeue CuMmbHOro
MarHWTHOrO MOMs He OLIEHNBAIIOCh, 1 OHO MOXET MPUBECTM K HEUCMNPaBHOCTK
YCTPOWNCTBA UM K CEPLE3HON TpaBMe, a Takke OblTb Hebe3onacHbIM. Ecnin
CEHCOpP NNV TPaHCMUTTEP NOABEPIcs BO3OENCTBUIO CUITBHOIO MarHUTHOTO NOn4,
npekpaTuTe ero NCnornb3oBaHMe 1 obpaTnTeCh 3a NMOMOLLBIO B MECTHOE
NpeacTaBUTENbCTBO.

Bo Bpems nyTelwecTBus Bcerga gepxure npu cebe kapTy Ans SKCTPEHHbIX
CUTyaumin, NONYYEHHY BMecTe C yCTponcTBoM. KapTa Ansa aKCTPEHHbIX
CUTyaLUn COOEPXUT BaXKHYIO MHAOPMALMIO O cucTemax besonacHocTy,
NnpMMeHsieMbiX B aaponopTax, U nHdopmaumo o 6e3o0nacHOM MCNonNb30BaHUN
TpaHcMuTTEpa B camorieTe. HecnegoBaHve ykazaHUsAM B KapTe ANns 9KCTPEHHbIX
CUTyaumin MOXeT NPUBECTU K CEPbE3HON TpaBMe.

Mepbl NpeaoCTOPOXKHOCTHU

He ncnonbaynte TpaHcmuTtTep Guardian™ Link (3) (MMT-7911) ¢ MHCYnNUHOBOM
nomnon MiniMed™ 6e3 BO3MOXXHOCTU NOACOEAMHEHNS K CMApT-YCTPONCTBAM.
YcTtaHoBUTb €BA3b ¢ TpaHemutTepoM Guardian™ Link (3) (MMT-7911) moxeT
TONbKO MHCyNnHoBaga nomna MiniMed™ ¢ BO3MOXXHOCTbIO NOACOEANHEHNS K
CMapT-yCTponcTeam.

Mcnonbayiite ¢ TpaHCMUTTEPOM TOMNBKO CeHcop rmoko3bl Guardian™ Sensor (3)
(MMT-7020). He ncnonbayiTte gpyrmue ceHcopbl. [pyrne ceHcopbl He
npefHasHadeHbl Ans MICNONb30BaHWNs C TPAHCMUTTEPOM 1 NPUBEAYT K
NOBPEXOEHMNIO TPAHCMUTTEPA U CEHCopa.
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Mcnonb3yiTe ¢ TpaHCMUTTEPOM TONbKO TecTep 3eneHoro useta (MMT-7736L).
Korga Tectep nogkmoyeH K TpaHCMUTTEPY, KapMaHbl HAXOAATCA B Nofie BUOUMOCTW.
He ncnonbayiTe kakme-nnbo apyrme TecToBble pa3beMbl. [lpyrne TectoBble
pas3bembl He NpegHasHavYeHbl A8 UCMONb30BaHWS C TPaHCMUTTEPOM U MOTYT
NPVBECTY K MOBPEXAEHUIO TPAHCMUTTEPA U TecTepa.

KapMaHbl

Bcerga ncnonb3yinTe Tectep Npu o4ncTke TpaHcMmuTTepa. He ucnonesynte ¢
TpaHCMUTTEPOM Kakune-nnbo apyrme TectoBble pasdbeMsbl. Micnonb3osaHue gpyroro
TECTOBOro pasbeMa MOXeT MPUBECTU K NonagaHunio Bodbl B TPAHCMUTTEP UNn
nomeLuatb HopMarnbHOM ouncTke. Boga MoxeT noBpeanTb TPaHCMUTTEP.

He KpyTuTe TeCTOBbIN pasbeM UM CEHCOP NPKU NOACOEOUHEHUN K TPAHCMUTTEPY.
OTO npvBeaeT K NOBPEXAEHUIO TpaHCMUTTEpa.

He ponyckanTe KOHTakTa TeCTOBOro pasbeMa C XXUOKOCTbIO, KOraa OH He
NOACOEAMHEH K TPaHCMUTTEpPY. BnaxHbI TECTOBbLIV pa3dbemM MOXET BbI3BaTb
nospexgeHne TpaHcMuTTEepa.

He ponyckanTe KOHTakTa TpaHCMUTTEPa C XUAKOCTbIO, KOrga OH He NoACcOoeAnHEH K
CEHCOpY UNun TeCToBOMY pasbeMy. Bnara noBpeguT TpaHCMUTTEP, @ BraXHbIN
TPaHCMUTTEP MOXET NOBPeANTb CEHCOP.

He ucnonb3ynte HUKakmx BewWeCcTB AN OYNCTKU YNNOTHUTENbHBIX Konew, Ha
Tectepe. OuncTka ynnoTHUTENbHbLIX KOMNEL, MOXET NPMBECTU K MOBPEXAEHNIO
TecTepa.

YNIOTHU-

TernbHble
Korbua

111
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IEC 60601-1-2:2014, pepakuusa 4; Ocobble mepbl
npeaoCTOPOXHOCTU oTHOcuTenbHo AMC ana meaAuLIMHCKOro
aneKkTpoobopyaoBaHusA

1 Ocobble Mepbl NPeAOCTOPOXXHOCTM OTHOCUTENBHO 3MEKTPOMarH1THON
coBmecTtumoctn (OMC): gaHHOe yCTPOMCTBO, HOCUMOE Ha Tene, NpegHa3HayYeHo
ans paboTbl B pamMKax 4OMyCTMMOWN ObITOBOWM, BHYTPEHHEN, OOLLECTBEHHON UMK
paboyer cpefbl, B KOTOPOW CyLLECTBYIOT 06LLMe ypoBHU nanyyeHus "E" (B/m)
unun "H" nonewn (A/m), Takme Kak CoToBble TenedoHbl, yCTPOWCTBA C TEXHONOMMEN
©ecnpoBOaHON CBA3M, MEKTPUYECKUNE KOHCEPBHbBIE HOXM, MUKPOBOSTHOBBIE U
WHAOYKUMOHHBIE neYvn. OTO YCTPONCTBO reHepPUpPYeT, UCTIONb3yeT N MOXET
n3ny4aTb paguoyvacTOTHYH SHEPIMIO U MOXET BHOCUTbL Nomexu B paboTy
pagnoyCTPONCTB, ECNM YCTAHOBIIEHO M UCMONb3yeTCa HE B COOTBETCTBUM C
NPeLOCTaBNEHHBIMU MHCTPYKLMAMMN.

2 T[lepeHocHoe 1 MobunsHoe obopygoBaHue PY-cBa3m moxeT BNUATL Ha paboTy
3MNeKTPUYECKOro meanumHckoro obopyaosanus. Ecnu Bel ctonkHeTecs ¢ PY-
nomexamu OT MOBMMBHOIO NN cTaunoHapHoro PY-nepenartunka, otongute ot
PY-nepenatynka, KOTOPLIN Bbi3bIBAET NOMEXM.

3 Tpwu ncnonb3oBaHMKM TpaHCMUTTEPaA Ha paccTodHMn meHee 30 cm (12 atoimoB)
OT NepeHocHoro paguo4dactotHoro (PY-) o6opynoBaHust v aNeKTpPUYECKOro
06opynoBaHnst HeOOX0ANMO NPOSBNATL OCTOPOXHOCTL. Ecnn TpaHcMnTTep
TpebyeTca ncnonb3oBaTtb B6NM3N OT nepeHocHoro PY-06opyaoBaHus nnm
anekTpuyeckoro obopyaoBaHus, Habnogante 3a TpPaHCMUTTEPOM, OTCIEXMBast
npaBunbHOCTb paboTbl cuctembl. MOXET MPOU3ONTU CHUXEHUNE
NpOM3BOAMTENBHOCTU TPAHCMUTTEPA.

Moppepxka
OGpaTtuTech B permoHanbHOe NpeacTaBUTENbLCTBO KOMMNaHu1, ecnv Bam
notpebyeTtcsa ak3emMnnsAp pykoOBoACTBa nosib3oBaTtensi no cucreme MiniMed ™,

NMoaroTtoBka TpaHCMUTTEpa

NcToYHMK NUTaHmsa TpaHCMUTTEpPA — He MoAJsiexallas 3aMeHe nepesapshkaemas
baTapes. Ee moxHO nog3apspkaTe B NMoboe Bpemsi C MOMOLLbH 3apsigHOro
ycTponcTsa. [lepen ncnonb3oBaHNEM TPAHCMUTTEP HEOOXOAUMO 3apAanTb.
3eneHblii CBETOMHOUKATOP 3apsSAHOIO YCTPOMCTBA NOKa3bIBAET COCTOSHME 3apsaaKy,
a KpacHbIi CBETOMHOUKATOP CBMOETENbCTBYET O HANMMYNK CBSA3aHHbIX C 3TUM
npoLeccoM Henonagok. Ecnu 3aropmTcs KpacHbln cBETOMHAMKATOP, obpatutech K
pasgeny lNouck u ycmpaHeHue Herosiadok, Ha cmp. 183. 3apsaHoe yCcTponcTBO
paboTaeT OT ogHOM LwenoyvHoun 6aTapen AAA.
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TpumeyaHue: Ecnu 6amapes paspsikeHa unu HerpasuibHO ycmaHoesieHa, 3apsioHoe
ycmpoticmeo pabomamb He 6ydem. [Toemopume amaribl ycmaHo8KuU
bamapeu, ucronb3ys Hogyto bamapero.

YctaHoBka 6aTtapeu B 3apsifHOe yCTPOUCTBO

[ns yctaHoBKu 6aTapeu B 3apsigHOe YCTPONCTBO:

1 HapaBuTe Ha KpbilKy GaTapelHoro otceka 1 caBUMHbTE ee (Kak NoKa3aHo Ha pUCYHKe
Ha aTane 3).

2 BcraBbTe HOBYH LenoYvHyto 6aTtapeto Tuna AAA. YOOCTOBEpbTECh, YTO 3HAKUN «+» 1
«—» Ha B6aTapee COOTBETCTBYIOT 3HAKaM, NOKa3aHHbIM Ha 3apsgHOM YCTPOMCTBE.

3 3agBuHbTE KPbILLKY 3apAagHOro yCTpOVICTBa B NMpeXXHee nornoxexHne, 4yTOObI OHa
3aLlerikHynachb.

3apsigka TpaHCcMUTTEpa

NMPEOOCTEPEXEHUE: Bcerpa 3apsikante TpaHCMUTTEp nepen yCTaHOBKOM
ceHcopa. PaspskeHHbI TpaHCMUTTepP He paboTaer.
MonHoCTbIO 3apAXKEHHbIN TPAHCMUTTep paboTaeT He
MeHee ceMu AHen 6e3 noasapsaaku. NMopsapaaka
Ype3MepHO pa3psAKEHHOro TPAHCMUTTEpPA MOXeT 3aHATb
A0 ABYX YacoB.
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NMPEOQOCTEPEXEHMUE: He paepxute TpaHCMUTTEpP Ha 3apAQHOM YCTPOMUCTBE
6onee 60 gHeMn. Nepea McNoNb30BaHUEM OTKITHOUUTE U
CHOBa NOAKIMIYNUTE K 3apAAHOMY YCTPOUCTBY Ans
NoBTOpPHOW 3apsaaku. Ecnu TpaHcMmutTep octaHeTcA Ha
3apsigHOM ycTporcTBe 6onee 60 aHen, akKkymMynsaTop
TpaHCMUTTepa byaeT OKOHYATENIbHO NMOBPEXAEH.

YUT06bl 3apaanTb TPaHCMUTTEP:

1 YT106bl MOAKMHOYNTL TPAHCMUTTEP K 3apSAHOMY
YCTPOWCTBY, NNOTHO NPWXMUTE €ro K 3apsgHoMy
YCTPOWCTBY.

2 B TeueHue 10 cekyHg nocrne nogcoenmHeHus
TpaHCMUTTEpPA MO Mepe BKIMIOYEHMS 3apsagHOro yCTponcTea
Ha 3apsaHOM YCTPONCTBE OAHY—ABe CeKyHabl byaeT

MuraTb 3eneHbin ceeTonHankaTop. OcTasLueecs Bpems
3apsaaky 3eneHbIn CBETOMHANKATOP Ha 3apsagHOM ycTponcTee ByaeT NOCTOsIHHO
MUraTb MO CXEME: YETbIPE BCMbILKM — Nay3a, YeTbipe BCMbILLKN — nay3a.

3 Tlocne 3aBepLueHns 3apsaky 3eneHbI CBETOMHANKATOP
3apsgHoro yctponcTtea 6yneT, He muras, ropeTb oT 15 oo )
20 cekyHA, a 3aTeM noracHer. ‘

4 [locne BbIKNKYEHUS 3eNeHOro cBeToMHOuKaTopa
3apagHoro yCTpOIZCTBa OTCOEANHNTE TPAHCMUTTEP OT
3apagHoro yCTpOIZCTBa. 3eneHbIn cBeTounHanKaTop

TPAHCMUTTEPA HAYNHAET MUTaTb.

NMoacoeanHeHune TpaHCcMUTTEpPA

|/|HCprKLI,l/II/I no nogcoeUHEeHU0 TpaHCMUTTEpPa K nomMne CM. B pykoBOACTBE
nonb3oBaTtens no cucreme. Ytobbl OoTnpaBUTb AaHHbIE CEHCOpa Ha nomny,
HeobxoaMMOo NoACOeANHUTL TPAHCMUTTEP K nomne. MogcoeanHeHune TpaHCMUTTEPA
K nmomMmne AoCTaToO4YHO BbINOJIHATL OAWH pas. Nocne nogcoeanHeHNs HOBOro CeHcopa
conpsdaratb nomny ¢ TPa@HCMUTTEPOM CHOBA He Tpe6yeTc;|.

BBeneHue ceHcopa

|/|HCprKLI,l/II/I no BBeAEeHUKD CeHCOopa BCerga CM. B pyKOBOACTBE NoJib30oBaTesid K
CeHcopy.
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MNoacoennHeHne TpaHCMUTTEPA K CEHCOPY

Mpexae yeM NPOOOIMKUTL, BO3bMUTE PYKOBOACTBO MNOMNb30BaTeNs K CUCTEME
WHcynuHoeon nomnel MiniMed ™,

[ns noagcoeanHeHuns TpaHCMUTTEpPa K CEHCOpPY BbINMOJIHUTE crneayouine OEencTBus:

1

Mocne BBeOeHNs ceHcopa obpaTUTeCh K pyKOBOACTBY Mosib30BaTessi MO CEHCOPY,
4YTOObI 03HAKOMMUTBCS C NOAPOOHBIMK CBEAEHUAMM N0 06A3aTENBHOMY HANOXEHWUIO
nnacTbIps nepepn nogcoefMHEeHnEM TpaHCMUTTepa.

YaepxvBanTe 3akpyrieHHbIN KOHeL, BBEAEHHOro CeHcopa, YToObl NpeaoTBpaTUTL ero
CMeLleHne BO BpeMs NoACOeANHEHNS.

HepxunTe TpaHCMUTTEP, Kak NoKa3aHo Ha pucyHke. CoBMecTuTe
[OB€ BbleMK/ Ha TpaHCMuTTepe ¢ GOKOBbIMM 3aXXKMMamu
ceHcopa. [nockas NOBEPXHOCTb TpaHCMUTTEPA AO0MMKHa ObIThb
obpalleHa K Koxe.

HapBuHbTEe TpaHCMUTTEP HA KOHHEKTOP CeHcopa Tak, YTobbl
3aXMMbl CEHCOpPa 3aLLEenKHYNUCb B BbIeMKax TpaHCMUTTepa.
Ecnu TpaHCcMUTTep noAcoeuHeH NpaBuIibHO U eCnu NpoLUNo
[0CTaTOYHO BPEMEHU AN CMaynBaHUs ceHcopa
WHTEpPCTULNANbHOM XUAKOCTLIO, 3eMNeHbI CBETOUHANKATOP TpaHCMUTTEpPa MUTHET 6
pas.

lMpumeyaHue: Ecriu mpaHcmMummep He muz2aem, cM. [louck u ycmpaHeHue
Hernosiadok, Ha cmp. 183.

Korga 3amuraet 3eneHbii CBEeTOMHAUKATOP TpaHCMUTTEPA nocre noacoeanHeHnd K

CeHcopy, MCHOﬂbSyVITe nomMmny Ansa 3anycka ceHcopa. Ons nony4yeHus
AONOJTHUTENbHbIX I/IHCTPYKLI,VI17I CM. PyKOBOACTBO Nosib3oBaTesifa K Bawen cucrteme.

lMpucoeanHUTE KNENKN A3bIYOK CEHCopa K TPaHCMUTTEPY.
Mocne nogknioyeHnsa TpaHcMuTTEpa obpaTuTeCh K PyKOBOACTBY NOMb3oBaTens no

CEHCOopY ANs Nony4YeHust noapobHO MHGOPMaLMK Mo HaNoXeHNo HeO0GXoaAMMOro
nnacTbIpsi.

Cnep,yme MHCTPYKUMAM Ha 3KpaHe nomrbl nn MHCTPYKUKUAM B pyKOBOACTBE
noJsib3oBaTenAa K Cucteme.
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OTcoeanHeHMe TpaHCMUTTEpa OT CeHcopa

Mpexae YeM NPOJOIKUTL, BO3bMUTE PYKOBOACTBO MOMb30BaTenNs K CMCTEME
WHcynuHoson nomnel MiniMed ™,

YT06bl OTCOEAUHUTL TPAHCMUTTEP OT CeHcopa:

1 AKKypaTHO CHUMWTE NNacTblpb C TPAHCMUTTEPA U CEHCOPA.

2  CHUMUTE KNEWKUI A3bIYOK C BEPXHEN MOBEPXHOCTU
TpaHcMUTTEpA.

3 BosbmuTe TpaHCMUTTEP, Kak MOKa3aHO Ha PUCYHKE, U
3aXXmMuTe rmbkne GOKoBbIE 3aXMMbI ceHcopa OonbLINM K
yKasaTterbHbIM Nanbuamu.

4  OCTOpOXHO OTAENNTE TPAHCMUTTEP OT CEHCcopa.

5 CnepyinTe MHCTPYKUMAM, BbIBOAMMBLIM Ha Nomne, Unu
WHCTPYKLMSIM B PyKOBOACTBE Mnosib3oBaTens kK Bawlel cucteme.

YpaneHue ceHcopa

MHCprKLI,I/II/I Nno OTCoeaAnHEeHNID CeHCopa CM. B PYKOBOACTBE NoJfib3oBaTend K
CeHcopy.

MoBTOpHOE NoAKNoYeHne TpaHCMUTTEPa K BBeAGHHOMY CEHCOpY

Bbl MOXXeTe NOBTOPHO NOAKIIOYUTL TPAHCMUTTEP K CEHCOPY, KOTOPBIN NCMONb3yeTCs
B HacToswwee Bpems. [Ina 3Toro 4OCTaTOMHO NOAKMIOYUTL TPAHCMUTTEP K yXKe
BBeOeHHOMY ceHcopy. Korga nomna obHapyXuT ceHcop, noarsepanTte, 4to Bol
XOTUTE BOCCTAHOBUTb COEANHEHNE CeHCopa. YCTaHOBKa COeAMHEHMS MpU
NOBTOPHOM MOAKITFOYEHUN CEHCOPa MOXET 3aHATb HECKOSLKO cekyHA. [1oBTOpHO
NPUCOeANHNUTE KNENKNA A3bI4OK CEHCopa K TPaHCMUTTEPY M NMOBTOPHO HanoxuTe
Heob6xoaMMbI NnacTbipb. [1py NOBTOPHOM NoAcoeauHEHNN ceHcopy noTpebyeTtcsa
elle OAMH Nepuoa NoaroToBKM, NPexae YeM MOXHO ByaeT HavaTb KannbpoBky.

TecTep

[na npoeepkn TpaHCMUTTEPA U YCTAHOBINEHUSA ero paboTocnocobHOCTU
ncnone3yeTtcs Tectep. TecTep Takke NCNOMb3yeTcs B kayecTBe 06s3aTensHOro
KOMMOHEHTa And co3aaHna BOOOHENPOHNLaeMoro yniioTHeEHUA npu YNCcTke
TpaHcmuTTepa. lNpaBunbHOE NOACOEANHEHME TeCcTepa K TPaHCMUTTEPY rapaHTupyer,
YTO XMOKOCTb HE nonageT Ha LWTbIPbKM KOHHEKTOPA, pacnofioXXeHHbIe BHYTPU
TpaHcMuTTepa. KMOKoCTb MOXET NPUBECTU K KOPPO3UM LUTLIPLKOB KOHHEKTOPA U
HeraTMBHO NOBNUSATL Ha paboTy TpaHCMUTTEpPA.
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He kpyTuTe Tectep, korga oH NOACOEAUHEH K TPAHCMUTTEPY. DTO NOBpeauT
TpaHCMUTTEp.

TecToBbI pasbeM MOXHO UCMONb30BaTh B TeYeHue oaHoro roga. Ecnv npogomkaTs
MCMONb30BaTh TECTOBLIN pa3beM B TedyeHne 6onee 04HOro roga, BO3MOXHO
NoBpEXAEHNE LUTLIPLKOB KOHHEKTOpA, PacnonoXeHHbIX BHYTPU TpaHCMUTTepa,
MOCKOIbKY TECTOBLIN pasbem GyaeT He B COCTOSIHAM COXPaHSTb BOAOHENPOHULIAeMOe
coefuHeHne. [Nns nony4yeHnss UHCTPYKLIMIA MO NpOBeEpKe LUTbIPLKOB KOHHEKTOpa CM.
lMposepka WMbIPLKO8 KOHHEKMopa mpaHcMummepa, Ha cmp. 170.

NMPEOQOCTEPEXEHUE: Ucnonb3ynTe c TPAHCMUTTEPOM TOJIbKO TECTEP 3€JIeHOro
uBeta (MMT-7736L). Korga Tectep nogkmoyeH K
TPaHCMUTTEPY, KapMaHbl HAXOAATCA B Nosie BUAUMOCTM.
He ncnonb3ynTte kakune-nm6o apyrve TeCToBble pa3beMbl.
Opyrve TectoBble pa3beMbl He NpegHa3Ha4YeHbl AN
MCMOJNIb30BaHUs C TPAHCMUTTEPOM U MOTYT NPUBECTHU K
NoBpexXaeHUlo TpaHCMUTTepa 1 TecTepa.

3eneHbIn
Tectep
KapMaHbl

MpoBepkKa WTbIPLKOB KOHHEKTOpa TPaHCMUTTepa
Ha 3Tom pucyHke nokasaH BHELUHWUIA BU LUTbIPbKOB KOHHEKTOPA.

OTBEPCTUE KOHHEKTOPA

LUTbIPbKM KOHHEKTOpa

Kopnyc

3arnsgHuTe BHYTPb OTBEPCTUSA KOHHEKTOpA TpaHCMUTTepa, YTobbl yoeamTecsa B
OTCYTCTBMM NOBPEXAEHUIA UINN KOPPO3UN LUTLIPLKOB KOHHEKTOPA. Ecnn WTbipbku
KOHHEKTOpa NoBpeXAeHbl U KOPPOAUPOBaHbI, B3aUMOAENCTBUE MEXAY
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TPaHCMUTTEPOM U 3apsiAHBIM YCTPOMCTBOM MM MOMMON HeBO3MOXHO. O6paTuTech B
pervioHansHoe npeacTaBUTeNbCTBO KOMMaHuu. Bo3aMoxkHo, TpaHcMutTep TpebyeTcs
3aMeHUTb.

Takke NpoBepbTe HanMuMe Bnarv B 0TBEPCTUUN KOHHekTopa. Mpu Hanu4yum Bnaru
[JaiTe TpaHCMUTTepPY NPOCOXHYTb KaK MUHUMYM B Te4yeHue odHoro Yaca. Hanuuve
Brarm B OTBEPCTUM KOHHEKTOPa MOXET Bbl3BaTb Henonaaku B paboTe TpaHCMUTTepA,
a TakkKe C TeYeHMEM BpeMeHU NPUBECTU K KOPPO3WM U NOBPEXOEHUIO.

NoacoeanHeHue TecTepa ANA TECTUPOBaAHUSA UITU OYUCTKU
Mpexae yeM NPOJOIKUTL, BO3bMUTE PYKOBOACTBO MOMb30BaTenNs K CMCTEME
nHcynuHoson nomnsl MiniMed ™.

[ns noacoeanHeHuns TecTtepa:

1 Bosbmute TPaAHCMUTTEP U TECTOBbIN pa3beM, KaK Noka3aHO Ha PUCYHKe.
BprOBHFIVITe NJ10CKne NnoBepxHOCTN TECTOBOIO pa3beMa 1 TpaHCMUTTEepa.

2 BcraBbTe TeCTOBbIN pasbeM B TPAHCMUTTEP Tak, YTOObI
rnmbkune GOKOBbIE 3aXUMbl TECTOBOrO pasbeMa

3aLlUesikKHYyJ1Cb B BbleMKax C obeunx CTOPOH TpaHCMUTTEPA.
I'Ipvl npasuiibHOM noacoeanHEHUN 3eneHbIn
CBEeTOMHANKATOp TpaHCMUTTEPA MUTAET 6 pas. ( \ Q
-y

3 [ns TecTupoBaHMs TpaHCMUTTEpPA NPOBEPbLTE 3HAYOK

CeHCopa Ha nomne, 4YTOObI y6e,D,MTbCF|, YTO TpaHCMUTTEP

oTnpaBnseT curHan (CM. pyKkoBOACTBO NOSb30BaTens
Bawew cuctemol).
4 [1ns 4ncTkm TpaHcMuTTEepa cM. Yucmka mpaHecmummepa, Ha cmp. 172.
5 Tlocne TeCTMpOBaHUS UMW YUCTKN OTCOEANHUTE TECTOBLIN pasbem OT
TpaHcMUTTEpA.

OT1coeauHeHune TecTtepa

[ns oTcoeguMHeHns TECTOBOrO pas3bemMa:

1 Bosbmute KOpnycC TpaHCMUTTEPA, KaK NoOKa3aHO Ha PUCyHKe, 1 cOoaBute OoKoBbIe
3aXXNUMbl TECTOBOIO pa3bema.
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2 He oTnyckas 3aXuMbl TECTOBOIO pa3bema, OCTOPOXHO
OTAEenuTe TPaHCMUTTEP OT TECTOBOMO pasbema.

lMpumeyaHue: Ymobb! npodnume cpok cnyx6bbl bamapeu
mpa+Hcmummepa, HE ocmasnsaime mecmosbil
pas3bem no0coedUHEHHbIM MOCce YUCMKU umu
mecmuposaHus.

qMCTKanaHCMMTTepa

TpaHcMuTTEp NpedHa3HayveH Anst IMYHOro UCMONb30BaHUA B JOMALLHNX yCroBusaX (y
OQHOro NaumeHTa) unu Ans MCNonb3oBaHNs B NneYebHbIX yYpexxaeHUsx (y HECKObKNX
naumeHToB). [pn ncnonb3oBaHMM y OQHOTO NaumMeHTa Nocne Kaxaoro NCnosb30BaHus
TpebyeTcH o4ncTka, B TO BPEMS Kak Npy MCNOMNb30BaHUM Y HECKOSbKMX MNauneHToB nocne
KaXxgoro ncnonb3oBaHus TpebyeTcsa ounctka n gesunHdekums. MNpu ncnonb3oBaHum
TpaHcMUTTEpPa B Nie4ebHOM yupexxaeHuu Bceraa BoliNOMHANTE Npoueaypy OYUCTKU U
Ae3vHdeKunn, NPUMEHMMYIO B Crlydae UCNOSb30BaHNS Y HECKOMbKMX NaLMEHTOB.

NMPEAYNPEXOEHUE: He BbiGpacbiBanTe TpaHCMUTTEP B KOHTEWHepbI Ans
MeOULMHCKUX OTXOAOB M He noaBeprante ero BO34eACTBUIO
3KCcTpeMarnbHOro HarpeBa. TpaHCMUTTEP COAEPXKUT
6arTapelo, KOTopasi MOXeT BOCMIAaMEHUTBLCA U NPUBECTHU K
cepbe3HbIM TpaBMaM.

TpumeyaHue: Vicnonb3oeaHue mecmepa npu YUCMKe mpaHcMummepa s18/151emcsi
obsizamernbHbIM. s nonydeHusi nodpobHol uHgopmayuu cm. pasoen
Tecmep, Ha cmp. 169.

NMPEOOCTEPEXEHUE: He ncnonb3ynte aBToMaTU4YeCKUM MotoLe-
Ae3nHdMUMpPYIOWMA annapaT Anst OYMCTKA Unu
ne3uHdekuun yctpomncrea. Ucnonb3oBaHue
aBTOMaTU4eCcKoro Morlle-ae3nHdULMpyoLero annapara
AN OYUCTKMU UNn Ae3nHdeKLn ycTponcTea npuseaeT K
NoBpeXAeHUIo TpaHCMUTTepa.

Mpu ncnonb3oBaHMN TOMLKO OOHUM NaLUEHTOM
OunLlaiTe TpaHCMUTTEP NOCHEe KaXaoro UCMonb30BaHus.
[ns ouncTkn TpaHCMUTTEepa HeobXxoAMMbI crieaylolLLme cpeacTaa:

*  MSIrKO€ MbIfo
+ 3yOHasd WweTka C MArKON LWEeTUHON
*  KOHTeWHep

* yucras, 6e3BopcoBas TkaHb
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CpoK cnyx0bl

TpaHCMUTTEP MOXHO ouunwaTb Ao 122 pa3 unn B TEYEHME OAHOro roaa, B
3aBMCUMOCTM OT TOTrO, YTO HACTYNUT paHbLue. [locre 3Toro TpaHCMUTTEp crieayeT
yTunusnpoBaTtb. Ecnun npogomkate UCnonb3oBaTb TPaHCMUTTEP Nocrne 122 o4nucToK
MM N0 NCTEYEHNN OQHOrO roga, B NpoLEecce O4YUCTKN BO3MOXHO NOBPEXAEHNe
ycTponcTBa. [1ns 3akasza HOBOro TpaHCMUTTEPa 0OpaTUTECh B pErMOHanbHoOe
npeacTaBUTENbCTBO KOMMaHUW.

NMPEQYNPEXAOEHUE: He ucnonb3yinTte yCTPOMCTBO, €CNN Ha Kopnyce
NpUCYTCTBYET pacTpeckuBaHue, oTcriauBaHue NoKpbITUSA
unu noBpexaeHune. TpewmHbIl, oTCramBaHue NOKPbITUA
Wnu NoBpexaeHne Kopnyca — Npu3Haku HeHaanexawero
COCTOSIHMA yCTpoMCTBa. B HekoTOpbIX cnyyasax
HeHaanexalee COCTOAsHUe Koprnyca He no3BonsieT
NpaBUNbHO OYUCTUTb TPAHCMUTTEP, YTO MOXKET
NpuBeCTU K cepbe3HbiM TpaBmaM. ObpaTurtech B
MeCTHOe NpeAcTaBUTENbCTBO KOMMNAaHUM U
YyTUNN3NMpPyNTe yCTPOMCTBO B COOTBETCTBUM C
[EeNCTBYHOLWMM MEeCTHbIM 3aKOHOJaTeNbLCTBOM MO
yTunusaumm 6aTtapen (6e3 cxuraHmsa) nnm obparurtechb K
nevaiiemy Bpayy 3a MHcdopmaumen no ytunusaumm.

Y1066l O4YMCTUTE TPAHCMUTTEP:

1 TwaTenbHO BLIMOWTE PYKMK.
2 TpucoeauHuTe TECTEP K TPAHCMUTTEPY ANSA CO34aHUS BOAOHENPOHNLAEMOro
YNAOTHEHMS.

3 Ecnu Ha TpaHCcMUTTEpE MMeITCA cneapl knesi, cM. YdaneHue ¢riedo8 Kries, Ha
cmp. 181.
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4 [MpomoviTe TpaHCMUTTEP BOAOW U3-M04 KpaHa KOMHATHOM TemnepaTtypbl HE MeHee
OLHOW MVHYTbI TakK, YTOObI OH BbIrMsAAen YNCTbIM. YbeanTech, 4To Bce
TPYAHOOOCTYMNHbIE 00NAacTX NOMHOCTBLIO NMPOMBITHI.

5 TlpuroToBbTE PacTBOP MArKOAENCTBYIOLLENO XMUAKOrO Mbina, 4o00aBuB
5 MunnunuTpoB (1 YarHyo NOXKY) MArKOAENCTBYIOLLIETO XXMAKOro Mbina Ha 3,8 nutpa
(1 rannoH) BOAONPOBOAHOWM BOALI KOMHATHOW TeMnepaTypbl.

6 He oTcoeauHsa Tectep, NOrpy3nTe TpaHCMUTTEP B pacTBOP MArKOAENCTBYIOLLEro
XXMOKOrO Mbifa U 3aMOYUTE €ro Ha OAHY MUHYTY.

=
|

7 [epxacb 3a TecTep, NOYNCTUTE BCIO MOBEPXHOCTb TPAHCMUTTEPa AETCKON 3yGHOIA

LLLETKOW C MATKOW WEeTUHO. Y6eamTech, YTo BCe TPyAHOOOCTYNHbIE 06nacTy
OYMLLEHbl TaK, YTOBbI OHW BbIFMAAENN YNCTBIMU.
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8 lMpomoliTe TpaHCMUTTEP NPOTOYHOM BOAOMNPOBOAHON BOOOW KOMHATHOM
TemnepaTtypbl He MEHee OOHOW MUHYTbI TaK, YTOObI MONTHOCTLIO yaanuTb

BMAMMbIE Ceabl XXKNOKOro Mmbina.

9 BbicylinTe TpAaHCMUTTEP U TECTOBLIN pa3beM C NMOMOLLbIO YACTOW CyXOMn
candgeTku.

<

10 TNonoxute TpaHCMUTTEP U TECTOBLIN PasbeM Ha YUCTYIO CyXyLo candeTky 1

AanTe UM NOSNTHOCTBLIO MPOCOXHYTh.
11 OTcoeauHUTE TECTOBbLIN pa3beM OT TPAHCMUTTEPA, OCTOPOXKHO CxaB BoKoBbIE

3aXUMblI.

Mpu ncnonb3oBaHMU HECKONbLKUMU NaLUeHTamMun
Mpu ncnonb3oBaHMKM TpaHCMUTTEpPa B Ne4ebHOM yypexxaeHun Bcerga ouunwiante m

0Ee3VHPULMPYINTE TPAHCMUTTEP NOCHE KaX40oro UCMonb30BaHus.
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NPEQYNPEXAOEHUE: Mpu ob6paweHnn ¢ AaHHbIM YCTPONUCTBOM U €ro
ucnonb3oBaHuu Bbl foMKHBI cTporo cobnopaTtb
cTaHAapTHble Mepbl NPeaoCcTOpPOoXHOCTU. Bece yactu
cucTeMbl crnieayeT cuUTaTb NOTEHUManbHO
MH(ULMPOBaHHbLIMU N CNOCOGHLIMU K Nepeaaye
NepeHOCUMBIX C KPOBbIO NAaTOreHOB MeXAy nauveHTaMu u
MeapaboTHUKaMu.

TpaHcMuTTEp HEOOXOAUMO Ae3uH(UuLMpoBaTL Nocrne
Kaxxgoro naumeHTa. Ucnonb3oBaTb AaHHYIO cUCTEMY ANs
TECTUPOBAHMUSA HECKONbKMX NaLUeHTOB pa3spellaeTcs
TOJIbKO NMPM YCNOBUN COOGNIOAEHUA CTaHAAPTHLIX Mep
NpeaoCcTOPOXKHOCTU U Npoueayp Ae3uHdeKUnn,
ycTaHoBneHHbIX KomnaHuen Medtronic Diabetes.

[ns ounctkm TpaHCMUTTEPA HeobxoaMMbl cneagywuwine cpencrtea:

*  nepyaTku

*  MSIFKO€ MbISIO

*  3ybBHad LweTKka ¢ MArKOW LLEeTUHOM
*  8,25-npoueHTHbIN oTbenuBaTtenb
*  [Ba KOHTeWHepa

* yucTtasa u 6e3BopcoBas TKaHb

CpokK cnyx6bl

TpaHCMUTTEP MOXHO OuULLaTb M Ae3nHPUUMPOBaThL A0 122 pa3 nnu B Te4eHne OgHOro
roga, B 3aBUCUMOCTM OT TOrO, YTO HacTynuT paHbLue. [locne aToro TpaHCMUTTEp cneagyeT
yTunm3aupoBaTtb. Ecnu npogonxkatb ncnonb3oBaTb TpaHCMUTTEpP nocne 122 o4ncTok unm
Mo UCTEYEHUN OQHOTO roga, B NpoLecce O4YUCTKN U Ae3NHEEKLMN BO3MOXKHO
nospexgeHune ycTponcTea. [ins 3aka3a HOBOro TpaHcMuTTepa obpatuTechb B KOMMNAHMUIO
Medtronic.

Onsa yncTkn n gesmHdekumnm TpaHeMnTTepa:

1 BbiMoONTe pyKkun 1 HageHbTe nepyaTku.

2 OcmoTpuUTE BHYTPEHHIOI YacTb OTBEPCTUSA pasbema TpaHCMUTTepa Ha npeameT
OCTaTKOB BMONOrnyecKkomn xnakoctun. [Ang nonydeHns MHCTPYKUMIA NO NPOBEpKe
LWITLIPbKOB KOHHEKTOpa CM. [Tposepka wmbIpbKO8 KOHHEeKmopa mpaHcmummepa, Ha
cmp. 170.

NMPEOOCTEPEXEHUE: YenoBek, ocmaTpuBalowWmUii TPAHCMUTTEP, AOIMKEH UMETb
AOCTaTOYHO Xopoluee 3peHne, KoTopoe No3BONUTE eMy
yBUAETb MeJFIKue Kanmiu XXuaKkocTy Unm YacTtuubl TKaHW.
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NPEAYNPEXAOEHUE: Ecnu B oTBepcTUM pa3beMa BMAHa Kakasi-nmoéo
Guonormyeckas XuaKkocTb, yTUIIU3UPYINTE TPAHCMUTTEP.
MockonbKy TpaHCMUTTEP COAEePXUT GaTapeto, He
BblOpacbIBanTe ero B eMKOCTb AJIA 6UMONornyeckmx
oTxoaoB. BmecTo 3Toro npogonkante oumMwathb U
Ae3nH(uUnpoBaTb TPAHCMUTTEP U 3aTeM YTUNU3UPYNTe
ero B COOTBETCTBUM C AENCTBYHOLUUM
3aKOHOA4aTeNbLCTBOM MO yTuUnusauum 6artapen (He
CXuraTtb).

OTBEPCTUE KOHHEKTOpPAa

LUTbIPbKM KOHHEKTOpa

kopnyc

3 anICOEﬂ,VIHVITe TEeCTep K TpaHCMUTTEpPY And co3aaHnA BOOOHENnpoHUUaemoro
YNIIOTHEHUA.

4 Ecnv Ha TpaHCMUTTEpPE NMEKTCA criedbl kKnes, cM. YoaneHue criedos kiesi, Ha
cmp. 181.
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5 MpomoiiTe TpaHCMUTTEP BOAOK M3-No4 KpaHa KOMHaTHOW TemnepaTypbl He MeHee
OLHOW MUHYTbI TaK, YTOObI OH BbIrMNsAen YUCTbIM. Y6eamTech, YTo Bce
TPYAHOAOCTYMHbIE 061acTh NOSTHOCTHH0 NPOMBITHI.

6 [NpuroToBbTE PACcTBOP MArKOAENCTBYIOLLENO XMAKOrO Mbina, o0aBuB
5 MunnunuTpoB (1 YarHyo NOXKY) MArKOAENCTBYIOLLIETO XXMAKOro Mbina Ha 3,8 nutpa
(1 rannoH) BOAONPOBOAHOW BOALI KOMHATHOM TeMnepaTypbl. Ob6s3aTenbHO roToBbTE
CBEXWI pacTBOP OJ19 KaXKO0ro MCNONb30BaHMS.

7 He oTcoeguHssa Tectep, NOrpy3nTe TpaHCMUTTEP B pacTBOP MATKOAENCTBYIOLLEro
XMAKOrO Mblfla N 3aMOYMTE €ro Ha O4HY MUHYTY.

8 [epxacb 3a TecTep, NOYNCTUTE BCIO MOBEPXHOCTb TPAHCMUTTEPA AETCKOMN 3yGHOIA
LLLETKOW C MATKOW WEeTUHO. Y6eamTech, YTo BCe TPyAHOOOCTYNHbIE 06nacTy
OYMLLEHbI TaK, YTOGbI OHU BbITMALENN YACTBIMM.
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9 lMpomoriTe TpaHCMUTTEP NPOTOYHOM BOAOMNPOBOAHON BOAOW KOMHATHOM
TemnepaTtypbl He MEHee OOHOW MUHYTbI TaK, YTOObI MONTHOCTLIO yaanuTb
BUONMbIE Criefbl XXUOKOro Mbina.

10 Bblcylunte TpaHCMUTTEP U TECTOBBIN Ppa3beM C NMOMOLLbIO YNCTOW CyXOu
candgeTku.

<

11 lMpuroTtoBbTe oTbenuBatowmmn pacteop 1:10, nucnonbsysa ogHy (1) yactb
oTbenuBaTens koHueHTpaumen 8,25 % n peeatb (9) yacTten Boabl, YTOObI
KOHEeYHasa KOHUeHTpauus obina pasHa 0,8 %. O6a3aTenbHO roTOBbTE CBEXMM
pacTBOp ANS KaX4oro UCMosb30BaHus.

12 Y6eautechb B BbINOMHEHUN BblLLEyKa3aHHbIX 3TaN0OB OYUCTKM Nepes,
nes3vHdekumnein. He otcoeanHas TeCTOBLIN pasbeM, 3aMoYMTe TPAHCMUTTEP B
pactBope oTbenmBaTens Ha 20 MUHYT.
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13 lNpomonTe TpaHCMUTTEP NPOTOYHOM BOAOMNPOBOAHON BOAOW KOMHATHOWM
TemnepaTtypbl B TEYEHNE TPEX MUHYT.

14 [Monoxute TpaHCMUTTEP U TECTEP HAa YUCTYIO CyXYyIo candeTky 1 gante UM
MOSTHOCTBIO MPOCOXHYTh.

NPEOAYNPEXOEHUE: Ecnu Bbl yBuaenu kakyro-nu6o 6Monorm4eckyro Xmakoctb
BHYTPM OTBEpPCTUA pa3bema BO BpeMs npeabiayLuero
OocCMOTpa, Heo6x0AMMO YTUNU3MPOBaTb TPAHCMUTTEP C
noacoeAnHeHHbIM TeCTEPOM COrflacHO MeCTHOMY
3aKoHOAaTenbCTBY NO yTUNu3auum 6atapen (He cxuraTthb).

15 OTcoeguHUTE TECTEP OT TPAHCMUTTEPA, OCTOPOXKHO CXKaB BOKOBbIE 3aXKUMBbI.

16 OcmoTpuTe KOpMyc TpaHCMUTTEPA Ha NpeaMeT HanMums TpeLLUH, OTCnanBaHus
NOKpbITUSA UNK noBpexaeHus. Ecnu Bl BuanTe kako-nmbo us sTnx NpusHakos,
crnefyeT yTUNM3npoBaTh Ae3UHMULIMPOBAHHbLIA TPAHCMUTTEP B COOTBETCTBUU C
[EeNCTBYIOLLMM 3aKOHOAATENbCTBOM, PernaMeHTUpyLWmM yTunusaumo 6atapen (He
cXKuratb).
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NMPEAYNPEXAOEHUE: He ucnonb3yiTte yCTPOMCTBO, €CNN Ha Kopnyce
NPUCYTCTBYET pacTpecKuBaHue, oTCriauBaHue NoKpbITUSA
unu noBpexaeHue. TpewmHbl, OTCIamBaHue NOKPbITUA
WInu1 NoBpexaeHne Kopnyca — NpUu3Haku HeHaanexalwero
COCTOSIHMA yCTpoMCcTBa. B HekoTOpbIX cnyyasax
HeHaanexaliee COCTOAHUE Kopnyca He No3BonsieT
NpaBUNIbHO OYUCTUTb TPAHCMUTTEP, YTO MOXKET
NPUBECTU K Cepbe3HbIM TpaBMam. ObpaTtutechb B
MeCTHOe NpeAcTaBUTENbLCTBO KOMMNAaHUM U
YyTUNU3NpPYyNTEe YCTPOUCTBO B COOTBETCTBUMU C
[EeNCTBYHOLWMM MECTHbIM 3aKOHOJaTeNbLCTBOM MO
yTunusaumm 6atapen (6e3 cxxuraHms) nnm obparurechb K
nevaiiemy Bpavy 3a MHcdopmaumen no yrunusaumm.

17 BbIbpocbTe MCMONb30BaHHbIE NEPYATKN U TLWATENbHO BEIMONTE PYKW C MbIFIOM 1

BOJOMN.

YpaneHue cnenoB knes

Bo3moxxHo, Bam notpebyeTca BbINONHUTE 3Ty NpOLEAYpY, ECNY HA TPaHCMUTTEpPE

NPUCYTCTBYIOT OCTaTKu knes. Ecnv npyu ocMoTpe TpaHCcMUTTepa oGHapy»KeHbl criegpl

Krnesi, BbINOMHUTE 3TN MHCTPYKLMMK.

[na yoaneHus cnenos knes noTpebyloTcs BaTHbIE NanNoyky U cpeacTBo Anis

yaaneHus MmeauumnHckoro knes (tTakoe kak Detachol™*, yant-cnvpur).

lNMpumeyvaHue: Bo spems ucnbimaHuli 8 komnaHuu Medtronic MiniMed dnsi ydaneHus
cr1edos Kriesi ¢ mpaHcMummepa ucrosib3oeasnu cpedcmeso
Detachol™". PekomeHdyemcs ucrionb3o8ams Detachol™*, Ho &
HEeKoOmopbIX cmpaHax OH Moxem 6bimb HeAOCMYTIeH.

[ns yoanexus cnenos Knes:

1 Yb6epgutecb, YTO TECTEP NOACOEOUNHEH K TPAHCMUTTEPY.
2 CmMo4uMTe BaTHbIN TaMMOH B CpeAcTBe A8 yaaneHus MeauLmMHCKOro Knesl.
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3 YpepxuBaiTe TecTep M akkypaTHO NpoTupainTe TpaHCMUTTEP CPeACTBOM AN
yAaneHus Knes o Tex nop, noka crneabl Knes He UCYe3HyT.

4 TlpogomkanTe npoueaypy o4ncTky. [ns nonyyeHnsa nogpobHon nHgpopmaumm cm.
Hucmka mpaHcmMummepa, Ha cmp. 172.

JInyHasa rurneHa n KynaHue

TpaHcMUTTEp 1 ceHcop 0bpasyloT BOAOHENPOHMLIaEMOe CoeaMHEHNE, COXpaHsioLLeecs
00 30 MUHYT Ha rny6uHe o 2,4 m (8 dyToB). Bbl MOXeTe NpuHMMaTh Ayl 1 Nnaeatb, He
CHMMas 3TN YCTPOMNCTBA.

UYucTka 3apssgHOro yctpomcTea

OTa npouenypa npegHasHadeHa ans obLler 04MCTKN Mo Mepe HeobxoanMMocTu B
3aBMCMMOCTM OT BHELLHErO BMAA YCTPOWCTBA.

NMPEOOCTEPEXEHUE: He norpyxante 3apsigHOe yCTPOUCTBO B BoAy unu nito6oe
Apyroe uucTsllee cpeAcTBO. 3apAaHOe YCTPOMCTBO He
AIBNsieTCcs BoAOHeNpoHuuaeMbiM. Boga moxeT noBpeautb
3apsifHOe YCTPOWCTBO M NPUBECTU K HEUCNPaBHOCTH
ycTpoMncTBa.

NPEAYNPEXOEHUE: YTunusupyinte 3apssaHoe yCTPOMCTBO B COOTBETCTBUM C
OEeNCTBYIOLWMM 3aKOHOAATeNbLCTBOM MO yTUNU3auum
OGaTapeu unm obpaTuTech K nevaiwiemy Bpady 3a
mHcdopmaumen no yrunusauum. MNMpu cxxmraHmm sapsgHoe
YCTPOMCTBO MOXET BOCMIIaMeHUTbLCA.

[nsa YncTkM 3apsagHOro YCTPOMCTBA BbINOMHUTE crieayowmne OeACTBUS:
1 TwaTtenbHO BbIMONTE PYKW.
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2 [Ans o4nCTKN BHELLHEN NOBEPXHOCTU 3apAgHOro yCTpOIZCTBa OT 3arpA3HeHnda nnun

MHOPO/AHbIX BELLECTB MUCMOoNb3yiiTe candeTky, CMOYEHHYH PacTBOPOM
MSITKOOENCTBYIOLLIEro YMCTALLEro CpeacTBa (Hanpumep, CPeACTBO AN MOWKU
nocyapl). Hukorga He Mcnonb3yiTe NS OYUCTKM 3apsAOHOMO YCTPOUCTBa
opraHuyeckue pacTBOpPUTENN, Tak1e Kak pasbaBuTeNb Kpacku UM aueToH.

3 Tonoxwute 3apsagHoe yCTPOMCTBO HA YMCTYIO CyXyto candeTky n gante emy

NPOCOXHYTb B Te4eHne ABYX-TpeX MUHYT.

NMouck n ycTpaHeHue Henonaaok
Cnepytowasa Tabnuua cogepxuT MHPOPMAaLMIO MO NOUCKY U YCTPaHEHUIO

HeucnpaBHOCTe AN TpaHCMUTTEpa, 3apsAAHOro YCTPocTBa U TECTOBOrO pasbema.

[nsa nonydyeHnsa AONONHUTENBHON MHAOPMALIMK MO NOUCKY U YCTPaAHEHUIO
HencnpaBHOCTEN CM. PYKOBOACTBO nonb3oBaTtens k Bawewn cucreme.

MpoGnema

BeposTHas
npu4ynHa(bl)

PewweHune

Bbl nogcoegnHunu
TpaHCMUTTEP K
3apsigHOMYy
YCTPONCTBY, HO
CBETOMHAMKATOPbI HE
3aropenuce.

LUTbIpbKM KOHHEKTOPA
TpaHcMuTTEpa
NOBPEXAEHbI NN
KOPPOANPOBAHDI.

MutaHve He nopgaeTca
Ha GaTapeto 3apsigHOro
YCTPOWCTBA UMK He

baTapes He BCTaBneHa.

1 TlpoBepbTe LWTbIPbKU KOHHEKTOPa
TPaHCMUTTEpa Ha Hanuuue NoBpeXaeHUs
nnu kopposuu. [ina nonyyeHus
[ONOMHUTENBHOW MHOPMaLMKM O
LWITbIpbKax KOHHeKTopa cM. [Tposepka
WmMbIPbKO8 KOHHEKIMopa
mpaHcmummepa, Ha cmp. 170. Ecnn
LITbIPbKX NOBPEXAEHb! NN
KOppOAMpOBaHbI, 06paTuTech B
pernoHanbHoe NpeacTaBUTeNbCTBO
KomnaHuun. BoamoxHo, TpaHCcMUTTEP
TpebyeTcs 3amMeHUTb.

2 Ecnv WTbIpbKN KOHHEKTOPA He
noBpexaeHbl, 3ameHnTe batapeto B
3apsgHOM ycTpowcTe. Ansg nonyvyeHus
WHCTPYKLMIA N0 3aMeHe GaTapeu B
3apsifHOM YCTPOWCTBE CM. YcmaHoeka
6amapeu 8 3apsiOHoe ycmpolicmeo, Ha
cmp. 166.

Bo Bpewms 3apsgku
MUrarLLmi 3eneHbln
CBETOMHAMKATOP Ha
3apsiAHOM yCTpoWcTBe
norac v HaunHaet
6onee gnuTenbHO
MUraTb KpacHbIn
CBETOMHAMKATOP.

Bartapes 3apsigHoro
yCTPOWCTBa NOYTH
paspsiKkeHa.

3ameHuTe 6aTapeto B 3apsiiHOM YCTPOCTBE.
[ns nonyyYeHns NHCTPYKLUUIA NO 3amMmeHe
baTapewu B 3apsiAHOM YCTPOWNCTBE CM.
YcmaHoeka 6amapeu 8 3apsiOHoe
ycmpoticmeo, Ha cmp. 166.
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Mpob6nema

BeposTHas
npuynHa(bI)

PeweHune

Bo Bpems 3apsaku
MUraKLLniA 3eNeHbll
CBETOMHAMKATOP Ha
3apsaHOM yCTpOUCTBE
norac v npoxoaut
cepust KOPOTKNX
BCMbILLEK KpACHOTo
cBeTouHAMKaTopa Ha
3apsifHOM YCTPOWCTBE
B TeYeHue OBYX
CeKyHA.

TpaHCMUTTep paspsixeH.

3apsixanTe TpaHCMUTTEP HENPEPLIBHO B
TeyeHue ofgHoro Yaca. Ecnu muranve He
npekpawlaeTcs, nepevguTe K atany 2.

3apspkanTe TpaHCMUTTEP HENPepbIBHO B
TeyeHue BoCbMU YacoB. Ecnu muraHue
He npekpalyaeTcs, NO3BOHUTE B MECTHOE
NpeAcTaBUTENBCTBO KOMMaHUN.
Bo3moxHo, TpaHcMuTTEp TpebyeTcs
3aMEeHUTL.

Bo Bpems 3apsigku Ha
3apsaHOM yCTpOUCTBE
YepeaylTCs KOpoTKMe
W ONVHHbIE BCMbILLKA
KpacHoro
cBeTouHAaMKaTopa.

3apsigHoe yCTPOWNCTBO U
TpaHCMUTTEP
pa3pspKeHbI.

3ameHuTte 6aTapeto B 3apsgHOM
ycTponcTee. [ns nonyyYyeHnst UHCTPYKLUI
no 3ameHe 6atapeu B 3apsaHOM
YCTPOWCTBE CM. YcmaHoeka bamapeu &
3apsiOHoe ycmpoticmeo, Ha cmp. 166.

3apskanTe TPaHCMUTTEP HENPEPbLIBHO B
TeyeHune ogHoro Yaca. Ecnu GeicTpoe
MUraHne KpacHbIX CBETOMHAMKATOPOB He
npekpailaeTcs, nepenguTe K atany 3.

3apskanTe TPaHCMUTTEP HENPEPBIBHO B
TeYeHne BoCbMU YacoB. Ecnu muraxne
He npekpaLlaeTcsl, NO3BOHUTE B MECTHOE
npeAcTaBUTENbCTBO KOMMaHUM.
Bo3MoxHO, TpaHCMUTTEp TpebyeTcs
3aMeHUTb.
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Mpob6nema

BeposTHas
npuynHa(bI)

PeweHune

3eneHbIn
CBETOMHAMKATOp Ha
TpaHCMUTTEPE He
MUraet npwu
nogcoeauHeHnn K
CeHcopy.

TpaHcMuTTEp
nopcoeavHeH
HEMONHOCTbHO.

TpaHcMnTTEp pa3psikeH.

CeHcop BBeleH B TeNo
HenpasBuIlbHO.

1 OTcoeauHWTe TPaHCMUTTEP OT CeHcopa.

2 Tlopoxgute NsiTb CEKyHA U CHOBa
coeanHuTe nx. Ecnu 3eneHbin
CBETOMHAMKATOP BCE €eLle He 3amurart,
nepewnguTe K atany 3.

3 TlonHocTbio 3apsiguTe TpaHCMUTTEp U

noacoegnHUTe ero K TeCToBoMy pasbemy.

Ecnu 3eneHbii cBETOMHAMKATOP BCE €eLle
He MuraeT, CM. MOWUCK U YCTpaHeHue
HeuncrnpaBHOCTEW B NyHKTe "3eneHbi
CBETOVMHAMKATOP Ha TPaHCMUTTEpPE He
MuUraeT npv NOAKMIYEHNN K TECTOBOMY
pasbemy". Ecnu 3eneHbin
CBETOVMHAMKATOP MUraeT, nepengnTe K
aTany 4.

4 OTknouYUTE TPAHCMUTTEP OT TecTepa,
NoaoXAUTE MUHUMYM MSITb CEKYHA U
NOAKMHYNTE TPAHCMUTTEP K CEHCOPY.
Ecnu 3eneHbii cBETOMHAMKATOP BCE €eLle
He 3amwuran, nepenguTte K atany 5.

5 B03MOXHO, CEHCOp BBeAEH B TENO
HenpaBuibHo. OTCOeaMHNUTE CEHCOp OT
Bawero Tena 1 nogcoeauHNTE HOBBLIN
CeHcop.

3eneHbin
CBETOMHAMKATOp Ha
TpaHCMUTTEpE He
muraet npu
noacoeanHeHUn K

TECTOBOMY pasbemy.

TpaHcMmuTTEp
noAcoeAnHeH
HeMosHOCTbIO.

TpaHCMUTTep paspsiKeH.

1 [poBepbTe coeanHeHne Mexay
TPaHCMUTTEPOM U TECTOBBIM Pa3bEMOM.
Ecnu 3eneHbii cBETOMHAMKATOP BCE €eLle
He 3amwuran, nepenguTte K atany 2.

MonHoCTbI0 3apsianuTe TPaHCMUTTEP.

3  CHoBa npoBepbTe TpaHCMUTTEp C
nomMoLubio TecTepa. Ecnu 3eneHbin
CBeTOMHAMKaTOp He MuraeT, obpaTuTech
B permoHanbHoe npeacTaBUTeNbCTBO
KoMnaHuu. BoamoxHo, TpaHCMUTTEP
TpebyeTcsa 3aMeHUTb.
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Mpob6nema BeposTHas PeweHune
npuynHa(bI)
Batapeun Mpn nogcoeguHeHUM K 1 TlonHOCTbIO 3apsikanTe TpaHCMUTTEP

TpaHCMUTTepa He

XBaTaeT Ha CeMb AHEN.

CEHCOpY TPaHCMUTTEP
3apshKeH HenosHOCTbIO.

TpaHcMuTTEp M NoMna
YyacTo TepsitoT
©6ecnpoBogHoe
COEZIMHEHME.

nepen noacoeavHeHnem k ceHcopy. Ecnn
6aTapeun TpaHCMUTTEPA MO-MPEXHEMY He
XBaTaeT Ha nepuopa NCnornb3oBaHus
0QHOro ceHcopa, nepenauTe K aTany 2.

2 Ortongunte oT 060pyaoOBaHMs, KOTOPOE
MOXeT BbI3blBaTb PY-nomexu. Ons
nonyyYeHus1 4ONONHUTENBHOWN
nHdpopmauum o6 PY-nomexax cm.
"CBefeHnss 0 COOTBETCTBUN
paaMo4acToTHbIM HopMaTuBam",
nocTaBnsieMble B KOMMIIEKTE C NMOMMOW.

3  Ybeautecb, 4TO Nomna v TpaHCMUTTEP
HaxoAsTCA C OQHOWN CTOPOHbI Tena, YTobb!
CBeCTU K MuHMMymy PY-nomexu. Ecnn
NOSHOCTBIO 3apshkeHHas baTapes
TpaHCMUTTEpa NPoAoIKaeT pa3pskaTbCs
MeHee 4YeM 3a CeMb [Hel, NO3BOHUTE B
pernoHanbHoe NpeacTaBUTeNbCTBO
KomnaHuun. BoamoxHo, TpaHCcMUTTEP
TpebyeTcs 3aMeHUTb.

TpaHcMuTTEp NOTepsn
CBA3b C MOMMNOW.

MNomna HaxoauTcs BHe
auanasoHa.

Mmetotca PY-nomexu ot
OPYrnX YCTPOWCTB.

1 Otongurte ot obopyaoBaHusi, KOTOpoe
MOXeT BbI3blBaTb PY-nomexu. [ns
Nony4yeHns JONOMHUTENLHOM
nHdopMauum 06 PY-nomexax cm.
"CBefeHNsi 0 COOTBETCTBUN
paaMovacToTHbIM HopMaTuBam",
nocTaBnsieMble B KOMMIEKTE C
TpaHcmuTTepom. Ecnn cBsasb
TpaHCMWUTTEpa C MOMMOW OTCYTCTBYET,
nepenguTe K atany 2.

2 Y6eguTtecb, 4TO MOMMNa U TPAHCMUTTEP
HaxoAsTCs C OQHON CTOPOHbI Tena, YTobbl
CBEeCTU K MUHUMYMY PY-nomexu. Ecnu
CBSI3b TPAHCMUTTEPA C MOMMOW
oTCyTCTBYET, 0bpaTUTECh 3a NMOMOLLBIO B
permoHanbHoe NpeacTaBUTeNbCTBO
KOMMNaHuu.

lMpumeyvaHue: Ecnu mpaHcmummep nomepsin ¢es3b ¢ nomnol Ha 30 MuHym, 8b1800UMcsi
coomeemcmeyouwuli cugHam mpesoau Uu OrogeleHuUe, a makxe rosiensemcs

coomeemcmeyruee coobuweHue.
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XpaHeHue n obpalleHume

XpaHute TpaHCMUTTEp, 3apsAHOE YCTPOMUCTBO M TECTEP B YUCTOM U CyXOM MecTe
npu KOMHaTHOW TemnepaType. Ecnn TpaHCcMUTTEpP He ncnonb3yeTcs, ero
HeobxoaoMMO 3apsKaTb He pexe ogHoro pasa B 60 aHen.

NMPEOOCTEPEXEHUE: He paepxute TpaHCMUTTEpP Ha 3apsifHOM yCTPOMCTBeE.
Ecnu TpaHcMuTTEp OocTaeTcs Ha 3apsifHOM yCTpOMCTBe
6onee 60 goHen, akKyMynAaTop 6yaeT OKOHYaTenbHO
noBpeXaeH.

YTunusauumsa

He BbibpacbiBaiTe TpaHCMUTTEP BMECTE C HECOPTUPOBaHHBIM ObITOBBIM MYCOPOM.
YTUnuampymnTte TpaHCMUTTEP B COOTBETCTBMM C ENCTBYIOLLMM MECTHbLIM
3aKoHO4ATENbCTBOM MO yTUNM3aumm 6atapen nnm obpaTtuTecs K nevallemMy Bpady 3a
WHopmaLmein No yTunmnsaumu.

TexHU4YecKne XapaKTepUCTUKU

OcHOoBHbIMU hyHKUMsIMKU (OD) TpaHCMUTTEPA ABMSAIOTCA U3MEPEHNE U Nepedaya
3HaYeHUs (3HaYeHMi1) curHana ¢ yCTponcTBa CeHCMHra Ha YCTPOMCTBO MOHUTOPUHTA
c cobntogeHnem TpeGoBaHMi K TOYHOCTU TPaHCMUTTEPa NP 3aAaHHbIX YCIOBUSIX
3KCMnyaTaumn, N3noXeHHbIX B PYKOBOACTBE MOMb3oBaTensi CUCTEMbI, B TeYeHue
NMPOrHO3npyeMoro cpoka crnyx6bl ycTpoiictea. Ecnun TpaHcMUTTep nogsepraeTcs
3MeKTPOMarHMTHLIM NomMexam, nepefaya AaHHbIX MOXET OKa3aTbCsl HEBO3MOXKHOM
unu 6yayT nepeaaBaTbCs OWMGOYHbIE AaHHbIe. B Takmx cutyaumsix TpebyeTcs
06paTUTLCS K MHCTPYKUMSIM MO 3KCNyaTauum, o6CnyXMBaHMIO U YCTPaHEHUIO
Heronafok B COOTBETCTBYHOLLNX PYKOBOACTBaX Mosib3oBaTtens. Takke MOXHO
BOCMOJIb30BaTbCsl TECTEPOM OS5l MPOBEPKN NPaBUIbHOCTU paboTbl TpaHCMUTTEpA.
Ecnun TpaHCcMUTTep NoBpexaeH UM He MOXET YCTaHOBUTb CBSA3b C 3apsaHbIM
YCTPOCTBOM WM MOMMOW, 0GpaTUTECH 3a NOMOLLLIO B CMYXOY NOAAEpKKM
pervoHansHoro npeacTaBuTenscTea komnaHmn Medtronic.
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Buonoru4yeckas
COBMECTUMOCTb

TpaHcmuTTep: CooTBeTCTBYET TpeboBaHusM ctaHgapta EN 1ISO 10993-1

KOHTaKTMpyIOI.I.IMe [
nauneHToOM 4Yactu

TpaHcmMuTTEp
CeHcop

YcnoBus
3aKcnnyaTaumm

Temnepatypa ans tpaHcmutTepa: ot 0 °C go 45 °C (o1 32 °F po 113 °F)

MpeaynpexaeHue: Mpy pabote TpaHCMUTTEPA Ha TECTEPE NpU
TemnepaTtype Bo3ayxa 6onee 41 °C (106 °F) Temnepatypa TpaHCcMuTTEpPA
MoxeT npesbiwatb 43 °C (109 °F).

OTHOCUTENbHasi BNaXXHOCTb Anst TpaHemutTepa: ot 10 % o 95 %, 6e3
KOHAEeHcauun napos

[asneHve ansa TpaHcmuTTepa: ot 57,60 kMa go 106,17 kMa (ot 8,4 no 15,4
dyHTa Ha KBagpaTHbIN ANM)

Temnepatypa ans 3apsigHoro ycrpouctea: ot 10 °C go 40 °C (o1 50 °F go
104 °F)

OTHOCHTENbBbHAsA BMAXHOCTb AN 3apsigHoro yctpouncTaa: oT 30 % o 75 %,
6e3 koHaeHcaumm

Ycnosus xpaHeHus

Temnepatypa ans TpaHcmutTepa: ot -20 °C go 55 °C (o1 -4 °F go 131 °F)

OTHOCUTENBHAsA BNAXHOCTb ANA TpaHeMmuTTepa: 4o 95 %, 6e3
KoHAeHcaLmm

[aBneHve ansa TpaHcmuTTepa: ot 57,6 klMa go 106 klMa (ot 8,4 no 15,4
pyHTa Ha KBagpaTHbIN ANM)

Temnepatypa ans 3apsigHoro yctporictea: ot -10 °C go 50 °C (ot 14 °F go
122 °F)

OTHOCHTENBbHAsA BMaXHOCTb AN 3apsigHoro yctpouncTaa: oT 10 % 8o 95 %,
6e3 koHaeHcauum

Cpok cnyx6bl

TpaHcmuTTep: CeMb AHEN HENPEePbIBHOTO MOHUTOPUHIA YPOBHS MIOKO3bl C

6atapeun MOMEHTAa NOMHON 3apAaKN.
3apsigHoe yCcTponcTBO: B 3apsaHOM yCTponcTBe TpaHCMUTTEpa
ucronb3yeTcs ofAHa HoBas 6atapes Tuna AAA.

TpaHcmuTTep Yactota 2,4 [Ty, 6ecnpoBogHas TexHonorus Bluetooth™* (Bepcusi 4.0)

yacTtoTa

AddekTnBHan —12,05 gbm (0,06 mBT)

nsnyvaemas

MouHocTb (AUM)

AdpekTUBHaAA -9,9 obm (0,1 MBT)

M3OTPOMNHO

nsnyvyaemas

MouwHocTb (AUUM)

Pa6ouun guanasoH

[o 1,8 meTpos (6 pyToB) B atmocdepe
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MNporHo3upyembIi B 3aBMCKMMOCTM OT UCMONb30BaHUS NALMEHTOM NPOrHO3MPYEMbIA CPOK
CPOK CNyX0bl Cnyx0bl TPAHCMUTTEPA — OAUH roA.
TpaHcMUTTEpa

MNepenaya AaHHLIX TPAHCMUTTEPOM NO 6ecnpoOBOAHON CeTU

KauyectBO 06CnyxuBaHus

CBsa3b Mexay TPaHCMUTTEPOM M MHCYNMHOBOW NOMMOW yCTaHaBNMBaETCA
NOCpPeACTBOM (PYHKUMW NOACOEANHEHUS K CMaPT-YCTPOUCTBaM. TpaHCMUTTEP
OTNpaBnsaeT Ha NOMMY NoKasaTenw KO3kl U CUCTEMHbIE OnoBeLLeHus. Mocne
nepegaym no 6ecnpoBogHON CETU NOMNa NPoBEPSAET LENOCTHOCTb MNONYYEHHbIX
OaHHbIX.

Be3onacHOCTb AaHHbIX

TpaHcMuTTEp NpedHasHadveH ans npuema pagunodactotHon (PY-) cBssn Tonbko ot
pacno3HaHHbIX N CBA3AHHbIX YCTPONCTB. ECnv nomna n TpaHCMUTTEP HE COMpPSXEHbI,
nommna He CMOXEeT NPUHATbL MHPOPMALIMIO OT TPaHCMUTTEpA.

WucynuHosble nomnbl MiniMed™ 1 KOMNOHEHTBI CUCTEMBI (TITIFOKOMETPbI U
TpaHCMUTTepbl) obecneunBaloT 6€30NacHOCTb AaHHbIX 3a CHET NponpueTapHbIX
cpencTs 1 obecnevmBaloT LIeNIOCTHOCTb AaHHbIX C MOMOLLbIO MpoLecca NpoBepKu
OLIMBOK, HanpuMep LMKINYECKOM NPOBEPKM Ha U3OLITOYHOCTb.

MepeneTbl

TpaHCMUTTEP MOXHO 6e30nacHO MCNoNb30BaTh Ha pericax KOMMEPHECKMX
aBmakomnaHun. Ecnvn coTpygHuKM aBMakoMnaHum cnpocst Bac 06 ncnonb3oBaHum
Baluero ycTponcTea, NoKaKute MM MEOULMHCKYHO KapTO4Ky OIS 9KCTPEHHbIX
cuTyaumi.
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PekomeHaauuu v 3asBneHue npousBogunTtend

PekomeHaauum u 3asiBrneHns NponsBoaUTeNsA — 3MeKTPOMarHUTHbIe nany4vyeHumsn

MpoBepka CooTBeTCcTBUE AnekTpomarHuTHasi cpeaa — peKkoMeHpauumn
M3ny4eHun
PY-nanyyerus CISPR 11 PY-3Heprusa ncnonb3yeTtcsa B TpaHCMUTTEPE TOMbKO Ans
cuctemHon ces3n. CnepgosaTtensHo, ero PY-nsnyvexus
CISPR 11 Mpynna 1, oueHb criabble. Ckopee Bcero, oHM ByayT HE B COCTOSIHUM
knacc B co3faBaTb NOMEXW PacnonoXeHHOMY PSAOM
[apmoHunyeckme HenpumeHumo anekTpoHHoMy 0BopyaoBaHHio.
n3nyyeHuns lMpumeyvaHue: lNpedbidywee nonoxeHue
Heobxodumo O coomeemcmeusi
IEC 61000-3-2 mpebosaHusiv cmaHdapma IEC
Wanyuenus npn Henpumernmo 60601'152,‘3”” ycmpouicms 2pynnbl 1,
KOneBanmnax knacca B. NockornbKy

HanpsbkeHus /
dnukep-wyme

IEC 61000-3-3

anekmponumaHue mpaHcMmummepa
ocywecmernsemcs om 6amapeu, Ha
e20 u3srnyyeHusi He 6ydym enusmsb
UCMOYHUKU umaHusi y4pexoeHud.
Hem Hukakux npu3Hakoe Kakux-1ubo
npobnem, cesi3aHHbIX C
UCronb308aHUEM CUCMEMb! 8
6bIMO8bIX YCII0BUSIX.

PekomeHaauumn v 3asasneHue npoumssoauTens — YCTOVI"IVIBOCTI: K 3J1IeKTPOMarHuTHomMmy

U3ny4eHuro
MpoBepka YpoBeHb NpoBepoOK MakcumanbHoe AneKTpoMarHuTHas
yCTOM4YUBOCTH IEC 60601-1-2:2014 | npeanonaraemoe obcTaHOBKa —
ycnosue pekomeHaauuu
ucnonb3oBaHuA
cornacHo
IEC 60601-1-2:2014
SnekTpocTaTuyeckui +8 KB npu KoHTakTe +8 kB npu KoHTakTe [na ncnonb3oBaHusa B
paspsg (OCP) +2 kB, +4 kB, +2 kB, +4 kB, +8 kB, 0ObIYHbIX ObITOBBIX,
IEC 61000-4-2 18 kB, +15 kB no Bo3agyxy NPOMBbILLUNEHHbIX 1

+15 kB no Bo3gyxy

MeAULMHCKNX
YYPEXOAEHUSIX.
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PekomeHpauum 1 3asBneHMe nponsBoauTensa — YCTOVI‘-IVIBOCTI: K 3JIeKTPOMarHuTHoOmMy

U3Ny4YeHuro
MpoBepka YpoBeHb NpoBepoOK MakcumanbHoe AneKTpoMarHuTHas
yCTOM4YNBOCTU IEC 60601-1-2:2014 | npeanonaraemoe obcTaHOBKa —
ycrnoBue pekomeHaauuv
Mcnonb3oBaHus
cornacHo
IEC 60601-1-2:2014
HaeepneHHble nomexu, 3 B cp. kB. HenpumeHumo TpeboBaHue
BbI3BaHHble PY- Ot 150 kl'y oo HENpPUMEHMMO K 3TOMY
nonsamu 80 MI'y, YCTPOWCTBY C MMTaHUEM
6 B cp. kB. oT 6aTtapew.
HenuueHsnpyemble
OnanasoHbl B
npegenax
ot 150 kl'y go
80 My,
BbicTpble +2 kB HenpumeHumo TpeboBaHue
aneKkTpuyeckme YacrtoTta HenpYMeHUMO K 3TOMY
nepexogHble nostopeHuns 100 kly YCTPOWCTBY C MMTaHUEM
COCTOSIHUS UMK oT GaTapew.
BCMNMECKW HanpsiKeHus
IEC 61000-4-4
CKa4ok HanpshkeHns Mexagy dasamu: HenpumeHnmo TpeboBaHue
IEC 61000-4-5 10,5, +1 kB HENPUMEHUMO K 3TOMY

Mexay cdasow n
3emnen: 0,5 kB,
+1 kB, +2 kB

YCTPOWCTBY C MUTaHUEM
oT 6aTtapew.

lMpumeyaHue: Ur—

Mo HanpsbkeHuUe 8 cemu nepemMeHHo20 moka 0o MpUMeHeHUsI Hazpy3Ku
mecmogo2o yposHs.

[MoHWxeHus
HanpsixeHus,
KpaTKOBPEMEHHbIE
npepbiBaHns 1
N3MeHeHMs
HanpsHKeHUs B NIMHUSAX
nuTaHus

IEC 61000-4-11

0 % Ur; 0,5 nepuopa
(npwn 0°, 45°, 90°,
135°, 180°, 225°,
270° n 315°)

0 % Ut; 1 nepuog
(npwm 0°)

70 % B TeyeHue
25/30 nepwogos (npu
0°)

0 % B TeueHue
250/300 nepuopos

HenpumeHnmo

TpeboBaHue
HENPUMEHNMO K 3TOMY
YCTPOWCTBY C MUTaHUEM
ot 6artapew.
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PekomeHAauuu 1 3afBneHne NponM3BoAUTENS — YCTOMUYUBOCTD K 3MeKTPOMarHUTHOMY
U3ny4YeHuno

MNMpoBepka
yCTOM4YNBOCTU

YpoBeHb NpoBepOK
IEC 60601-1-2:2014

MakcumanbHoe
npegnonaraemoe
ycrnoBue
UCNoJib30BaHUA
cornacHo
IEC 60601-1-2:2014

AneKTpoMarHuTHas
o6cTaHOBKa —
pekomeHaaumm

MarHuTHoe none npu
yactoTe Toka (50/60
T))

IEC 61000-4-8

30 A/m

30 A/m

[Ins ucnonb3oBaHusi B
0ObIYHbIX ObITOBbIX,
NPOMBILUIIEHHbIX U
MeONLIMHCKMX
yUYpEeXaeHUAX.

[Nonsa HaBogku oT
obopyaoBaHus
6ecnpoBogHon PY-
CBSI3U

IEC 61000-4-3

IEC 60601-1-2:2014,
Tabnuua 9

IEC 60601-1-2:2014,
Tabnuua 9

[na ncnonb3oBaHua B
0ObIYHbIX ObITOBbIX,
NPOMbILLNEHHbIX W
MEANLIMHCKNX
YYpEexXaeHusiX.

MpumeyaHue: Ur— 3mo Hanpsxerue & cemu nepemenHoeo moka 00 MPUMEHeHUSs Hagpy3Ku
mecmogozo ypogHs.
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PekomeHpauuun v 3asasneHue npomssoauTens — YCTOVI‘-IVIBOCTI: K 3JIeKTPOMarHuTHoOmMy

U3Ny4YeHuro
MpoBepka YpoBeHb NpoBepoOK MakcumanbHoe AneKTpoMarHuTHas
yCTOM4YNBOCTU IEC 60601-1-2:2014 | npeanonaraemoe obcTaHOBKa —
ycnosue pekomMeHaaLMu
Mcnosnb3oBaHus
cornacHo
IEC 60601-1-2:2014
Manyyaembie PY 10 B/m 10 B/m MepeHocHoe 1
IEC 61000-4-3 Ot 80 MI'y go Ot 80 MI'y mo MoBunbHoe
2,7T1Tuy 6y obopynosaHue PY-
80 % amnnuTygHas 80%-asn cBS13u cnegyet
mMoaynauua c aMnnnTyaHas ncnosnb3oBaTb HE

yactoton 1 kl'y

MoAynaAumMs ¢
yacTtoTon 1 kl'y

6nvke yeM Ha
pekoMeHayeMom
pasgensioLemM
pacctosiHuu (30 cm

(12 prorimoB)) oT nto6on
YacTu TpaHCMUTTepa.

OnpepeneHHas
3NEeKTPOMarHUTHbIM
KapTMpOBaHWEM cuna
nonsi HenoABMXHbIX PY-
TPAHCMUTTEPOB JOJMKHA
ObITb HUXE YPOBHS
COOTBETCTBMS B KaXKOOM
4acTOTHOM AuanasoHe.

Bo3moxHo
BO3HMKHOBEHME NoMex
psSAoM ¢
obopynoBaHuem,
0603HaYeHHbIM
crneayLLMM CMBOJIOM:

()

lMpumeyaHue: 3mu pekomeHdayuu MpUMeHUMBI He 80 8cex cumyauyusix. Ha pacnpocmpareHue
371eKMpPOMacHUMHbIX 80J1H 8/IUSEM o2IouWeHUe U OmpaxeHue om KOHCmpyKyud,
06bekmos u sooded.
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FapaHTus

Komnanua Medtronic MiniMed™, Inc. (nn6o nHoe topuamyeckoe nuuo, ykasaHHoe Ha
3TMKETKE AaHHOro YCTPOMCTBa B kavyecTBe npoussoamtens "Medtronic MiniMed")
rapaHTMpyeT nokynartento TpaHcMutTepa komnaHum Medtronic oTcyTcTBre aedekToB
MaTtepuana u Heka4yeCTBEHHOIo M3roTOBNEHNs B TeveHue 1 (0gHOro) roga v 3apsigHoro
yCTpOMCTBa B TeveHue 1 (04HOro) roga Co AHsI NOKYMKM.

B TeueHue rapaHTuUnHOro nepuona komnaHus Medtronic MiniMed npoussegeT 3ameny
UIM PEMOHT (MO CBOEMY YCMOTPEHUI0) HEUCMPABHOIrO TpaHCMUTTEpPa NN 3apsiAHOro
YCTPOWMCTBA B COOTBETCTBUU C YCITOBUSIMU N UCKIMIOYEHUAMU, U3NOXKEHHBIMU B
HacTosLLeln rapaHTun. apaHTUsa pacnpocTpaHseTcs TOMNbKO Ha HOBbIe yCTponcTea. Ecnu
npomnssoamnack 3aMmeHa TpaHCMUTTepa Unm 3apsaHoro yCTponcTea, NnepBoHaYvarbHbIn
rapaHTUAHbIA Nepuog NPoaneH He byaer.

[aHHasi rapaHTusi oeicTBUTENbHA TOSBKO B Clly4Yae UCMONb30BaHNsA TPaHCMUTTepa Unm
3apsigHoro yctpoiictea komnaHuy Medtronic B COOTBETCTBUM C MHCTPYKUUAMU
npoussoanTens. FapaHTusi 6e3 orpaHUYeHUin HegecTBUTENbHA B CIEAYHOLWMX CryYasix:

» Ecnv nonomka aBnsieTcs CNeacTBMeM U3MEHEHMIN NN Moamdukauuin TpaHecmMuTTepa
UNu 3apsgHoro yCTporCcTBa, MPON3BEAEHHbIX MONb30BaTENEM UNN TpeTbeN
CTOPOHON Nocre AaTbl NOKYMKW.

» Ecnu noepexgeHne BO3HWKIO BCNEACTBUE CEPBUCHOrO 06CNY>XMBaHUSA UMK
PEMOHTA, BbIMOSTHEHHOIO HE NPOM3BOAMTENEM, @ MHOW OpraHM3aumen Unm nuLoMm.

*  Ecnu noBpexaeHne Bo3HMKNO BCeacTBrE ¢hopC-MaxopHbiX 06Cmosimesiscme unm
WHOro cobbITUA, NOBMAMATE HA KOTOPOE MPON3BOANTENb HE B COCTOSIHUM.

» Ecnu noepexgeHne BO3HWKITO BCNEACTBUE HEOPEXHOIo Nnu HenpaBuibHOro
NCMNOMb30BaHWs, B TOM YMCHe: HEMPaBUIbHOE XpaHeHue, nonagaHue Bogp,
husmyeckme NOBpeXAeHNs (Hanpymep nageHue).

» Ecnu noBpexgeHne BO3HWUKIO BCNEACTBUE NCMONMb30BaHMSA YyCTPOWUCTBA HE B
COOTBETCTBMM C MapPKMPOBKOWN U3OENNSA, MHCTPYKUMAMU MO IKCNNyaTaumm unm
HOpPMaTWBHbIMW YBEAOMIIEHUSMM.

[aHHas rapaHTus gaeTcs NMMYHO NepBoHavansHOMy nokynartento. Jliobas npogaxa,
cOoava B apeHay, UCnonb3oBaHne Unu nepegayda NpoayKTa, Ha KoTopblii
pacnpocTpaHsieTcs 3Ta rapaHTusi, ApYroMy nonb3oBaTento Uy Apyrum nonb3oBaTtenem,
He SBNALWMMCS NepBoHavanbHbIM NoKynaTenem, Be4eT K HeMeaneHHOMY
npekpalLleHnio AeACTBUS AaHHOW rapaHTumn. [lJaHHasa rapaHTUsi He pacnpoCTpaHseTCcsa Ha
CEHCOpbI IMOKO3bl U ApYrMe NpUHaONeXHOCTH.
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JTioBGble oroBopeHHbIe B 4AHHOW rapaHTMM BO3MELLLEHUS SBMSOTCSA
ncyepnbiBaLWUMKN NS KaXO0ro KOHKPETHOro crnyyas. Hu komnaHums
Medtronic MiniMed, H/1 nocTaBLUMKK UM OUCTPUOLIOTOPbLI HE HECYT
OTBETCTBEHHOCTM 3a Kakon-nnbo cryvyanHbin Unn HamepeHHbIn yepb noboro
Xapaktepa unv Buaa, nepBonpuYMHON KOTOPOro siBNAeTca bpak npogykTa.

Bce npo4une ycnoesua U rapaHTnn, 3a UCKIYeHnem pernamMmeHTUpoBaHHbIX
3aKoHOAaTesNIbCTBOM KaK NMpAMO, Tak 1 onocpeanoBaHHO, TEPAKOT CUny. 370 oTHOCUTCH
N K rapaHTnam TOBapHOro COCToAHUA U NpurogHoCTn aAnda KOHerTHOIZ uenwu.

[DaHHas rapaHTna npenocrtaBndeT NoKynaTesiio KOHKPpeTHbIe opuanyeckmne rnpaea,
OQHaKO, NoKynaTtesib Takke MOXeT MMEeTb NnpaBa, npeayCMOTPEeHHble MECTHbLIM
3akoHogaTenbcTBOM. [laHHas rapaHTua He BINAET Ha 3aKOHHbIe npaBa nokynartens.

PackpbiTve nHcpopmaumm o nporpammMmHOM obecneyeHum ¢
OTKPbITbIM UCXOAHbLIM KOAOM

B aTtom OOKYyMeHTEe yKa3aHOo I'IporpaMMHoe obecne4yeHune ¢ OTKPbITbIM UCXOOHbIM
KOOOM, KOTOpPOE MOXET noaBepratbCA oTAeJIbHOMY BbI3OBY, BbINOJIHEHUIO,
CBA3bIBaHUIO, NpucoeanHeHno i MHOMy MCNoJib30BaHUIO 3TUM NPOAYKTOM.

Wcnonb3oBaHue Takoro MNporpamMMHoro o6ecneyeHns ¢ OTKPbITbIM UCXOAHBIM KOAOM,
NMLEH3MPYEMOro Arisl Nonb3oBaTene, pernaMmeHTUpyeTcs YCoBUAMA U
MONOXXEHUSIMU OTAESbHOIO NNLEH3VOHHOIO COrfalleHus no Takomy porpaMMHoMy
obecrneyeHmnio ¢ OTKPbITbIM UCXOOHBIM KOLOM.

Wcnonb3oBaHue I'IporpaMMHoro obecneyeHuns ¢ OTKPbITbIM UCXOAHbLIM KOAOM
00nyCckaeTCA UCKIMKYNTENbHO Ha YCNOBUAX N NOJTOXEHUAX Takom NUUEH3UMN.

[nsi nonyyeHns ncxoaHoro/o6bEKTHOIO KoAa v NPMMEHMMOW NULEH3UN Ha
MporpamMmmHoe o6ecneyveHne C OTKPbITbIM UCXOOHBIM KO4OM CM. crieaytoLwmii Be6-
cawnT: http://www.ouah.org/ogay/hmac/.
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Tabnuua cumBonosB

CepuiiHbii HOMep

Homep no kaTtanory unv Homep mogenv

OpauvH TpaHCMUTTEP, 3apsAHOE YCTPOMCTBO M YCTPOWCTBO AN BBEAEHUS Ha
KOHTenHep/ynakoBKy

[1Ba TecToBbIX pa3dbema Ha KOHTeVIHep/yI‘IaKOBKy

HaTta nsrotosnenus (MTT-MM-00)

N3rotosutens

Cne,qyeT 06pau.|,aTbc;| K PYKOBOACTBY NO 3KCNyaTauuu nepen KaxXabim
ncnonb3oBaHnem (Ha 9TUKEeTKe BblAeN1eHO CUHUM Ll,BeTOM).

TemnepaTypHbI Npegen

HeVIOHIA3VIpyIOIJJ,ee ANeKTpoMarHUTHoe nsnyyeHue

KoHdurypaums unm yHukansHbli naeHTndnkaTop sepcum

CTeneHb 3aWuUTbl OT NOPAXEHNS ANEKTPUYECKUM TOKOM: COMpUKacaloLLunincst
C NauMeHTOM KOMMOHEHT Tuna BF

TpaHcMUTTep: 4 — ypoBEHb 3aLUWTbl OT TBEPAbIX NPeAMeTOB AUaMeTPOM
6onee 1 MM. 8 — ypoBeHb 3aLUMTbI OT NOCNEACTBUIA NPOAOIHKUTENBHOIO
norpyxeHusi B Bogy (Ha rny6uny 2,4 metpa (8 dpytoB) B TeueHue 30 MUHYT).

95%

OFpaHVI‘-IeHMﬂ Mo BJ1IaXXHOCTU

C€ 0459

3Hak COOTBETCTBUS: STOT CUMBOST 03HAYAET, YTO YCTPOWCTBO MOSTHOCTHIO
cooTBeTCTBYeT TpeboBaHuam ampektusbl MDD 93/42/EEC (NB 0459).

y

Xpynkoe, 06palLaTbCs C OCTOPOKHOCTbLIO

XpaHuTb B CyXOM MecTe

®

I'Iepepa6aTb|BaeMb|e 3N1EMEHTbl YNAaKOBKN U3 KapTOHa, 6ymarm M nnacTuka,
a TakkKe HeHYXHble NMCbMeHHbIe MaTepuarnbl.
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Whnumatvea WEEE: HE BbIEPACBIBAUTE C BbITOBBIM MYCOPOM.
YTUnunasnpyirte ycTpoincTBO B COOTBETCTBUM C MECTHBIMM TpEGOBaHMAMM.

2
®

HecoemecTmo ¢ MPT: He npubnuxaTtb K 060pya0BaHWIO ANA MarHUTHO-
pe3oHaHcHou Tomorpadum (MPT)

Moasapaguts o

.

© Bluetooth’

BecnpoBogHas TexHonorus Bluetooth™

FCCID: OH27821

CootBeTtcTByeT TpeboBaHunam CLUA, npegbsBnsieMbIM K paguocBsiau.

IC: 3408B-7821

CooTBeTcTBYeT TPebOBaHNAM K pagnocBsa3n, NpeabsaBnsieMbIM
MWHUCTEPCTBOM MHHOBALIMOHHOIO, HAY4YHOrO Y SKOHOMWYECKOrO Pa3BUTUS
KaHagbl.

[EC | REP |

YnonHomMo4eHHbI NpeacTaButens B EBponerickom cooblyectse

&

COOTBeTCTByeT TpeGOBaHI/IFIM ABCTpaﬂI/II/I, npegbaBndemMbliM K pagnocBA3N.

13(0nly

Tonbko No peuenty

3HaK COOTBETCTBUSA: 3TOT CMMBOJ1 O3HAYaET, YTO YCTPOMUCTBO MOSTHOCTLIO
cooTBeTCTBYeT TpeboBaHunam ampektnsbl MDD 93/42/EEC.

1]

Cwm. WHCTPYKUUIO MO 3KcnnyaTauun

A

MpepocTepexeHue: B pykoBoACTBE MO 3KCNyaTaLun CoaepxaTcsi BaxHble
npenynpexaeHust U Mepbl NpeaoCTOPOXHOCTH, He yKa3aHHbIE B MapKUPOBKE

© Medtronic MiniMed, Inc., 2020 r. Bce npaBa 3aliuLLeHbl.
Haseanue Medtronic, norotun Medtronic n croran "Further, Together" aBnstoTcs ToBapHbIMK 3Hakamu komnaHun Medtronic. ™* BpeHabl

CTOPOHHUX I'IpOIA3EO,C|VITeJ'IeIZ ABNAKTCA TOProBbIMW Mapkamu / TOBapHbIMUM 3HaKaMu UX COOTBETCTBYHOLLUX BnagenbLes. Bce npo4ve 6peH,C|bI

SIBNSATCA TOProBbIMW Mapkamu / TOBapHbIMW 3Hakamu komnaxuu Medtronic.

Bluetooth™*
Detachol™*
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Transmitatorul Guardian™ Link (3) cu tehnologie fara fir Bluetooth™* este o
componenta a sistemului de monitorizare continua a glicemiei (CGM) pentru
sistemele de pompe de insulind MiniMed™ care dispun de conectivitate la dispozitive
inteligente.

tester

transmitéator

dispozitiv Serter incarcéator

Componentele setului transmitatorului Guardian™ Link (3)
(MMT-7910)

Un set complet pentru transmitator include urmatoarele componente:

. Transmitator Guardian™ Link (3) . Tncarcator (MMT-7715)
(MMT-7911) +  Dispozitiv Serter cu o singurd apasare
. Doua testere (MMT-7736L) (MMT-7512)

Scopul dispozitivului

Transmitatorul Guardian™ Link (3) (MMT-7911) este un dispozitiv reincarcabil care
alimenteaza senzorul de glucoza, colecteaza si calculeaza datele senzorului, Si
transmite datele la 0 pompa de insulina MiniMed™ compatibila care dispune de
conectivitate la dispozitive inteligente, pentru gestionarea diabetului zaharat.
Transmitatorul este compatibil numai cu senzorul de glucoza Guardian™ Sensor (3)
(MMT-7020) si este indicat pentru utilizare la un singur pacient sau la mai multi.

Contraindicatii
Niciuna cunoscuta.
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Avertismente

Nu utilizati transmitatorul in apropierea altor echipamente electrice care pot cauza
interferenta cu functionarea normala a sistemului. Alte echipamente electrice care pot
compromite functionarea normala a sistemului au fost contraindicate. Pentru mai
multe informatii despre echipamentele electrice care pot compromite functionarea
normala a sistemului, consultati Expunerea la cdmpuri magnetice si radiatii, la
pagina 200.

Consultati intotdeauna ghidul de utilizare a senzorului pentru a cunoaste toate
precautiile, avertismentele si instructiunile referitoare la senzor. Neconsultarea
ghidului de utilizare a senzorului poate avea ca rezultat rani grave sau deteriorarea
senzorului.

Nu lasati copiii sa bage in gura componentele de mici dimensiuni. Acest produs
prezinta risc de sufocare pentru copii.

Nu schimbati si nu modificati dispozitivul decat daca aveti aprobarea expresa din
partea Medtronic Diabetes. Modificarea dispozitivului poate cauza rani grave, poate
interfera cu posibilitatea dvs. de a lucra cu dispozitivul si poate atrage nulitatea
garantiei.

Nu utilizati testerul daca a intrat in contact cu séngele. Contactul cu sangele poate
cauza infectii. Eliminati testerul in conformitate cu reglementarile locale privind
eliminarea deseurilor medicale, sau contactati cadrul medical pentru informatii despre
eliminare.

Poate aparea hemoragia dupa introducerea senzorului. Asigurati-va intotdeauna ca
locul nu sadngereaza, Tnhainte de a conecta transmitatorul la senzor. Sangele poate
patrunde Tn conectorul transmitatorului si poate deteriora dispozitivul. Scoateti din uz
dispozitivul daca este deteriorat. Daca apar sangerari, mentineti o presiune constanta
asupra locului introducerii cu ajutorul unui pansament steril sau al unei carpe curate,
pana cand sangerarea se opreste. Dupa ce sangerarea se opreste, conectati
transmitatorul la senzor.

Contactati reprezentanta locala daca prezentati orice reactie locala asociata cu
transmitatorul sau senzorul. Reactiile adverse pot cauza rani grave.

Nu aruncati transmitatorul intr-un container pentru deseuri medicale si nu il expuneti
la temperaturi foarte ridicate. Transmitatorul contine o baterie care se poate aprinde,
provocand rani grave.

Expunerea la cAmpuri magnetice si radiatii

Nu expuneti transmitatorul la echipamente de imagistica prin rezonanta magnetica
(IRM), dispozitive de diatermie sau alte dispozitive care genereaza campuri
magnetice de intensitate mare (de exemplu, echipamente de radiologie, de scanare
prin tomografie computerizata sau alte tipuri de radiatii). Expunerea la un camp
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magnetic de intensitate mare nu a fost evaluata si poate face ca dispozitivul sa
functioneze defectuos, provocand rani grave, sau poate face ca functionarea
acestuia sa fie nesigura. Daca transmitatorul dvs. este expus la un camp
magnetic de intensitate mare, intrerupeti utilizarea si contactati reprezentanta
dvs. locala pentru asistenta ulterioara.

Scoateti intotdeauna senzorul si transmitatorul inainte de a intra intr-o camera in
care se afla echipamente radiologice, echipamente pentru IRM, diatermie sau
scanare CT. Expunerea la un camp magnetic de intensitate mare nu a fost
evaluata si poate face ca dispozitivul sa functioneze defectuos, provocand rani
grave, sau poate face ca functionarea acestuia sa fie nesigura. Daca senzorul
sau transmitatorul dvs. este expus accidental la un cdmp magnetic de intensitate
mare, intrerupeti utilizarea si contactati reprezentanta dvs. locala pentru
asistenta ulterioara.

Atunci cand calatoriti, aveti intotdeauna asupra dvs. cardul pentru urgente
medicale furnizat impreuna cu dispozitivul dvs. Cardul pentru urgente medicale
furnizeaza informatii critice despre sistemele de securitate din aeroporturi si
utilizarea transmitatorului in avion in conditii de siguranta. Nerespectarea
instructiunilor din cardul pentru urgente medicale poate duce la rani grave.

Precautii

Nu incercati sa utilizati transmitatorul Guardian™ Link (3) (MMT-7911) impreuna
cu o pompa de insulina MiniMed™ care nu are conectivitate la dispozitive
inteligente. Numai o pompa de insulina MiniMed™ cu conectivitate la dispozitive

inteligente poate sa comunice cu transmitatorul Guardian™ Link (3) (MMT-7911).

Utilizati numai senzorul de glucoza Guardian™ Sensor (3) (MMT-7020)
impreund cu transmitatorul. Nu utilizati niciun alt senzor. Alti senzori nu sunt
destinati pentru utilizare impreuna cu transmitatorul si vor cauza defectarea
transmit&torului si a senzorului.
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Utilizati numai testerul de culoare verde (MMT-7736L) impreuna cu transmitatorul.
Buzunarele transmitatorului sunt vizibile atunci cand acesta este conectat la tester.
Nu utilizati nicio alta mufa de testare. Alte mufe de testare nu sunt destinate utilizarii
cu acest transmitator si vor provoca defectarea transmitatorului si a testerului.

buzunare

Utilizati intotdeauna testerul atunci cand curatati transmitatorul. Nu utilizati nicio alta
mufa de testare impreuna cu transmitatorul. Utilizarea altei mufe de testare poate
permite patrunderea apei in transmitator sau poate impiedica curatarea corecta. Apa
poate deteriora transmitatorul.

Nu rasuciti testerul sau senzorul in timp ce sunt atasate la transmitator. Rasucirea
testerului sau a senzorului va deteriora transmitatorul.

Nu lasati testerul sa intre Tn contact cu niciun lichid atunci cand nu este conectat la
transmitator. Un tester ud poate deteriora transmitatorul.

Nu lasati transmitatorul sa intre in contact cu niciun lichid atunci cand nu este
conectat la un senzor sau la tester. Umezeala deterioreaza transmitatorul, iar un
transmitator ud poate deteriora senzorul.

Nu curétati inelele de etansare de pe tester cu nicio substanta. Curatarea inelelor de
etansare poate deteriora testerul.

Inele de
etansare

.

1|11
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IEC60601-1-2:2014 editia a 4-a; Precautii speciale cu privire la
compatibilitatea electromagnetica (CEM) pentru echipamentele
electrice de uz medical

1 Precautii speciale cu privire la compatibilitatea electromagnetica (CEM): Acest
dispozitiv purtat pe corp este proiectat pentru a functiona intr-un mediu
rezidential, domestic, public sau profesional rezonabil, in care exista niveluri
obisnuite ale campuirilor radiate ,E” (V/m) sau ,H” (A/m), de exemplu, telefoane
celulare, tehnologie wireless, desfacatoare electrice de conserve, cuptoare cu
microunde si inductie. Acest dispozitiv genereaza, utilizeaza si poate emite
radiatii cu frecventa radio si, daca nu este instalat si utilizat in conformitate cu
instructiunile furnizate, poate cauza interferente daunatoare pentru comunicatiile
radio.

2 Echipamentele de comunicatii RF portabile si mobile pot afecta echipamentele
medicale electrice. Daca se manifesta interferentd RF din cauza unui
transmitator RF mobil sau stationar, indepartati-va de transmitatorul RF care
cauzeaza interferenta.

3 Aveti grija cand utilizati transmitatorul la distanta mai mica de 30 cm (12 in) fata
de echipamentele portabile cu radiofrecventa (RF) sau echipamentele electrice.
Daca trebuie sa utilizati transmitatorul in apropierea echipamentelor cu RF
portabile sau a echipamentelor electrice, observati transmitatorul pentru a
confirma ca sistemul functioneaza corect. Rezultatul poate fi degradarea
performantei transmitatorului.

Asistenta

Contactati reprezentanta dvs. locala daca aveti nevoie de un exemplar din ghidul de
utilizare a unui sistem MiniMed ™.

Pregatirea transmitatorului

Transmitatorul contine o baterie reincarcabila, care nu poate fi inlocuitd, pe care o
puteti incarca la nevoie cu ajutorul incarcatorului. Inainte de utilizare, transmitatorul
trebuie sa fie incarcat. Incarcatorul are un indicator luminos verde care arata starea
incarcarii si un indicator luminos rosu care comunica eventualele probleme in timpul
incarcarii. Daca vedeti un indicator luminos rosu, consultati Depanare, la

pagina 220. Pentru incarcator este necesara o baterie AAA alcalina.

Nota: Daca bateria este instalata incorect sau are un nivel scazut de energie,
incarcéatorul nu functioneaza. Repetati pasii pentru instalarea bateriei, utilizadnd
o baterie noua.
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Instalarea unei baterii in incarcator

Pentru a instala o baterie in incarcator:

1 Apasati capacul compartimentului pentru baterii si scoateti-I prin glisare (conform
ilustratiei din pasul 3).

2 Introduceti o baterie alcalina AAA noud. Asigurati-va ca simbolurile + si - de pe
baterie sunt in dreptul acelorasi simboluri de pe incarcator.

3 Gilisati la loc pe incarcator capacul compartimentului pentru baterii, pana cand se
fixeaza in lacas cu un declic.

incarcarea transmitatorului

ATENTIE: incércati intotdeauna transmitatorul inainte de a va introduce senzorul.
Transmitatorul nu functioneaza daca este descarcat complet. Un
transmitator incarcat complet functioneaza cel putin sapte zile fara a fi
reincarcat. Reincarcarea unui transmitator descarcat complet poate
dura pana la doua ore.

ATENTIE: Nu tineti transmitatorul in incarcator mai mult de 60 de zile.
Deconectati-l si reconectati-l la incarcator pentru a-l incarca din nou
inainte de utilizare. Daca transmitatorul este lasat in incarcator mai mult
de 60 de zile, bateria transmitatorului va fi deteriorata permanent.

Incarcarea transmitatorului:

1 Impingeti transmitatorul si incarcatorul unul in celdlalt pentru a
conecta transmitatorul la incarcator.

2 Ininterval de 10 secunde de la conectarea transmitatorului, un =
indicator luminos verde de pe incarcator se va aprinde
intermitent timp de o secunda sau doua, pe masura ce
incarcatorul se alimenteaza cu energie. In restul perioadei de
incarcare, indicatorul luminos verde de pe incarcator va
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continua sa lumineze intermitent, repetand o succesiune de patru clipiri urmate
de o pauza.

3 Laterminarea incarcarii, indicatorul luminos verde de pe
fncarcator va ramane aprins, fara a clipi, timp de 15 - 20
de secunde, dupa care se va stinge. a

4 Dupa ce indicatorul luminos verde de pe incarcator se
stinge, deconectati transmitatorul de la incarcator.
Indicatorul luminos verde de pe transmitétor incepe sa se

aprinda intermitent.

Asocierea transmitatorului

Consultati intotdeauna ghidul de utilizare a sistemului pentru instructiuni despre
modul de asociere a transmitatorului cu pompa dvs. Trebuie ca pompa si
transmitatorul sa fie asociate inainte ca datele de la senzor sa poata fi transmise la
pompa. Este suficient ca pompa si transmitatorul sa fie asociate o singura data. Nu
este nevoie sa asociati din nou pompa cu transmitatorul atunci cand introduceti un
senzor nou.

Introducerea senzorului

Consultati intotdeauna ghidul de utilizare a senzorului pentru instructiuni despre
modul de introducere a senzorului.

Conectarea transmitatorului la senzor

inainte de a incepe, asigurati-va ca aveti la indemana ghidul de utilizare a sistemului
pompei de insulina MiniMed ™,

Pentru a conecta transmitatorul la senzor:

1 Dupa introducerea senzorului, consultati ghidul de utilizare a senzorului pentru
detalii despre modul de aplicare a benzii necesare Tnhainte de conectarea
transmitatorului.

2 Tineti capatul rotunjit al senzorului introdus pentru a impiedica deplasarea
acestuia Tn timpul conectarii.
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3 Tineti transmitatorul conform ilustratiei. Aliniati cele doua
crestaturi de pe transmitator cu bratele laterale ale senzorului.
Partea plata a transmitatorului trebuie sa fie orientata catre
piele.

4 Glisati transmitatorul pe conectorul senzorului, pana cand
bratele senzorului se fixeaza in crestaturile de pe transmitator.
Daca transmitatorul este conectat corespunzator si daca
senzorul a avut suficient timp pentru a se hidrata cu lichidul
interstitial, indicatorul luminos verde al transmitatorului se va aprinde intermitent de 6
ori.

Nota: Daca transmitatorul nu lumineaza intermitent, consultati Depanare, la
pagina 220.

5 Atunci cand indicatorul luminos verde al transmitatorului lumineaza intermitent dupa
conectarea la senzor, utilizati pompa pentru a porni senzorul. Pentru mai multe
instructiuni, consultati Ghidul de utilizare a sistemului.

6 Atasati aripioara adeziva a senzorului la transmitator.

7 Dupa conectarea transmitatorului, consultati ghidul de utilizare a senzorului pentru
detalii despre modul de aplicare a benzii necesare.

8 Urmati instructiunile afisate pe ecranul pompei sau prezentate in ghidul de utilizare a
sistemului.

Deconectarea transmitatorului de la senzor

Inainte de a incepe, asigurati-va ca aveti la indemana ghidul de utilizare a sistemului
pompei de insulina MiniMed ™,

Pentru a deconecta transmitatorul de la senzor:

1 Indepartati cu grija fragmentele de banda de pe transmitator si
senzor.

2 Tndepérta’gi aripioara adeziva din partea superioara a
transmitatorului.

3 Tineti transmitatorul precum in ilustratie si apucati bratele
laterale flexibile ale senzorului intre policar si index.

4 Scoateti cu grija transmitatorul din senzor.

5 Urmati instructiunile afisate pe pompa sau prezentate Tn ghidul
de utilizare a sistemului.
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indepartarea senzorului

Consultati intotdeauna ghidul de utilizare a senzorului pentru instructiuni despre
modul de indepartare a senzorului.

Reconectarea transmitatorului la un senzor deja introdus

Puteti reconecta transmitatorul la senzorul pe care 1l utilizati in prezent. Este suficient
sa conectati transmitatorul la senzorul pe care I-ati introdus deja. Atunci cand pompa
detecteaza transmitatorul, confirmati optiunea Reconectare senzor. Atunci cand
reconectati un senzor, stabilirea conexiunii poate dura cateva secunde. Atasati din
nou aripioara adeziva a senzorului la transmitator si aplicati din nou banda necesara,
daca este cazul. Atunci cand reconectati un senzor, acesta va parcurge o noua
perioada de initializare Thainte de a putea fi calibrat.

Testerul

Testerul este utilizat pentru a testa transmitatorul si a confirma ca acesta
functioneaza. De asemenea, testerul este utilizat drept componenta obligatorie
pentru crearea unui sigiliu etans si impermeabil Tn timp ce se curata transmitatorul.
Conectarea corecta a testerului la transmitator asigura ca lichidele nu ajung in
contact cu pinii conectorului din interiorul transmitatorului. Lichidele pot cauza
corodarea pinilor conectorului si pot afecta functionarea transmitatorului.

Nu rasuciti testerul in timp ce este atasat la transmitator. Acest lucru va deteriora
transmitatorul.

Testerul poate fi utilizat timp de un an. Daca utilizati in continuare testerul dupa
termenul de un an, pinii conectorului din interiorul transmitatorului pot fi deteriorati,
din cauza ca testerul nu poate asigura in continuare etanseitatea si
impermeabilitatea. Pentru instructiuni despre procedura de verificare a pinilor
conectorului, consultati Inspectarea pinilor conectorului transmitétorului, la

pagina 208.
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ATENTIE: Utilizati numai testerul de culoare verde (MMT-7736L) impreuna cu
transmitatorul. Buzunarele transmitatorului sunt vizibile atunci cand
acesta este conectat la tester. Nu utilizati nicio altd mufa de testare.
Alte mufe de testare nu sunt destinate utilizarii cu acest transmitator si
vor provoca defectarea transmitatorului si a testerului.

buzunare

Inspectarea pinilor conectorului transmitatorului
Aceasta imagine este o exemplificare a aspectului pinilor conectorului.

deschiderea conectorului

pini conector

carcasa

Verificati deschiderea conectorului transmitatorului pentru a va asigura ca pinii
conectorului nu sunt deteriorati sau corodati. Daca pinii conectorului sunt deteriorati sau
corodati, transmitatorul nu poate comunica cu incarcatorul sau cu pompa. Contactati
reprezentanta dvs. locala. Este posibil ca transmitatorul sa trebuiasca sa fie inlocuit.

De asemenea, verificati daca interiorul deschiderii conectorului este umed. Daca
observati urme de umezeala, asteptati cel putin o oraé pana céand transmitatorul se usuca.
Urmele de umezeala din interiorul deschiderii conectorului pot determina functionarea
necorespunzatoare a transmitatorului, iar, in timp, pot duce la corodare si deteriorare.
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Conectarea testerului pentru testare sau curatare
Inainte de a incepe, asigurati-va ca aveti la indemana ghidul de utilizare a sistemului
pompei de insulina MiniMed ™.

Pentru a conecta testerul:

1 Tineti transmitatorul si testerul conform ilustratiei. Aliniati partea plana a testerului
cu partea plana a transmitatorului.

2 Impingeti testerul in transmitator pana cand bratele laterale
flexibile ale testerului se fixeaza cu un declic in crestaturile
de pe ambele parti ale transmitatorului. -»>
Atunci cand este conectat corect, indicatorul luminos verde
clipeste de 6 ori. (| Q

3 Pentru a testa transmitatorul, verificati pictograma -»>

senzorului de pe pompa pentru a va asigura ca

transmitatorul transmite un semnal (consultati ghidul de
utilizare a sistemului).

4 Pentru a curata transmitatorul, consultati Curétarea transmitatorului, la
pagina 209.

5 Dupa testare sau curatare, deconectati testerul de la transmitator.

Deconectarea testerului

Pentru a deconecta testerul:

1 Tineti corpul transmitatorului ca in ilustratie si apropiati bratele laterale ale
testerului.

2 Tinand bratele testerului apropiate, scoateti usor
transmitatorul din tester.

Nota: Pentru a prelungi durata de viata a bateriei, NU
lasati testerul conectat dupé curétare sau testare.

Curatarea transmitatorului

Transmitatorul este destinat pentru uz personal la domiciliu

(utilizare pentru un singur pacient) sau pentru utilizare in

unitatile medicale (utilizare la mai multi pacienti). Pentru utilizarea la un singur
pacient este obligatorie curatarea dupa fiecare utilizare, iar pentru utilizarea la mai
multi pacienti sunt obligatorii curatarea si dezinfectarea dupa fiecare utilizare. Atunci
cand utilizati transmitatorul intr-o unitate medicala, urmati intotdeauna procedura de
curatare si dezinfectare pentru utilizarea la mai multi pacienti.
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AVERTISMENT: Nu aruncati transmitatorul intr-un container pentru deseuri
medicale si nu il expuneti la temperaturi foarte ridicate.
Transmitatorul contine o baterie care se poate aprinde, provocénd
rani grave.

Nota: Testerul este o componenta obligatorie pentru curatarea transmitatorului. Pentru
detalii, consultati Testerul, la pagina 207.

ATENTIE: Nu folositi aparatul de spalare-dezinfectare automatéa pentru a curata
sau a dezinfecta dispozitivul. Utilizarea unui aparat de spalare-
dezinfectare automata pentru a curata sau a dezinfecta dispozitivul va
cauza deteriorarea transmitatorului.

A se folosi pentru un singur pacient
Curatati intotdeauna transmitatorul dupa fiecare utilizare.

Pentru a curata transmitatorul, aveti nevoie de urmétoarele materiale:

* sapun lichid slab

» periuta de dinti cu peri moi, pentru copii

*  recipient

» carpe curate, uscate, care nu lasa scame

Durata de viata

Transmitatorul poate fi curatat de maximum 122 de ori sau timp de un an, oricare dintre
aceste limite este atinsa prima. Tn acest punct, scoateti transmitatorul din uz. Dac&
utilizati in continuare transmitatorul de mai mult de 122 de ori sau mai mult de un an,
procesul de curatare poate deteriora dispozitivul. Contactati reprezentanta locala pentru
a comanda un transmitator nou.

AVERTISMENT: Nu utilizati dispozitivul daca observati pe carcasa crapaturi,
portiuni care se cojesc sau portiuni cu defecte. Fisurarea,
exfolierea sau defectele carcasei sunt semne de deteriorare.
Deteriorarea carcasei poate afecta capacitatea de a curata corect
transmitatorul si poate provoca rani grave. Contactati
reprezentanta locala si scoateti dispozitivul din uz in conformitate
cu reglementarile locale privind eliminarea bateriilor (fara
incinerare) sau contactati cadrul medical pentru informatii despre
eliminare.

Pentru a curata transmitatorul:

1 Spalati-va bine mainile.
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2 Atasati testerul la transmitator pentru a crea un sigiliu etans si impermeabil.
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3 Daca pe transmitator exista reziduuri de adeziv, consultati indepdrtarea
reziduurilor de adeziv, la pagina 218.
4 Clatiti transmitatorul sub jet de apa de la robinet la temperatura camerei, timp de

cel putin un minut, pana cénd este vizibil curat. Asigurati-va ca toate zonele unde
se ajunge cu dificultate sunt clatite bine.

5 Pregatiti o solutie de sapun slaba, folosind 5 mililitri (1 linguritd) de s&pun lichid
slab la 3,8 litri (1 galon) de apa de la robinet la temperatura camerei.

6 Cu testerul inca atasat, scufundati transmitatorul in solutia slaba de sapun lichid
si asati-l timp de un minut.
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7 Tineti testerul si periati intreaga suprafata a transm

itatorului cu o periuta de dinti cu

peri moi, pentru copii. Asigurati-va ca periati bine toate zonele unde se ajunge cu

dificultate, pana cand sunt vizibil curate.

8 Clatiti transmitatorul sub jet de apa de la robinet la temperatura camerei, timp de cel
putin un minut, pana cand este indepartat tot sdpunul lichid vizibil.

9 Stergeti transmitatorul si testerul cu o carpa curata

si uscata.

<

10 Asezati transmitatorul si testerul pe o carpa curata si uscata si lasati-le sa se usuce

complet.
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11 Deconectati testerul de la transmitator, strdngand usor bratele testerului.

Pentru utilizare la mai multi pacienti
Atunci cand utilizati transmitatorul intr-o unitate medicala, intotdeauna curatati si
dezinfectati transmitatorul dupa fiecare utilizare.

AVERTISMENT: La manipularea sau utilizarea acestui dispozitiv, trebuie sa
respectati Precautiile standard. Toate partile sistemului
trebuie considerate ca fiind posibil infectioase si pot transmite
agenti patogeni transmisibili prin sdnge intre pacienti si
personalul medical.

Transmitatorul trebuie dezinfectat dupa utilizarea la fiecare
pacient. Sistemul poate fi utilizat pentru efectuarea testelor la
mai multi pacienti doar daca sunt respectate Precautiile
standard si procedurile de dezinfectare furnizate de Medtronic
Diabetes.

Pentru a curata transmitatorul, aveti nevoie de urmatoarele materiale:

*  manusi

* sapun lichid slab

»  periuta de dinti cu peri moi, pentru copii

» Tnalbitor 8,25%

* doua recipiente

* carpe curate, uscate, care nu lasa scame

Durata de viata
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Transmitatorul poate fi curatat si dezinfectat de maximum 122 de ori sau timp de un an,
oricare dintre aceste limite este atinsa prima. in acest punct, scoateti transmit&torul din
uz. Daca utilizati in continuare transmitatorul de mai mult de 122 de ori sau mai mult de
un an, procesul de curatare si dezinfectare poate deteriora dispozitivul. Contactati
Medtronic pentru a comanda un nou transmitator.

Pentru a curata si a dezinfecta transmitatorul:
1 Spalati-va pe maini si puneti-va manusile.
2 Inspectati interiorul deschiderii conectorului transmitatorului, pentru a depista
prezenta oricaror fluide corporale. Pentru instructiuni despre procedura de inspectare

a pinilor conectorului, consultati Inspectarea pinilor conectorului transmitatorului, la
pagina 208.

ATENTIE: Persoana care inspecteaza transmitatorul trebuie sa aiba vederea
suficient de buna pentru a reusi sa depisteze picaturi mici de fluide
corporale sau reziduuri.

AVERTISMENT: Daca depistati orice fluide corporale in deschiderea conectorului,
trebuie sa scoateti din uz transmitatorul. Deoarece transmitatorul
contine o baterie, nu il aruncati intr-un container pentru deseuri
biologice. In acest caz, continuati s curatati si dezinfectati
transmitatorul, iar apoi scoateti-l din uz in conformitate cu
reglementarile locale privind scoaterea din uz a bateriilor (exclus
incinerare).

deschiderea conectorului

pini conector

carcasa
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3 Atasati testerul la transmitator pentru a crea un sigiliu etans si impermeabil.

5
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4 Daca pe transmitator exista reziduuri de adeziv, consultati indepéartarea
reziduurilor de adeziv, la pagina 218.

Clatiti transmitatorul sub jet de apa de la robinet la temperatura camerei, timp de

cel putin un minut, pana cénd este vizibil curat. Asigurati-va ca toate zonele unde
se ajunge cu dificultate sunt clatite bine.

Pregatiti o solutie de sapun slaba, folosind 5 mililitri (1 linguritd) de s&pun lichid
slab la 3,8 litri (1 galon) de apa de la robinet la temperatura camerei. Preparati o
solutie proaspata pentru fiecare utilizare.

Cu testerul inca atasat, scufundati transmitatorul in solutia slaba de sapun lichid
si asati-l timp de un minut.
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8 Tineti testerul si periati intreaga suprafata a transmitatorului cu o periuta de dinti cu
peri moi, pentru copii. Asigurati-va ca periati bine toate zonele unde se ajunge cu
dificultate, pana cand sunt vizibil curate.

9 Clatiti transmitatorul sub jet de apa de la robinet la temperatura camerei, timp de cel
putin un minut, pana cand este indepartat tot sdpunul lichid vizibil.

10 Stergeti transmitatorul si tester

ul cu o carpa curata

<

si uscata.

11 Preparati o solutie de inalbitor 1:10, utilizadnd o (1) parte inalbitor 8,25% la noua (9)
parti apa, pentru a obtine o concentratie finald de 0,8%. Preparati o solutie proaspata

pentru fiecare utilizare.
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12 Inainte de dezinfectare trebuie sa incheiati toti pasii de curatare anteriori.
Pastrand testerul atasat, inmuiati transmitatorul in solutia de inélbitor timp de 20
de minute.

13 Clatiti transmitatorul sub jet de apa de la robinet la temperatura camerei timp de
trei minute.

14 Asezati transmitatorul si testerul pe o carpa curata si uscata si lasati-le sa se
usuce complet.

AVERTISMENT: Daca la inspectarea anterioara ati vazut orice fluide corporale
in interiorul deschiderii conectorului, trebuie ca in acest
moment sa scoateti din uz transmitatorul impreuna cu testerul
atasat, in conformitate cu reglementarile locale privind
scoaterea din uz a bateriilor (fara incinerare).
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15 Deconectati testerul de la transmitéator, strangand usor bratele testerului.

16 Inspectati carcasa transmitatorului pentru a depista orice semn de crapare, exfoliere
sau deteriorare. Dacé vedeti oricare dintre aceste semne, trebuie ca in acest moment
sa scoateti din uz transmitatorul dezinfectat, in conformitate cu reglementarile locale
privind scoaterea din uz a bateriilor (fara incinerare).

AVERTISMENT: Nu utilizati dispozitivul daca observati pe carcasa crapaturi,
portiuni care se cojesc sau portiuni cu defecte. Fisurarea,
exfolierea sau defectele carcasei sunt semne de deteriorare.
Deteriorarea carcasei poate afecta capacitatea de a curata corect
transmitatorul si poate provoca rani grave. Contactati
reprezentanta locala si scoateti dispozitivul din uz in conformitate
cu reglementarile locale privind eliminarea bateriilor (fara
incinerare) sau contactati cadrul medical pentru informatii despre
eliminare.

17 Scoateti din uz manusile utilizate si spalati-va bine pe maini cu apa si sapun.

indepartarea reziduurilor de adeziv

Poate fi necesar sa efectuati aceasta procedura daca pe transmitator exista reziduuri de
adeziv. Daca inspectati vizual transmitatorul si observati reziduuri de adeziv pe el, urmati
aceste instructiuni.

Pentru a elimina reziduurile de adeziv, aveti nevoie de tampoane de bumbac si de o
solutie de uz medical pentru indepartarea adezivilor cum este Detachol™*, care este un
solvent pe baza de petrol.

Nota: jn timpul testelor, Medtronic MiniMed a utilizat Detachol™ " pentru a indepdrta
reziduurile adezive de pe transmitator. Se recomanda utilizarea solutiei

Detachol™?*, insa este posibil ca aceasta sé nu fie disponibila in toate {arile.

Pentru a indeparta reziduurile de adeziv:

1 Asigurati-va ca testerul este atasat la transmitétor.
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2 Inmuiati un tampon de vata in solutia pentru indepartarea adezivului medical.
3 Tineti testerul si frecati usor transmitatorul cu solutia pentru indepartarea
adezivului, pana la curatarea completa a reziduurilor.

4  Continuati procedura de curatare. Consultati Curéatarea transmitatorului, la
pagina 209 pentru detalii.

Baie si inot

Dupa ce transmitatorul si senzorul s-au conectat, jonctiunea este etansa si
impermeabila pana la adancimea de 2,4 metri (8 picioare) timp de maximum 30 de
minute. Puteti sa faceti dus si sa notati fara a le indeparta.

Curatarea incarcatorului

Aceasta procedura cuprinde operatiile generale de curatare necesare in functie de
aspectul fizic.

ATENTIE: Nu scufundati incarcatorul in apa sau in orice alt agent de curatare.
Incarcatorul nu este impermeabil. Apa poate deteriora incarcatorul
si poate cauza functionarea defectuoasa a dispozitivului.

AVERTISMENT: Eliminati incarcatorul in conformitate cu reglementarile locale

privind eliminarea bateriilor, sau contactati cadrul medical

pentru informatii despre eliminare. incarcatorul se poate
aprinde la incinerare.

Pentru a curata incarcatorul:

1 Spalati-va bine mainile.

2 Folositi o carpa umeda imbibata in solutie de curatare slaba, precum un
detergent de spalat vase, pentru a curata orice urma de murdarie sau corp strain

de pe suprafata incarcatorului. Nu utilizati niciodata solventi organici precum
diluantul de vopsele sau acetona, pentru a curata Tncarcatorul.
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3 Asezati incarcatorul pe o carpa curata si uscata si lasati sa se usuce prin evaporare

timp de doua sau trei minute.

Depanare

Urmatorul tabel contine informatii pentru remedierea problemelor transmitatorului,
incarcatorului si testerului. Pentru mai multe intrebari despre remedierea problemelor,
consultati ghidul de utilizare a sistemului.

transmitatorul la
fncarcator si nu s-a
aprins niciun indicator
luminos.

transmitatorului prezinta
deteriorari sau coroziuni.

Bateria incarcatorului nu
are energie sau
incarcatorul nu are
baterie.

Problema Cauza probabila Rezolvare
(cauze probabile)
Ali conectat Pinii conectorului 1 Verificati daca pinii conectorului

transmitatorului sunt deteriorati sau
corodati. Pentru mai multe informatii
despre pinii conectorului dvs., consultati
Inspectarea pinilor conectorului
transmitatorului, la pagina 208. Daca pinii
sunt deteriorati sau corodati, contactati
reprezentanta dvs. locala. Este posibil ca
transmitatorul sa trebuiasca sa fie inlocuit.

Daca pinii conectorului nu prezinta
deteriorari, Tnlocuiti bateria din incarcator.
Pentru instructiuni privind inlocuirea
bateriei incarcéatorului, consultati
Instalarea unei baterii in incarcator, la
pagina 204.

Pe durata incarcarii,
indicatorul luminos
verde cu aprindere
intermitenta de pe
incarcator se opreste,
iar pe incarcator
clipeste pe o perioada
mai lunga un indicator
luminos rosu.

Bateria incarcatorului are
un nivel de energie
scazut.

Tnlocuiti bateria ncarcatorului. Pentru
instructiuni privind Tnlocuirea bateriei
incarcatorului, consultati Instalarea unei baterii
in incarcator, la pagina 204.

Pe durata incarcarii,
indicatorul luminos
verde cu aprindere
intermitenta de pe
incarcator se opreste,
iar pe incarcator se
aprind cate doua
secunde indicatoarele
luminoase rosii.

Nivelul de energie al
transmitatorului este
scazut.

1

2

Tncarcati transmitatorul incontinuu timp de
o ora. Daca clipitul nu se opreste, treceti
la pasul 2.

Tnc&rcati transmitatorul incontinuu timp de
opt ore. Daca lumina intermitenta nu se
opreste, apelati reprezentanta locala.
Este posibil ca transmitatorul sa
trebuiasca sa fie inlocuit.
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Problema

Cauza probabila
(cauze probabile)

Rezolvare

Pe durata incarcarii, pe
fncarcator se aprind
intermitent
indicatoarele
luminoase rosii, intr-o
combinatie de aprinderi
pe duraté lunga si
scurta.

Nivelul de energie al
fncarcatorului si al
transmitatorului este
scazut.

1 Tnlocuiti bateria incarcatorului. Pentru
instructiuni privind inlocuirea bateriei
incarcatorului, consultati Instalarea unei
baterii in incarcator, la pagina 204.

2 Incarcati transmitatorul incontinuu timp de
o ora. Daca indicatoarele luminoase rosii
cu aprindere intermitenta rapida nu se
opresc, treceti la pasul 3.

3 Incarcati transmitatorul incontinuu timp de
opt ore. Daca lumina intermitenta nu se
opreste, apelati reprezentanta locala.
Este posibil ca transmitatorul sa
trebuiasca sa fie inlocuit.

Indicatorul luminos
verde de pe
transmitator nu se
aprinde intermitent
atunci cand il conectati
la senzor.

Transmitatorul nu este
bine conectat.

Nivelul de energie al
transmitatorului este
scazut.

Senzorul nu este

introdus corect in corp.

1 Deconectati transmitatorul de la senzor.

2 Asteptati cinci secunde si reconectati-le.
Daca in continuare indicatorul luminos
verde nu se aprinde, treceti la pasul 3.

3 Incércati complet transmitatorul si
conectati-l la tester. Daca in continuare
indicatorul luminos verde nu se aprinde
intermitent, consultati instructiunile de
depanare pentru situatia in care
sIndicatorul luminos verde de pe
transmitator nu se aprinde intermitent
atunci cand conectati transmit&torul la
tester”. Daca indicatorul luminos verde se
aprinde intermitent, treceti la pasul 4.

4 Deconectati transmitatorul de la tester,
asteptati cel putin cinci secunde si
conectati transmitatorul la senzor. Daca in
continuare indicatorul luminos verde nu
se aprinde intermitent, treceti la pasul 5.

5 Este posibil ca senzorul sa nu fie introdus
corect in corpul dvs. Scoateti senzorul din
corpul dvs. si introduceti un nou senzor.
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Problema

Cauza probabila
(cauze probabile)

Rezolvare

Indicatorul luminos
verde de pe
transmitator nu se
aprinde intermitent
atunci cand il conectati
la tester.

Transmitatorul nu este
bine conectat.

Nivelul de energie al
transmitatorului este
scazut.

1 Verificati conexiunea dintre transmitator si
tester. Daca in continuare indicatorul
luminos verde nu se aprinde intermitent,
treceti la pasul 2.

Tncarcati complet transmitatorul.

3 Testati din nou transmitatorul cu ajutorul
testerului. Daca in continuare nu se
aprinde intermitent indicatorul luminos
verde, contactati reprezentanta locala.
Este posibil ca transmitatorul sa
trebuiasca sa fie inlocuit.

Bateria transmitatorului
nu dureaza sapte zile.

Transmitatorul nu este
complet incarcat atunci
cand 7l conectati la
senzor.

Transmitatorul si pompa
pierd frecvent
conexiunea fara fir.

1 Incarcati complet transmitatorul inainte de
a-l conecta la senzor. Daca in continuare
bateria transmitatorului nu rezista pe
durata de utilizare a unui senzor, treceti la
pasul 2.

2 Tndepérta’gi-vé de orice echipament care
poate cauza interferenta RF. Pentru mai
multe informatii privind interferenta RF,
consultati fisa cu informatii despre
conformitatea cu standardele din
radiocomunicatii, inclusa impreuna cu
pompa.

3 Asigurati-va ca pompa si transmitatorul se
afla pe aceeasi parte a corpului dvs.,
pentru a reduce la minimum interferenta
RF. Daca bateria complet incarcata a
transmitatorului continua sa piarda
energie inainte de o perioada completa
de sapte zile, contactati reprezentanta
locala. Este posibil ca transmitatorul sa
trebuiasca sa fie inlocuit.
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Problema Cauza probabila Rezolvare
(cauze probabile)

Transmitatorul a Pompa nu se afla in aria 1 Tndepérta’gi-vé de orice echipament care
pierdut conexiunea cu de acoperire. poate cauza interferenta RF. Pentru mai
pompa. multe informatii privind interferenta RF,

Exista interferenta RF
produsa de alte
dispozitive.

consultati fisa cu informatii despre
conformitatea cu standardele din
radiocomunicatii, inclusa impreuna cu
transmitatorul. Daca transmitatorul in
continuare nu comunica cu pompa, treceti
la pasul 2.

2 Asigurati-va ca pompa si transmitatorul se
afla pe aceeasi parte a corpului dvs.,
pentru a reduce la minimum interferenta
RF. Daca transmitatorul in continuare nu
comunica cu pompa, contactati
reprezentanta locald pentru asistenta.

Nota: Se declanseaza o alarma sau o alerta si apare un mesaj atunci cand transmitatorul pierde
conexiunea cu pompa timp de 30 de minute.

Depozitarea si manipularea

Depozitati transmitatorul, incarcatorul si testerul intr-un loc uscat si curat, la
temperatura camerei. Daca transmitatorul nu este in uz, trebuie sa incarcati
transmitatorul cel putin o data la 60 de zile.

ATENTIE: Nu tineti transmitatorul in incarcator. Daca transmitatorul este lasat
in incarcator mai mult de 60 de zile, bateria va fi deteriorata
permanent.

Scoaterea din uz

Nu eliminati transmitatorul la deseuri municipale nesortate. Eliminati transmitatorul in
conformitate cu reglementarile locale privind eliminarea bateriilor, sau contactati
cadrul medical pentru informatii despre eliminare.

Specificatii

Performanta esentiald (PE) a transmitatorului consta in a masura si a transmite catre
un dispozitiv de monitorizare valoarea (valorile) semnalului dispozitivului de detectie,
in parametrii de exactitate ai transmitatorului, in conditiile de utilizare specificate
prezentate Tn ghidul de utilizare a sistemului, si pe durata de functionare preconizata.
Daca transmitatorul este afectat de perturbatii electromagnetice, este posibil sa nu se
realizeze transmisia ori s& se transmita date incorecte. in aceste situatii, consultati
instructiunile pentru operare, intretinere si depanare din ghidurile de utilizare
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aplicabile. De asemenea, puteti utiliza dispozitivul de testare pentru a testa daca
transmitatorul functioneaza corect. Daca transmitatorul este deteriorat sau nu poate sa
comunice cu ncarcatorul sau cu pompa, contactati reprezentanta Medtronic locala
pentru asistenta.
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Biocompatibilitate

Transmitator: Este conform cu EN ISO 10993-1

Parti aplicate Transmitator
Senzor
Conditii de Temperatura transmitatorului: 0°C — 45°C (32°F — 113°F)

functionare

Atentie: Atunci cand operati transmitatorul in tester la temperaturi ale
aerului mai mari de 41°C (106°F), temperatura transmitatorului poate
depasi 43°C (109°F).

Umiditate relativa a transmitatorului: intre 10% si 95%, fara condens
Presiunea transmitatorului: 57,60 kPa — 106,17 kPa (8,4 psi — 15,4 psi)
Temperatura incarcatorului: 10°C — 40°C (50°F — 104°F)

Umiditate relativa a incarcatorului: intre 30% si 75%, fara condens

Conditii de
depozitare

Temperatura transmitatorului: -20°C — 55°C (-4 F — 131°F)
Umiditate relativa a transmitatorului: pana la 95%, fara condens
Presiunea transmitatorului: 57,6 kPa — 106 kPa (8,4 psi — 15,4 psi)
Temperatura incarcatorului: -10°C — 50°C (14°F — 122°F)

Umiditate relativa a incarcatorului: intre 10% si 95%, fara condens

Durata de viata a
bateriei

Transmitator: sapte zile de monitorizare continua a glucozei, imediat dupa o
fncarcare completa.

Incarcator: Incarcatorul foloseste o baterie AAA noud pentru a incarca
transmitatorul.

Transmitator
frecventa

Banda de 2,4 GHz, tehnologie fara fir Bluetooth™* (versiunea 4.0)

Putere efectiva
radiata (ERP)

-12,05 dBm (0,06 mW)

Putere efectiva
radiata izotropic
(EIRP)

-9,9 dBm (0,1 mW)

Interval de
functionare

Maximum 1,8 metri (6 picioare) in aer liber

Durata de functionare
estimata a
transmitatorului

Durata de functionare estimata a transmitatorului este de un an, in functie
de utilizarea de catre pacient.
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Comunicatiile fara fir ale transmitatorului

Calitatea serviciilor

Transmitatorul si pompa de insulind se conecteaza prin intermediul conectivitatii la
dispozitive inteligente. Transmitatorul trimite catre pompéa date despre glicemie si alerte
referitoare la sistem. Pompa verifica integritatea datelor primite dupa transmisia fara fir.

Securitatea datelor

Transmitatorul este proiectat astfel incat sa accepte comunicatii prin radiofrecventa (RF)
numai de la dispozitivele recunoscute si asociate. Trebuie sa asociati pompa cu
transmitatorul Tnainte ca pompa sa accepte informatii de la transmitator.

Pompele de insulind MiniMed™ si componentele sistemului (aparatele de masurat si
transmitatoarele) asigura securitatea datelor prin metode protejate prin drepturi de
proprietate si integritatea datelor prin procese de verificare a erorilor, de exemplu prin
controale ale redundantei ciclice.

Calatorii cu avionul

Transmitatorul poate fi folosit in siguranta pe liniile aeriene comerciale. Daca personalul
navigant (al liniei aeriene) va pune intrebari despre utilizarea dispozitivului, va rugam sa fi
prezentati cardul pentru urgente medicale.

Indicatii si declaratia producatorului

Directive si declaratia producatorului — Emisii electromagnetice

Test de emisii Conformitate Mediu electromagnetic — Directive
Emisii RF CISPR 11 Transmitatorul utilizeaza energie RF numai pentru
comunicatiile sistemului. Prin urmare, emisiile RF sunt
CISPR 11 Grupa 1, Clasa foarte reduse si este putin probabil sa provoace
B interferente pentru echipamentele electronice din
Emisii - apropiere.
misii armonice Nu este cazul

Nota: Declaratia precedenta este impusé de

IEC 61000-3-2 standardul IEC 60601-1-2 pentru dispozitivele
din Grupa 1, Clasa B. Deoarece transmitatorul
este alimentat de la baterie, emisiile acestuia nu
vor fi afectate de refeaua de electricitate a

IEC 61000-3-3 cladirii, si nu exista dovezi privind niciun fel de
probleme asociate cu utilizarea sistemului in
cladirile rezidentiale.

Emisii de fluctuatii Nu este cazul
de tensiune

-226-



Directive si declaratia producatorului — Imunitate electromagnetica

Test de imunitate

Nivel test IEC
60601-1-2:2014

Conditie privind
utilizarea maxima
previzibila, in
conformitate cu
IEC
60601-1-2:2014

Directive privind
mediul electromagnetic

Descarcari +8 kV la descarcare +8 kV la descarcare Pentru utilizare Tn mediu
electrostatice (DES) | prin contact prin contact domestic, comercial sau
IEC 61000-4-2 12, kV, 4 kV, 8 kV, 12, kV, 4 kV, +8 spitalicesc tipic.
£15 kV in aer kV,
+15 kV in aer
Perturbatii conduse 3Vrms Nu este cazul Cerinta nu este valabila

induse de campurile
de radiofrecventa

intre 150 kHz si 80
MHz

6 Vrms

benzi ISM intre

150 kHz si 80 MHz

pentru acest dispozitiv
alimentat de la baterie.

Impulsuri electrice
tranzitorii rapide/in
rafale

2 kV
100 kHz frecventa de
repetitie

Nu este cazul

Cerinta nu este valabila
pentru acest dispozitiv
alimentat de la baterie.

IEC 61000-4-4
Supratensiune +0,5kV, 1 kV de la Nu este cazul Cerinta nu este valabila
tranzitorie linie la linie pentru acest dispozitiv
IEC 61000-4-5 0,5 kV, £1 kV, 2 kV alimentat de la baterie.

de la linie la pamant

Nota: Ur este tensiunea retelei electrice de c.a. inainte de aplicarea nive

lului de testare.

Caderi de tensiune,
intreruperi scurte si
variatii de tensiune
pe liniile de
alimentare

IEC 61000-4-11

0% Ur; 0,5 cicluri (la 0°,
45°,90°, 135°, 180°,
225°, 270° si 315°)

0% Uq; 1 ciclu (la 0°)

70% pentru 25/30
cicluri (la 0°)

0% pentru 250/300
cicluri

Nu este cazul

Cerinta nu este valabila
pentru acest dispozitiv
alimentat de la baterie.

Camp magnetic
frecventa de retea
(50/60 Hz)

IEC 61000-4-8

30 A/m

30 A/m

Pentru utilizare in mediu
domestic, comercial sau
spitalicesc tipic.

-227-

|

euBWO

~



Directive si declaratia producatorului — Imunitate electromagnetica

Test de imunitate

Nivel test IEC
60601-1-2:2014

Conditie privind
utilizarea maxima
previzibila, in
conformitate cu
IEC
60601-1-2:2014

Directive privind
mediul electromagnetic

Campurile de
proximitate
provenite de la
echipamentele de
telecomunicatii prin
RF fara fir

IEC 61000-4-3

IEC 60601-1-2:2014,
Tabelul 9

IEC 60601-1-2:2014,
Tabelul 9

Pentru utilizare in mediu
domestic, comercial sau
spitalicesc tipic.

Nota: Ureste tensiunea retelei electrice de c.a.

fnainte de aplicarea nive:

lului de testare.

Energie RF radiata
IEC 61000-4-3

10 VIm

intre 80 MHz si
2,7 GHz

80% AM la 1 kHz

10 VIm
intre 80 MHz si
6 GHz
80% AM la 1 kHz

Echipamentele de
comunicatii in RF
portabile si mobile nu
trebuie utilizate in
apropierea niciunei
componente a
transmitatorului la o
distantd mai mica decéat
distanta de separare
recomandata, de 30 cm
(12in).

Intensitatea campului
pentru transmitatoarele
RF fixe, conform
determinarii din cadrul
unui studiu
electromagnetic aplicat,
trebuie sa fie mai mica
decat nivelul de
compatibilitate din fiecare
interval de frecventa.

Interferentele pot aparea
in apropierea
echipamentelor marcate
cu urmatorul simbol:

(R

Nota: Aceste indicatii nu sunt valabile in toate situatiile. Propagarea electromagnetica este afectata
de fenomenele de absorbtie si de reflexie cauzate de structuri, de obiecte sau de persoane.
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Garantie

Medtronic MiniMed, Inc. (sau orice alta entitate legala indicata drept producator pe
eticheta acestui dispozitiv ,Medtronic MiniMed”) garanteaza cumparatorului ca
transmitatorul Medtronic nu prezinta defecte de materiale si manopera pentru o
perioada de un (1) an si incarcatorul pe o perioada de pana la un (1) an de la data
cumpararii.

Pe durata perioadei de garantie, Medtronic MiniMed va inlocui sau repara, dupa cum
considera de cuviintd, orice transmitator sau incarcator defect care face obiectul
conditiilor si excluderilor mentionate in acest document. Aceasta garantie se aplica
numai dispozitivelor noi. In cazul in care un transmitator sau incarcator este inlocuit,
perioada de garantie nu va fi extinsa peste data de expirare initiala.

Garantia este valabila numai daca transmitatorul sau incarcatorul Medtronic se
utilizeaza in conformitate cu instructiunile producatorului. Fara nicio limitare, aceasta
garantie nu se aplica:

+ Daca defectiunea este cauzata de schimbari sau de modificari aduse
transmitatorului sau incarcatorului de catre utilizator sau de catre terte persoane
dupa data cumpararii;

» Daca defectiunea este cauzata de operatii de service sau de reparatii efectuate
de orice persoana sau entitate, alta decat producatorul;

» Daca defectiunea este cauzata de forfa majoréa sau de orice alt eveniment
necontrolabil de catre producator;

» Daca defectiunea este cauzata de neglijenta sau de o utilizare
necorespunzatoare, incluzand, insa nelimitdndu-se la: depozitare neadecvata,
scufundare in apa, expunere la socuri fizice (precum scapari);

+ Daca defectiunea este cauzata de utilizarea dispozitivului in orice alt mod decét
cel indicat n etichetele, instructiunile de utilizare sau notificarile de reglementare
ale produsului furnizate de catre producator.

Aceasta garantie este valabila numai pentru cumparatorul initial. Vanzarea,
inchirierea sau oricare alta modalitate de transferare ori de utilizare a produsului Tn
perioada de garantie de catre alt utilizator decat cumparatorul initial atrag dupa sine
anularea imediata a prezentei garantii. Aceasta garantie nu este valabila pentru
senzorii de glucoza sau alte accesorii.

Remediile furnizate in aceasta garantie sunt remedii exclusive disponibile pentru
orice incalcare a acesteia. Nici Medtronic MiniMed, nici furnizorii si nici distribuitorii

sai nu sunt raspunzatori pentru nicio dauna accidentala, indirecta sau speciala de
orice natura cauzata de un defect al produsului.
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Toate celelalte conditii si garantii, altele decat garantiile obligatorii prevazute de lege,
exprese sau implicite, sunt excluse, inclusiv, dar fara a se limita la orice garantie privind
vandabilitatea sau potrivirea cu un anumit scop.

Aceasta garantie confera drepturi legale specifice cumparatorului, iar cumparatorul poate
avea, de asemenea, alte drepturi care variaza in temeiul legislatiei locale. Prezenta
garantie nu afecteaza drepturile legale ale cumparatorului.

Distribuirea software-ului cu sursa deschisa (OSS)

Acest document defineste software-ul cu sursa deschisa care poate fi accesat separat,
executat, legat, afiliat sau utilizat in alt mod de acest produs.

Acest software cu sursa deschisa este licentiat utilizatorilor sub rezerva clauzelor
acordului de licenta software separat pentru respectivul software cu sursa deschisa.

Utilizarea software-ului cu sursa deschisa de catre dvs. va fi reglementata in totalitate de
clauzele acestei licente.

Codul sursa/obiect si licenta aplicabila pentru software-ul cu sursa deschisé pot fi
obtinute pe site-ul urmator: http://www.ouah.org/ogay/hmac/.
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Tabel cu pictograme

Numar de serie

Numar de catalog sau de model

Un transmitator, un incarcator si un dispozitiv Serter per recipient/pachet

Doua testere per recipient/pachet

Data fabricarii (AAAA-LL-ZZ)

Producator

Trebuie sa consultati manualul de instructiuni Tnainte de fiecare utilizare (are
culoarea albastra pe eticheta).

Limita de temperatura

Radiatii electromagnetice neionizante

Identificatorul configuratiei sau al versiunii unice

Gradul de protectie impotriva socurilor electrice: componenta aplicata tip BF

Transmitator: nivel de protectie 4 impotriva obiectelor masive cu diametrul
peste 1 mm. Nivel de protectie 8 impotriva efectelor imersiunii continue in
apa [imersiune la 2,4 metri (8 picioare) timp de 30 de minute].

95%
I

Limite de umiditate

C€ 0459

Marcaj de conformitate: Acest simbol atesta conformitatea deplina a
dispozitivului cu Directiva MDD 93/42/CEE (NB 0459).

y

Fragil, a se manipula cu atentie

ae
« e

T

A se pastra uscat

®

Reciclati cartonul, hartia, ambalajele de plastic ale accesoriilor si materialele
tiparite neutilizate.

-231-

|

euBWO

~



deseurilor.

Functionare riscanta in medii de rezonanta magnetica (RM): evitati

Initiativa DEEE: A NU SE ARUNCA LA DESEURI MENAJERE. Reciclati
dispozitivul in conformitate cu reglementarile locale privind eliminarea
]
® apropierea de echipamente de imagistica prin rezonantd magnetica (IRM)

Data-limita pentru reincarcare
L]

Tehnologie fara fir Bluetooth™

© Bluetooth’

FCCID: OH27821 | Conform cu cerintele privind comunicatiile radio din Statele Unite.

Conform cu cerintele privind comunicatiile radio ale agentiei canadiene
IC: 3408B-7821 pentru inovare, stiinta si dezvoltare economic& (Innovation, Science and
Economic Development Canada).

m Reprezentant autorizat in Comunitatea Europeana
& Conform cu cerintele privind comunicatiile radio din Australia.
R(Only Numai pe baza de reteta
Marcaj de conformitate: acest simbol atesta conformitatea deplina a

dispozitivului cu Directiva MDD 93/42/CEE.

EE_] Consultati instructiunile de utilizare

é Atentie: consultati instructiunile de utilizare pentru avertismente sau
precautii importante care nu figureaza pe eticheta

© 2020 Medtronic MiniMed, Inc. Toate drepturile rezervate.

Medtronic, sigla Medtronic si Further, Together sunt marci comerciale ale Medtronic. ™* Marcile tertilor sunt marci comerciale ale detinatorilor lor
respectivi. Toate celelalte marci sunt marci comerciale ale unei companii Medtronic.

Bluetooth™*
Detachol™*
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