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Introduction

The Guardian™ Sensor (3) glucose

. / A. pedestal
sensor is part of your Continuous B. needle
Y housing
Glucose Monitoring (CGM) system. C. sensor
D. clear liner

The sensor continuously converts tiny
amounts of glucose from the interstitial
fluid under your skin into an electronic
signal. Your system then uses these
signals to provide sensor glucose
values.

Potential risks related to sensor use
General risks with sensor use include:
« Skin irritation or other reactions

* Bruising

» Discomfort

* Redness

* Bleeding

* Pain

* Rash

* Infection

* Raised bump

» Appearance of a small “freckle-like” dot where needle was
inserted

» Allergic reaction

» Fainting secondary to anxiety or fear of needle insertion

» Soreness or tenderness

» Swelling at insertion site

» Sensor fracture, breakage or damage

* Minimal blood splatter associated with sensor needle removal
* Residual redness associated with adhesive or tapes or both

» Scarring

Indications for use

The sensor is intended for use with the Guardian Link (3) and
Guardian Connect transmitters to continuously monitor glucose
levels in persons with diabetes.

Contraindications
None known.



Assistance

Please contact your local representative for assistance. Refer to
the Medtronic Diabetes International Contacts list at the end of this
user guide for contact information.

General warnings

Read this entire user guide before attempting to insert the sensor.
The one-press serter (MMT-7512) does not work the same as
other Medtronic insertion devices. Failure to follow directions or
using a different serter may result in improper insertion, pain, or
injury.

The sensor is designed to work with approved transmitters only.

It prevents connection with transmitters and recorders that are

not compatible with the sensor. Connecting your sensor to a
transmitter or recorder that is not approved for use with the sensor
may cause damage to the components. Refer to your system user
guide for a list of compatible products.

Do not make therapy decisions based on sensor glucose values
because sensor glucose and blood glucose (BG) values may
differ. If your sensor glucose reading is low or high, or if you feel
symptoms of low or high glucose, do the following prior to making
therapy decisions. Confirm your blood glucose with your meter
using a fingerstick blood sample.

Taking medications with acetaminophen or paracetamol while
wearing the sensor may falsely raise your sensor glucose
readings. The level of inaccuracy depends on the amount of
acetaminophen or paracetamol active in your body and may be
different for each person.

Do not expose your sensor to MRI equipment, diathermy devices,
or other devices that generate strong magnetic fields as the
performance of the sensor has not been evaluated under those
conditions and may be unsafe. If your sensor is inadvertently
exposed to a strong magnetic field, discontinue use and contact
your local representative for further assistance.

A retractable needle is attached to the sensor and minimal
blood splatter may occur. If you are a healthcare professional

or caregiver, wrap sterile gauze around the sensor to minimize
contact with blood. Keep as much distance as possible between
you and the patient when removing the needle.

Keep the needle housing within sight at all times to avoid an
accidental needlestick or puncture.

Always inspect the packaging for damage prior to use. Sensors
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are sterile and non-pyrogenic, unless the package has been
opened or damaged. Do not use the sensor if the sterile package
has been opened or damaged. Use of an unsterile sensor can
cause site infection.

This product contains small parts and may pose a choking hazard
for children.

Watch for bleeding at the insertion site (under, around, or on top of
the sensor).

If bleeding occurs, do the following:

1. Apply steady pressure, using sterile gauze or a clean cloth
placed on top of the sensor, for up to three minutes. The use of
unsterile gauze can cause site infection.

2. If bleeding stops, connect the transmitter (or recorder) to the
Sensor.

If bleeding does not stop, do not connect the transmitter to the
sensor because blood can get into the transmitter connector,
and could damage the device.

If bleeding continues, causes excessive
pain or discomfort, or is significantly visible
in the plastic base of the sensor, do the
following:

1. Remove the sensor and continue to apply
steady pressure until the bleeding stops. ,
Discard the sensor in a sharps container. plastic base

2. Check the site for redness, bleeding, irritation, pain,
tenderness, or inflammation. Treat based on instructions from
your healthcare professional.

3. Insert a new sensor in a different location.

General precautions

Wash your hands with soap and water before inserting the sensor
to help prevent site infection.

Wear gloves when inserting the sensor into someone other than
yourself to avoid contact with patient blood.

Do not insert the sensor through tape. Inserting the sensor through
tape may cause improper sensor insertion and function.

Only use alcohol to prepare the insertion site, to ensure that
residue is not left on the skin.

Rotate the sensor insertion site so that sites do not become
overused.



Discard used sensors and needle housings in a sharps container
after each use to avoid accidental needlestick or puncture.

Do not clean, resterilize, or try to extract the needle from the
needle housing. An accidental needlestick or puncture may occur.

Do not reuse sensors. Reuse of a sensor may cause damage to
the sensor surface and lead to inaccurate glucose values, site
irritation, or infection.

Where to insert the sensor

CAUTION: Make sure the sensor site is at least 2.5 cm (1 inch)
away from the insulin pump infusion site or manual injection
site. And when replacing the sensor, select a new site that is
at least 2.5 cm (1 inch) away from the previous site to allow
the area to heal. Any scarring or hardening of the tissue can
cause inaccurate insulin delivery or sensor performance.

CAUTION: Avoid the 5.0 cm (2 inch) area around the navel
to help ensure a comfortable insertion site and to help with
sensor adhesion.

Choose an insertion site that

has an adequate amount of ?

subcutaneous fat. Shown

here are the best body areas

(shaded) for sensor insertion.

Do not insert the sensor in muscle or areas constrained by
clothing or accessories, areas with tough skin or scar tissue, sites
subjected to rigorous movement during exercise, or in sites under
a belt or on the waistline for best sensor performance and to avoid
accidental sensor removal.

Removing the sensor

When you are ready to change your sensor, disconnect the
transmitter from the sensor as described in your transmitter user
guide. Gently pull the sensor from your body to remove it. Place
the sensor in a sharps container.

Reagents

The sensor contains two biological reagents: glucose oxidase, and
human serum albumin (HSA). Glucose oxidase is derived from
Aspergillus niger and manufactured to meet industry requirements
for extraction and purification of enzymes for use in diagnostic,
immunodiagnostic, and biotechnical applications. The HSA used
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on the sensor consists of purified and dried albumin fraction V,
derived from pasteurized human serum which is cross-linked

via glutaraldehyde. Approximately 3 ug of glucose oxidase and
approximately 10 ug of HSA are used to manufacture each sensor.
HSA is approved for IV infusion in humans at quantities much
larger than in the sensor.

Storage and handling

CAUTION: Do not freeze the sensor, or store it in direct
sunlight, extreme temperatures, or humidity. These conditions
may damage the sensor.

Only store sensors at room temperature between 2 °C to 27 °C
(36 °F to 80 °F).

Discard sensor after the “Use by date” indicated on the label, if the
package is damaged, or the seal is broken.

Sensor life of use

The sensor can be used one time, and it has a maximum life of
170 hours (seven days). The 170-hour life span of the sensor
begins when the sensor is connected to the transmitter.

Components

One-press serter

A.bump on both buttons
B. thumbprint marking

Glucose sensor assembly

A. pedestal

B. needle housing
C.sensor

D.clear liner

Sensor base

A. sensor connector
B. sensor snaps




O Compatible transmitter

B. sensor base
C.oval tape

Tape and sensor components
‘ @ A.adhesive tab

Inserting the sensor

WARNING: Wear gloves when inserting the sensor into
someone other than yourself to avoid contact with patient
blood. Minimal bleeding may occur. Contact with patient
blood can cause infection.

1. Wash your hands.

2. Choose an
insertion
site on the
abdomen or
the upper
arm that has

an adequate
amount of fat.

A\ 3. Clean the insertion site with
o alcohol. Let the area air dry.




4. Open the sensor package.

5. Hold the pedestal and remove the
glucose sensor assembly from the
package. Place the pedestal on a
flat surface.

Note: The pedestal and glucose
sensor assembly are the established
definitions in the component table.

6. Make sure that the
adhesive tab of the
sensor is tucked
under the sensor
connector and sensor
shaps.

7. Holding serter
correctly

Place your thumb

on the thumbprint
marking to hold

the serter without
touching the buttons.

Holding serter
incorrectly

Your fingers should
J not be touching the
buttons.




8a-8b. Grip the serter, placing your
thumb on the thumbprint
marking, without holding
the buttons. Carefully push
the serter down onto the
pedestal until the base of the
serter sits flat on the table
and you hear a click.

9a. To detach the serter from the
pedestal, place the thumb of one
hand on the thumbprint marking
and grip the serter without
touching any buttons. With your
other hand, place two fingers on
the pedestal arms.

9b.Slowly pull the serter straight
up without holding the buttons.
Do not detach the pedestal from
the serter in midair, as this might
damage the sensor.

Note: The arrow on the side of the
serter aligns with the needle inside
the serter.




WARNING: Never point a loaded serter toward any body part
where insertion is not desired. An accidental button-push may
cause the needle to inject the sensor in an undesired location,
causing minor injury.

10a. Hold the serter steady against
your cleaned insertion site,
without pushing the serter too
deeply into your skin.

Note: Failing to hold the serter
securely flat against your body during
insertion may let the serter spring
back after pressing the buttons, and
result in improper insertion of the
sensor.

\ 10b-10c. Press and
release the bump

on both buttons at
the same time, while
holding the serter flat
against your body.

10d. Continue holding the serter flat
@ against your body for at least
five seconds to let the adhesive
stick to your skin.

10e. Slowly lift the serter away from
your body, making sure that the
buttons are not pressed.




If you inserted the sensor into yourself, complete step 11a. If you
are a healthcare professional or caregiver who inserted the sensor
into a patient, complete step 11b.

Patient:

11a. Gently hold the sensor
base against the skin at
the sensor connector and
the opposite end of sensor
base. Hold the needle
housing at the top and
slowly pull straight out,
away from the sensor.

OR

Healthcare professional or
caregiver:

11b. Wrap sterile gauze around
the sensor (as shown in
image 11b). Gently hold
the sensor base against
the skin at the sensor
connector and the opposite
end of sensor base. Hold
the needle housing at the
top and slowly pull straight
out, away from the sensor.

WARNING: Watch for bleeding at the insertion site. If bleeding
occurs under, around, or on top of the sensor, apply steady
pressure using sterile gauze or a clean cloth placed on top of
the sensor for up to three minutes. The use of unsterile gauze
can cause an infection. If bleeding does not stop, remove the
sensor and apply steady pressure until the bleeding stops.
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Note: Medtronic adhesives are pressure-sensitive. Pressing
the adhesive against the skin ensures that the sensor remains
adhered to the skin throughout the wear period.

Note: After insertion, use
of adhesive products
such as Skin Tac™ in
addition to the tape

is optional. If optional
adhesive products are
used, apply to the skin
under the adhesive
pad prior to removing
the liner. It can also be
applied to the adhesive
pad or the skin around
the sensor base. Allow
for product to dry.

12a.

Hold the sensor in place and gently
remove the adhesive liner from
under the adhesive pad. Do not
remove the adhesive liner from the
rectangular adhesive tab. This tab
will be used to secure the transmitter
in a later step.

12b.

Firmly press the adhesive pad
against the skin to make sure that
the sensor remains adhered to the
skin.

13a.

Untuck the adhesive tab from under
the connector.
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@ 13b. Straighten the sensor adhesive tab

so that it lies flat against the skin.

N

Applying Oval Tape

o 1. Remove liner 1 and liner 2.

2. Apply the tape as shown and
press down firmly.

Wide part of tape covers
half of sensor base.

3. Remove liner 3 from each side.
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o Q( j 4. Smooth the tape.

5. Connect the transmitter to the

e sensor.
Note: Wait for the green light on
B the transmitter to flash. If the green
light does not flash, refer to the
Troubleshooting section of your
transmitter user guide.

o 6. Cover the transmitter with the

adhesive tab.
- | "" Note: Do not pull the tab too tightly.

o 7. To apply a 2nd tape, remove
liner 1 and liner 2.
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8. Apply the 2nd tape in the
opposite direction to the

first tape and place it on the
transmitter. Press down firmly.

Wide part of tape covers end
of transmitter and skin.

9. Remove liner 3 from each side.

10. Smooth the tape.

Note: Be sure to regularly check
your sensor site. If the device is not
secure, apply an additional off-the-
shelf adhesive.

11. For details on how to enter
0 your sensor settings into your
pump or mobile device, refer to
the corresponding user guide.

Icon table

E Use by date
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Do not reuse

(1x) One sensor per container/package
(5x) Five sensors per container/package
(2x) Two tapes per package
(10x) Ten tapes per package
Uﬂ Consult instructions for use
Catalogue or model number
Batch code

[STERILE[R] Sterilized using irradiation

Temperature limit

Open here

Manufacturer

Do not resterilize

Fragile, handle with care

Keep dry

Recycle cardboard, paper, plastic packaging supplies
and unwanted written material.

Authorized representative in the European Community.

m

/M
()
=~
(W

O

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

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

S,

Non-pyrogenic - Does not contain endotoxins.

©2016 Medtronic MiniMed, Inc. All rights reserved.
MiniMed™ and Guardian™ are trademarks of Medtronic MiniMed, Inc.
Skin Tac™ is a trademark of Torbot Group, Inc.
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Slovenscéina
Uvod

Glukozni senzor Guardian™ Sensor (3)
je del sistema za neprekinjeno merjenje
glukoze (CGM). Senzor neprekinjeno

A. stojalo
B. za&¢itni
tulec za

iglo
pretvarja majhne koli¢ine glukoze B e e
v intersticijski teko€ini pod kozo podloga

v elektri¢ni signal. Sistem nato te signale
uporabi za pridobivanje vrednosti
glukoze, izmerjene s senzorjem.

Morebitna tveganja v zvezi z uporabo senzorja
Splo$na tveganja v zvezi z uporabo senzorja vklju€ujejo:
» drazenje koze ali druge reakcije;

* modrice;

* nelagodje;

* rdecico;

» krvavitev;

* bolecino;

* izpuscaj;

» okuzbo;

* privzdignjeno izboklino;

* pojav majhne pike, podobne pegi, na mestu vstavljanja igle;
« alergijsko reakcijo;

» omedlevico, ki je posledica tesnobe ali strahu zaradi
vstavljanja igle;

» bolecino ali obcutljivost;

» otekanje na mestu vstavitve;

» razpoke, zlom ali poSkodbo senzorja;

* manjsi izbrizg krvi, povezan z odstranitvijo igle senzorja;
« rdecico ostankov, povezano z lepilom, obliZi ali obojim;
» brazgotine.

Indikacije za uporabo

Senzor je namenjen za uporabo z oddajniki Guardian Link (3) in
Guardian Connect za neprekinjen nadzor ravni glukoze pri osebah
s sladkorno boleznijo.

Kontraindikacije
Ni znanih kontraindikacij.
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Pomo¢

Za pomo¢ poklicite lokalnega predstavnika. Podatki za stik so
navedeni na seznamu mednarodnih stikov druzbe Medtronic
Diabetes na koncu teh navodil za uporabo.

Splosna opozorila

Pred vstavitvijo senzorja preberite ta celotni uporabniski priro¢nik.
Sprozilna naprava One-press (MMT-7512) ne deluje enako kot
ostale naprave za vstavljanje druzbe Medtronic. Neupo$tevanje
navodil za uporabo ali uporaba druge sprozilne naprave lahko
povzro€i nepravilno vstavitev, bolecine ali telesne poskodbe.

Senzor je zasnovan tako, da deluje samo z odobrenimi oddajniki.
Preprecuje povezavo z oddajniki in snemalniki, ki niso zdruzljivi
s senzorjem. Ce senzor poveZete z oddajnikom ali snemalnikom,
ki ni odobren za uporabo s senzorjem, lahko pride do poskodb
komponent. Za seznam zdruzljivih izdelkov glejte uporabniski
priro€nik za sistem.

Odlocitev o zdravljenju ne sprejemajte na podlagi vrednosti
glukoze, izmerjene s senzorjem, saj se lahko vrednosti glukoze

s senzorja in vrednosti glukoze v krvi (GK) razlikujejo. Ce je
vrednost glukoze s senzorja nizka ali visoka ali ¢e opazite
simptome, povezane z nizko ali visoko glukozo, naredite naslednje,
Se preden se odlocCite za zdravljenje. Preverite raven glukoze v Krvi
z merilnikom, tako da uporabite vzorec krvi iz blazinice prsta.

Jemanje zdravil z acetaminofenom oziroma s paracetamolom med
uporabo senzorja lahko lazno zviSa vrednosti glukoze s senzorja.
Raven nepravilnega prikaza je odvisna od koli¢ine acetaminofena
oziroma paracetamola, ki deluje v vasem telesu, in je lahko
drugacna za vsakega posameznika.

Senzorja ne izpostavljajte opremi za MR, pripomoc¢kom za
diatermijo ali drugim pripomockom, ki ustvarjajo mo¢na magnetna
polja, saj delovanje senzorja v takih pogojih ni bilo ocenjeno

in morda ni varno. Ce senzor pomotoma izpostavite mo&nemu
magnetnemu polju, ga prenehajte uporabljati in se obrnite na
lokalnega predstavnika.

Na senzor je pritrijena igla, ki se izvle€e, zato lahko pride do
manj$ega izbrizga krvi. Ce ste zdravstveno osebje ali negovalec,
okoli senzorja ovijte sterilno gazo, da zmanjsate stik s krvjo. Ko
iglo odstranjujete iz podkozja bolnika, pazite, da ste ¢im bolj
odmaknjeni od bolnika.

Vedno imejte zaS¢itni tulec za iglo na dosegu roke in pazite, da se
po nesreci ne zbodete z iglo ali prebodete.
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Pred uporabo vedno preglejte ovojnino in se prepricajte, da ni
poskodovana. Senzorji so sterilni in apirogeni, razen Ce je bila
ovojnina odprta ali poskodovana. Ce je bila sterilna embalaza
odprta ali pokodovana, senzorja ne uporabite. Ce uporabite
nesterilni senzor, lahko pride do okuzbe na mestu vstavitve.

Izdelek vsebuje majhne sestavne dele, s katerimi se lahko otroci
zadusijo.

Opazujte, ali se na mestu vstavitve pojavi krvavitev

(pod senzorjem, okoli njega ali na vrhu senzorja).

Ce pride do krvavitve, naredite naslednje:

1. Na vrh senzorja poloZzite sterilno gazo ali Cisto krpo in
enakomerno pritiskajte do tri minute. Ce uporabite nesterilno
gazo, lahko pride do okuzbe na mestu vstavitve.

2. Ce se krvavitev ustavi, prikljugite oddajnik (ali snemalnik)
na senzor.

Ce se krvavitev ne ustavi, ne prikljugite oddajnika na senzor,
saj lahko kri zaide v notranjost konektorja oddajnika, kar lahko
poskoduje napravo.

Ce se krvavitev nadaljuje, povzroéa moéno
bolecino oziroma nelagodje ali je moéno
vidna v plasti¢ni osnovni enoti senzorja,
storite naslednje:
1. Odstranite senzor in $e naprej enakomerno
pritiskajte, dokler se krvavitev ne ustavi. g
Zavrzite senzor v posodo za ostre odpadke. plasticna
osnovna enota

2. Preverite, ali je mesto vstavitve rdece, krvavi, je razdrazeno,
bolec¢e, obcutljivo ali vneto. Ukrepajte po zdravnikovih
navodilih.

3. Vstavite nov senzor na drugo mesto.

Splosni previdnostni ukrepi

Pred vstavljanjem senzorja si umijte roke z milom in vodo,
da preprecite morebitno okuzbo mesta vstavitve.

Ce senzor vstavljate v podkoZje druge osebe, nosite rokavice,
da ne pridete v stik z bolnikovo krvjo.

Senzorja ne vstavljajte skozi trak. Ce senzor vstavljajte skozi trak,
lahko pride do nepravilne vstavitve in delovanja senzorja.

Za pripravo mesta vstavitve uporabite le alkohol, da s koze
odstranite vso necistoco.
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Spreminjajte mesto vstavitve senzorja, da omogocgite tkivu, da
se zaceli.

Uporabljene senzorje in zas&itne tulce za iglo po vsaki uporabi
odvrzite v posodo za ostre odpadke, da se po nesreci ne zbodete
z iglo ali prebodete.

Ne Cistite jih in ne sterilizirajte znova, prav tako igle ne poskusajte
izvleCi iz zascCitnega tulca. Po nesreci se lahko zbodete z iglo ali
prebodete.

Senzorji so namenjeni le za enkratno uporabo. Ponovna
uporaba senzorja lahko poskoduje povrsino senzorja in povzroci
nenatanéno merjenje vrednosti glukoze, razdrazenost mesta
vstavitve ali okuzbo.

Mesto vstavitve senzorja

POZOR: Senzor morate vstaviti vsaj 2,5 cm (1 palec) stran

od mesta vstavitve infuzijskega seta insulinske ¢rpalke ali
mesta roénega injiciranja. Ko menjavate senzor, naj bo novo
mesto vstavitve vsaj 2,5 cm (1 palec) stran od prejSnjega
mesta, da omogocite celjenje tega obmocja. Brazgotinasto ali
otrdelo tkivo lahko povzroc¢i nenatanéno dovajanje insulina ali
delovanje senzorja.

POZOR: Izogibajte se obmocju 5,0 cm (2 palca) okrog popka,
da zagotovite nebolece vstavljanje in boljsi oprijem senzorja.
Izberite mesto vstavitve,

kjer je dovolj podkozne

mascobe. Tukaj so prikazana

najboljSa obmodja na telesu

(osencena) za vstavljanje

senzorja.
| -

Ne vstavite senzorja v miSico ali v obmocja, ob katera se drgnejo
oblacila ali pripomocki, v obmocja z otrdelo kozo ali brazgotinastim
tkivom, v predele, ki se med telesno vadbo intenzivno premikajo,

v predele pod pasom ali v obmocje pasu, da omogocite dobro
delovanje senzorja in da preprecite nenamerno odstranitev
senzorja.

Odstranjevanje senzorja

Ko ste pripravljeni zamenjati senzor, odklopite oddajnik od
senzorja, kot je opisano v navodilih za uporabo oddajnika. Senzor
odstranite tako, da ga nezno povlecete stran od telesa. Zavrzite
senzor v posodo za ostre odpadke.



Reagenti

Senzor vsebuje dva bioloSka reagenta: glukoza oksidazo in humani
serumski albumin (HSA). Glukoza oksidaza je pridobljena iz plesni
Aspergillus niger in proizvedena tako, da ustreza industrijskim
zahtevam za pridobivanje in preci§€evanje encimov za uporabo

v diagnosti¢ne, imunodiagnosti¢ne in biotehni€éne namene. HSA,
uporabljen na senzorju, je sestavljen iz prec€iS€ene in posusene
albuminske frakcije V, pridobljene iz pasteriziranega humanega
seruma, ki je navzkrizno povezan prek glutaraldehida. Za izdelavo
posameznega senzorja se uporabi priblizno 3 pg glukoza oksidaze
in priblizno 10 ug HSA. HSA je odobren za iv. infundiranje pri ljudeh
za koli€ine, ki so veliko vecje od tistih v senzorju.

Skladiséenje in ravnanje

POZOR: Senzorja ne zamrzujte ali hranite na neposredni
sonc€ni svetlobi, pri ekstremnih temperaturah ali vlagi. V teh
pogojih se lahko senzor poskoduje.

Senzorje hranite samo pri sobni temperaturi od 2 °C do 27 °C
(36 °F do 80 °F).

Senzor zavrzite, ko se izte€e rok uporabe, oznacen na nalepki,
oziroma Ce je ovojnina poskodovana ali tesnilo odprto.

Zivljenjska doba senzorja

Senzor lahko uporabite enkrat, njegova Zivljenjska doba pa je
170 ur (sedem dni). 170-urna zivljenjska doba senzorja zacne teci,
ko senzor prikljucite na oddajnik.

Komponente

Sprozilna naprava One-press

A.izboklina na obeh gumbih
B. oznaka prstnega odtisa

Sklop senzorja za glukozo

A. stojalo

B. za&¢itni tulec za iglo
C.senzor

D.prozorna podloga
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Osnovna enota senzorja

A. konektor senzorja
B. pritiskaca senzorja

Zdruzljiv oddajnik

Trak in komponente senzorja

A. lepilni trak
B. osnovna enota senzorja
C.ovalni obliz

Vstavljanje senzorja

OPOZORILO: Ce senzor vstavljate v podkozje druge osebe,
nosite rokavice, da ne pridete v stik z bolnikovo krvjo. Lahko
pride do majhne krvavitve. Ob stiku z bolnikovo krvjo lahko

pride do okuzbe.

1. Umijte si roke.

SN

2. Izberite mesto
vstavitve na
trebuhu ali
na nadlakti,
kjer je dovolj
mascobe.




3. Ocistite mesto vstavitve
z alkoholom. Pustite, da se
posusi na zraku.

4. Odprite embalazo senzorja.

5. Drzite stojalo in odstranite sklop
senzorja za glukozo iz embalaze.
Postavite podstavek na ravno
povrsino.

Opomba: Stojalo in sklop senzorja
za glukozo sta uveljavljeni definiciji
v tabeli komponent.

6. Prepricajte se,
da je lepilni trak
senzorja zlozen pod
konektorjem senzorja
in pritiskacema
senzorja.
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7. Pravilno drzanje
sprozilne naprave

Palec postavite na
oznako prstnega
odtisa, da boste
sprozilno napravo
drzali, ne da bi se
dotikali gumbov.

Nepravilno drzanje
sprozilne naprave

S prsti se ne smete
dotikati gumbov.

8a-8b. Primite sprozilno napravo,
tako da palec postavite na
oznako prstnega odtisa, ne
da bi se dotikali gumbov.
Previdno potisnite sprozilno
napravo na stojalo, da
se telo sprozilne naprave
usede plosko na mizo in se
zaslisi klik.

9a. Ce Zelite sneti sprozilno napravo
@ s stojala, polozite palec ene roke
na oznako prstnega odtisa in
primite sprozilno napravo, ne da
bi se dotaknili gumbov. Dva
prsta druge roke postavite na
roCici stojala.
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9b. Pocasi povlecite sprozilno
napravo naravnost navzgor, ne
da bi se dotaknili gumbov. Ne
odstranite stojala s sprozilne
naprave v zraku, saj lahko tako
poskodujete senzor.

Opomba: Puscica na stranskem delu
sprozilne naprave je poravnana z iglo
znotraj sproZilne naprave.

v

OPOZORILO: Napolnjene sprozilne naprave nikoli ne usmerite
proti delu telesa, kamor ne zelite vstaviti senzorja. Nenamerni
pritisk gumba lahko sprozi vstavitev senzorja na nezeleno
mesto in povzro¢i manjso telesno poskodbo.

10a. Enakomerno pritiskajte
sprozilno napravo na ocis¢eno
mesto vstavitve, ne da bi
sprozilno napravo pregloboko
pritisnili na kozo.

Opomba: Ce med vstavljanjem
sprozilne naprave ne drzite plosko
na telo, lahko sprozilna naprava
po pritisku gumbov skoci nazaj,
kar povzro€i nepravilno vstavitev
senzorja.

/ \ ] \ 10b-10c. Pritisnite in

/@— ‘ @ > t spustite izboklino
) o na obeh gumbih

hkrati, medtem ko

drzite sprozilno

napravo plosko

na telo.
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10d. Sprozilno napravo Se naprej
drzite plosko na telo najmanj
pet sekund, da omogocite, da
se obliz prilepi na kozo.

10e. Pocasi dvignite sprozilno
napravo s telesa in pazite, da
ne pritisnete gumbov.
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Ce ste si senzor vstavili sami, nadaljujte s korakom 11a. Ce ste
zdravstveno osebje ali negovalec in ste senzor vstavili bolniku,

nadaljujte s korakom 11b.

Bolnik:

11a.

ALI

Nezno drzite osnovno
enoto senzorja ob kozZo

pri konektorju senzorja in
nasprotnem koncu osnovne
enote senzorja. Primite
zas¢itni tulec za iglo zgoraj
in ga pocasi povlecite
navzven, pro¢ od senzorja.

Zdravstveno osebje ali
negovalec:

11b.

Okoli senzorja ovijte
zascitno gazo (kot je
prikazano na sliki 11b).
Nezno drzite osnovno
enoto senzorja ob koZi

pri konektorju senzorja in
nasprotnem koncu osnovne
enote senzorja. Primite
za$¢itni tulec za iglo zgoraj
in ga pocasi povlecite
navzven, pro¢ od senzorja.

OPOZORILO: Opazujte, ali se na mestu vstavitve pojavi
krvavitev. Ce se pojavi krvavitev pod senzorjem, okoli njega
ali na vrhu senzorja, polozite na vrh senzorja sterilno gazo
ali ¢isto krpo in enakomerno pritiskajte do tri minute. Ce
uporabite nesterilno gazo, lahko pride do okuzbe. Ce se
krvavitev ne ustavi, odstranite senzor in pritiskajte, dokler se

krvavitev ne ustavi.
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Opomba: Oblizi druzbe Medtronic so obcutljivi na pritisk.
S pritiskom obliza na kozo zagotovite, da senzor ostane prilepljen
na kozZo skozi celotno obdobje uporabe.

Opomba: Po vstavitvi
lahko poleg traku
uporabite tudi lepilne
trakove oz. oblize,

kot je Skin Tac™. Ce
uporabite izbirne lepilne
trakove oz. oblize, jih
namestite na kozo pod
obliz, preden odstranite
podlogo. Namestite

jih lahko tudi na obliz
ali koZo okoli osnovne
enote senzorja. Pustite,
da se izdelek posusi.

Y

12a.

Drzite senzor na mestu in nezno
odstranite lepilno podlogo izpod
lepilne blazinice. Lepilne podloge ne
odstranite s pravokotnega lepilnega
traku. Ta trak se uporabi za pritrditev
oddajnika v enem od naslednjih
korakov.

12b.

Cuvrsto pritisnite lepilno blazinico na
kozo, da zagotovite, da bo senzor
ostal prilepljen na kozo.

13a.

Izvlecite lepilni trak izpod konektorja.
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@ 13b. Poravnajte lepilni trak senzorja ob

koZo.

N

Namestitev ovalnega traku

o 1. Odstranite podlogo 1 in
podlogo 2.

e 2. Namestite trak, kot je prikazano,
m in trdno pritisnite navzdol.

Sirok del traku pokriva
polovico osnovne enote
senzorja.

3. Odstranite podlogo 3 z obeh
strani.
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o Q( : 4. Pogladite trak.

5. Oddajnik povezite s senzorjem.

Opomba: Pocakajte, da za¢ne
zelena lu¢ka na oddajniku utripati.

E Ce zelena lu¢ka ne utripa, si
oglejte poglavje Odpravljanje napak
v uporabniskem priro¢niku za

oddajnik.

6. Prekrijte oddajnik z lepilnim

o trakom.
3 Opomba: Traku ne povlecite
==y premoéno.

o 7. Ce Zelite namestiti 2. trak,
odstranite podlogo 1 in
podlogo 2.
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8. 2. trak namestite v nasprotni

smeri, kot ste namestili prvi
trak, in prek oddajnika. Trdno
pritisnite navzdol.

Sirok del traku pokriva konec
oddajnika in koZo.

9. Odstranite podlogo 3 z obeh
strani.

10. Pogladite trak.

Opomba: Redno preverjajte mesto
senzorja. Ce pripomoéek ni trdno
pritrjen, namestite dodatni, sploSno
dostopen lepilni trak.

0 MiniMed" XXXG

11. Za podrobnosti o vnasanju
nastavitev senzorja v ¢rpalko
ali mobilno napravo si oglejte
ustrezni uporabniski priro¢nik.
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Tabela ikon

E Rok uporabe

® Za enkratno uporabo

(1x) En senzor na vsebnik / paket
(5x) Pet senzorjev na vsebnik / paket
(2x) Dva trakova na paket
(10x) Deset trakov na paket

RE Katalo$ka stevilka ali $tevilka modela

Uﬂ Glejte navodila za uporabo

LOT) Stevilka serije

[STERILE[R] Sterilizirano s sevanjem

N +27
c,{ o Omejitev temperature
i

Odprite tukaj
P o

Izdelovalec

Ne sterilizirajte znova

Hranite v suhem prostoru

Reciklirajte karton, papir, plastiéni material za pakiranje
in neZelen tiskani material.

! Lomljivo, ravnajte pazljivo

m Pooblasceni predstavnik v Evropski skupnosti.

Oznaka skladnosti: ta simbol pomeni, da je naprava

C € 0459 popolnoma v skladu z Direktivo o medicinskih

pripomockih 93/42/EGS (NB 0459).

Ni varno za magnetno resonanco (MR): hranite stran
od opreme za magnetnoresonancno slikanje (MRI).

% Apirogeno — ne vsebuje endotoksinov.

©2016 Medtronic MiniMed, Inc. Vse pravice pridrzane.
MiniMed™ in Guardian™ sta blagovni znamki druzbe Medtronic MiniMed, Inc.
Skin Tac™ je blagovna znamka druzbe Torbot Group, Inc.
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Giris
Guardian™ Sensor (3) glikoz A kaide
sensoru, Surekli Glikoz Izleme (CGM) B.igne
. - . .. muhafazasi
sisteminizin bir pargasidir. Sensor, C. sensbr
T .. . D. saydam
cildinizin altindaki interstisyel sividan Kaplama

aldigi dusuk miktarlardaki glikozu
surekli olarak elektronik bir sinyale
donustirtr. Bunun Uzerine sisteminiz
bu sinyalleri sensor glikozu degerleri
saglamak icin kullanir.

Sensorin kullanimiyla ilgili olasi riskler

Sensorin kullanimiyla ilgili genel riskler sunlari igerir:

» Ciltte tahris veya baska reaksiyonlar

» Morarma

* Rahatsizlik

» Kizariklik

» Kanama

* Agri

» Dokuntl (ras)

» Enfeksiyon

» Kabarikhk

+ Ignenin batirldigi yerde kiiglik "¢il benzeri" bir nokta belirmesi
* Alerjik reaksiyon

+ Igne batirimasina karsi duyulan kaygi veya korkuya bagl bayilma
* Agri veya hassasiyet

» Giris bolgesinde sisme

» Sensorde gatlak, kirik veya hasar

» Sensor ignesinin gikariimasina bagh olarak minimum diizeyde
kan sigramasi

* Yapigkan madde veya bantlara ya da her ikisine bagl olarak
kizariklik kalmasi

* Yara izi olusumu

Kullanim endikasyonlari

Sensor, diyabetli kisilerde glikoz dizeylerini surekli olarak izlemek
amaciyla Guardian Link (3) ve Guardian Connect vericilerle
kullaniimaya yoneliktir.

Kontrendikasyonlar
Bilinen kontrendikasyonu yoktur.
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Yardim

Yardim igin litfen yerel temsilcinizle iletisime gegin. iletisim bilgileri
icin bu kullanici kilavuzunun sonunda verilen Medtronic Diabetes
Uluslararasi Iletisim Bilgileri listesine bakin.

Genel uyarilar

Sensori takmaya galismadan 6nce bu kullanici kilavuzunun
tamamini okuyun. One-press yerlestirici (MMT-7512) Medtronic'in
diger yerlestirme cihazlarindan farkh calisir. Talimatlara
uyulmamasi veya farkh bir yerlestirici kullaniimasi hatal
yerlestirme, agri veya yaralanma sonucu dogurabilir.

Sensor yalnizca onaylanmis vericilerle calisacak sekilde
tasarlanmistir. Sensérle uyumlu olmayan vericilerle ve kayit
cihazlariyla olan baglantiyi engeller. Sensoriiniizli, sensorle
kullanimi onaylanmamis bir vericiye veya kayit cihazina
baglamaniz durumunda bilesenlerde hasar meydana gelebilir.
Uyumlu Grdnlerin bir listesi igin sisteminizin kullanici kilavuzuna
bakin.

Sensor glikozu ve kan sekeri (KS) degerleri farkli olabilecegi igin,
tedavi kararlarini sensoér glikozu degerlerine dayanarak almayin.
Sensor glikozu okumaniz disik veya yiksekse ya da dusik

veya yuksek glikoz semptomlari hissediyorsaniz tedavi kararlari
almadan 6nce asagidakileri yapin. Parmak ucundan aldiginiz kan
numunesini kullanarak 6lgim cihazinizla kan sekerinizi dogrulayin.

Sensoru takarken asetaminofen veya parasetamol igeren ilaglar
almaniz durumunda, sensor glikozu okumalariniz yaniltici bir
bicimde yukselebilir. Hata dlzeyi, viicudunuzda etkin olan
asetaminofen veya parasetamol miktarina baghdir ve her bireyde
farklilik gosterebilir.

Sensoérinlizu MRI ekipmanina, diyatermi cihazlarina veya kuvvetli
manyetik alanlar Ureten baska cihazlara maruz birakmayin; zira,
sensoriin performansi bu kosullar altinda degerlendirilmemistir ve
guvenli olmayabilir. Sensoériniz yanhslhkla kuvvetli bir manyetik
alana maruz kalirsa kullanimi kesin ve yardim i¢in bulundugunuz
bdlgedeki temsilcinizle iletisime gegin.

Sensore geri gekilebilir bir igne takilmistir ve minimum dizeyde
kan sigrayabilir. Saglik ¢alisani ya da hastanin bakimini tstlenen
bir kisi iseniz kanla temasi en aza indirmek igin sensor ¢evresine
steril gazl bez sarin. igneyi gikarirken hastayla aranizda mimkiin
oldugunca ¢ok mesafe birakin.

ignenin yanlislikla batmasini veya delmesini énlemek (izere igne
muhafazasini daima g6z 6ninde bulundurun.
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Kullanmadan 6nce daima ambalajda hasar olup olmadigini
kontrol edin. Ambalaji agilmadigi veya hasar gérmedigi siirece,
sensorler sterildir ve pirojenik degildir. Steril ambalaj acilmis veya
hasar gérmusse sensori kullanmayin. Steril olmayan bir sensor
kullaniimasi bélgede enfeksiyona neden olabilir.

Bu Uriin kuiglk pargalar igerir ve ¢ocuklar igin bogulma tehlikesi
olusturabilir.

Giris bolgesinde (sensorin altinda, gevresinde veya Ustiinde)
kanama olup olmadigina dikkat edin.

Kanama goriiliirse agagidakileri yapin:

1. Sensorun Uzerine yerlestiriimis olan steril gazl bezi veya temiz
bir bezi kullanarak ¢ dakikaya kadar sabit basing uygulayin.
Steril olmayan gazli bez kullaniimasi bdlgede enfeksiyona
neden olabilir.

2. Kanama durursa vericiyi (veya kayit cihazini) sensore takin.

Kanama durmazsa vericiyi sensore takmayin, zira kan, verici
konektoriiniin icine girerek cihaza zarar verebilir.

Kanama devam ederse, asiri agri veya
rahatsizliga neden olursa ya da sensoriin
plastik tabaninda 6nemli 6l¢iide goriiniir
olursa asagidakileri yapin:

1. Sensoru ¢ikarin ve kanama duruncaya
kadar sabit basin¢ uygulamaya devam edin. o
Sensorl keskin aletler kabina atin. plastik taban

2. Bolgede kizarma, kanama, tahrig, agri, hassasiyet veya iltihap
olup olmadigini kontrol edin. Saglik uzmaninizin talimatlarina
gore tedavi uygulayin.

3. Farkh bir yere yeni bir sensér yerlestirin.

Genel onlemler

Bdlgede enfeksiyon olusmasini énlemeye yardimci olmak igin
sensorl yerlestirmeden once ellerinizi su ve sabunla yikayin.

Hastanin kaniyla temas etmekten kaginmak igin kendinizden baska
birisine sensoéru yerlestirirken eldiven giyin.

Sensorl bant igerisinden yerlestirmeyin. Sensoriin bant icerisinden
yerlestirilmesi sensorin hatal yerlestiriimesine ve islevini gereken
sekilde yerine getirememesine neden olabilir.

Cilt zerinde kalinti kalmadigindan emin olmak igin giris bolgesini
hazirlarken yalnizca alkol kullanin.

-35-



Sensor giris bolgesini donusimli olarak degistirin, boylece
boélgeler asiri derecede kullaniimamis olur.

ignenin yanhslikla batmasini veya delmesini énlemek igin
kullaniimis sensorleri ve igne muhafazalarini her kullanimin
ardindan keskin aletler kabina atin.

Temizlemeyin, yeniden sterilize etmeyin ya da igneyi igne
muhafazasindan gikarmaya calismayin. igne kazara batabilir
veya delebilir.

Sensorleri yeniden kullanmayin. Sensoérin yeniden kullaniimasi
sensor ylzeyine zarar verebilir ve hatali glikoz deg@erlerine,
bdlgede tahrise veya enfeksiyona neden olabilir.

Sensoriin yerlestirilecegi yer

DIKKAT: Sensor bolgesinin, insiilin pompa infiizyon bolgesi
ya da manuel enjeksiyon bdlgesinden en az 2,5 cm (1 ing)
uzakta oldugundan emin olun. Ayrica, sensori degistirirken
alanin iyilesmesine imkan tanimak igin 6nceki bolgeden en az
2,5 cm (1 ing) uzakta yeni bir bélge segin. Dokuda herhangi bir
yara izi olusumu veya sertlesme, hatali insiilin iletimine veya
sensor performansina neden olabilir.

DIKKAT: Rahat bir giris bolgesi saglanmasina ve sensériin
yapismasina yardimci olmak igin gobek deligi cevresindeki
5,0 cm'lik (2 ing) alandan kaginin.

Yeterince subkitan yag

bulunan bir giris bolgesi z

secin. Burada, sensorin

yerlestiriimesi i¢cin en uygun

vucut bolgeleri (taralr)

gosterilmektedir.

En iyi sensor performansini saglamak ve sensoriin kazayla
yerinden ¢ikmasini dnlemek igin sensoru kaslara ya da giysi veya
aksesuarlarla kisitlanan alanlara, sert cilt ya da yara izi dokusu
bulunan alanlara, egzersiz sirasinda sert hareketlere maruz
kalan bolgelere ya da kemer altindaki ya da bel gizgisi tizerindeki
boélgelere yerlestirmeyin.

Sensoriin gikarilmasi

Sensorunlzi degistirmeye hazir oldugunuzda vericiyi sensérden,
vericinizin kullanici kilavuzunda anlatilan sekilde ayirin. Cikarmak
icin sensorl yavasca vicudunuzdan gekin. Sensoru keskin aletler
kabina koyun.



Reaktifler

Sensor iki biyolojik reaktif icerir: glikoz oksidaz ve insan serum
albimini (HSA). Glikoz oksidaz Aspergillus niger'den tiretilmis
ve diyagnostik, imminodiyagnostik ve biyoteknik uygulamalarda
kullaniimak lizere enzimlerin ekstraksiyonu ve saflastiriimasina
yonelik endistri gerekliliklerini kargilayacak sekilde Uretilmistir.
Sensorde kullanilan HSA, glutaraldehit yoluyla gapraz baglanmis
pastorize insan serumundan tiretilmis olan saflastiriimis ve
kurutulmus albiimin fraksiyon V'den meydana gelir. Her sensoriin
Uretiminde yaklasik 3 pg glikoz oksidaz ve yaklasik 10 pg HSA
kullanilir. HSA, insanlarda sensérdekinden ¢ok daha fazla
miktarlarda IV infuzyon icin onaylanmistir.

Saklama ve gosterilen muamele

DIKKAT: Sensérii dondurmayin veya dogrudan giin
15191 altinda, asin uclardaki sicakliklarda veya nemlilikte
saklamayin. Bu kosullar sensore zarar verebilir.

Sensorleri yalnizca 2 °C ila 27 °C (36 °F ila 80 °F) araliindaki oda
sicakhginda saklayin.

Etikette belirtilien "Son Kullanma" tarihinden sonra, ambalaj hasar
gormisse ya da koruyucu mihir bozulmugsa sensori atin.
Sensor kullanim é6mri

Sensor bir kez kullanilabilir ve maksimum émri 170 saattir
(yedi giin). Sensoriin 170 saatlik kullanim émri sensoriin vericiye
baglanmasiyla baslar.
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Bilesenler

One-press yerlestirici (takma
aparati)

A. her iki digme Uzerindeki timsek
B. parmak izi isareti

Glikoz sensorii tertibati

A. kaide

B.igne muhafazasi
C.sensor
D.saydam kaplama

Sensor tabani

A. sensor konektori
B. sensOr gegme yerleri

Uyumlu verici

Bant ve sensor bilesenleri

A.yapiskan serit
B. sensor tabani
C.oval bant
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Sensorin yerlestiriimesi

UYARI: Hastanin kaniyla temas etmekten kacinmak igin
kendinizden baska birisine sensorii yerlestirirken eldiven
giyin. Az miktarda kanama goriilebilir. Hasta kaniyla temas
edilmesi enfeksiyona neden olabilir.

1. Ellerinizi yikayin.

2. Karin veya Ust
kolda yeterli
miktarda yag
bulunan bir
girig bolgesi
belirleyin.

3. Giris bolgesini alkolle temizleyin.
Alani hava etkisiyle kurumaya
birakin.

4. Sensdr ambalajini agin.
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5. Kaideyi tutun ve glikoz sensori
tertibatini ambalajdan cikarin.
Kaideyi duiz bir zemine yerlestirin.

Not: Kaide ve glikoz sensoru
tertibatinin anlamlari, bilesen
tablosunda tanimlanmistir.

6. Sensoriin yapiskan
seridinin, sensor
konektorinun ve
sensor gegme
yerlerinin altina
sokuldugundan emin
olun.

7. Yerlestiricinin dogru
tutulmasi

Yerlestiriciyi
digmelere degmeden
tutmak icin parmak

izi isaretinin Uzerine
basparmaginizi

koyun.
@ Yerlestiricinin yanlis
tutulmasi

) Parmaklariniz
digmelere
degmemelidir.
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8a-8b. Diigmeleri tutmadan
bagparmaginizi parmak izi
isaretinin Gzerine koyarak
yerlestiriciyi kavrayin.
Yerlestiricinin tabani masaya
diiz bir sekilde oturana
ve bir tik sesi duyana dek
yerlestiriciyi kaide Uzerine
dikkatlice itin.

9a. Yerlestiriciyi kaideden ayirmak
icin, digmelerin higbirine
dokunmadan bir elinizin
basparmagini parmak izi
isaretinin Uzerine koyun ve
yerlestiriciyi kavrayin. Diger
elinizle, iki parmaginizi kaide
kollari Uzerine koyun.

9b. Yerlestiriciyi digmeleri tutmadan
dik konumda yavasga yukari
cekin. Kaideyi yerlestiriciden
havada iken ayirmayin, bunu
yapmaniz sensore zarar verebilir.

Not: Yerlestiricinin yan tarafindaki
ok, yerlestiricinin icindeki igneyle
hizalanir.

-41 -




UYARI: Yerlestiriciyi viicudun giris yapilmayacak bir béliimiine
kesinlikle kurulu iken yoneltmeyin. Kazara bir diigmeye
basilmasi, ignenin sensorii istenmeyen bir yere yerlestirerek
hafif yaralanmaya neden olmasiyla sonuglanabilir.

10a. Yerlestiriciyi, cildinizde ¢ok
derine itmeden, temizlenmis
giris bolgeniz lizerinde sabit
tutun.

Not: Yerlestiricinin yerlestirme
sirasinda vicudunuza yaslanacak,
diz ve saglam bir sekilde
tutulmamasi, digmelere basildiktan
sonra yerlestiricinin geriye dogru
firlamasina izin vererek sensoriin
hatall yerlestiriimesine yol acabilir.

10b-10c. Yerlestiriciyi
vucudunuz
Uzerinde diz bir
sekilde tutarken
her iki dugme
Uzerindeki
tumsege ayni
anda basip
birakin.

10d. Yapigkanin cildinize
@ yapismasina izin vermek igin
yerlestiriciyi en az bes saniye
boyunca viicudunuz lzerinde
diz bir sekilde tutmaya devam
edin.

10e. Digmelere basiimadigindan
emin olarak yerlestiriciyi
yavagca vucudunuzdan cekin.
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Sensori kendinize taktiysaniz adim 11a'yi uygulayin. Bir hastaya
sensor takmis olan bir saglik gorevlisi ya da hastanin bakimini
Ustlenen bir kisi iseniz adim 11b'yi uygulayin.

Hasta:

11a. Sensor tabanini, sensoér
konektoérinden ve
sensor tabaninin karsi
ucundan, cilde degecek
sekilde nazikge tutun.
igne muhafazasini iist
tarafindan tutun ve diz
bir sekilde yavasca gekip
cikararak sensorden
uzaklastirin.

VEYA

Saglik uzmani ya da hastanin
bakimini listlenen bir kisi:

11b. Sensor gevresine

steril gazl bez sarin
(sekil 11b'de gosterildigi
gibi). Sensor tabanini,
sensor konektoriinden ve
sensor tabaninin karsi
ucundan, cilde degecek
sekilde nazikge tutun.
igne muhafazasin iist
tarafindan tutun ve diz
bir sekilde yavasga cekip
¢ikararak sensérden
uzaklastirin.

UYARI: Giris bolgesinde kanama olup olmadigina dikkat
edin. Sensoriin altinda, gevresinde veya ustiinde kanama
goriliirse sensoriin Ustiine yerlestirilmis steril gazli bez ya
da temiz bir bez kullanarak li¢ dakikaya kadar sabit basing
uygulayin. Steril olmayan gazl bez kullanilmasi enfeksiyona
neden olabilir. Kanama durmazsa sensorii ¢ikartin ve kanama
duruncaya kadar sabit basing uygulayin.
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Not: Medtronic yapiskanlari bastirmaya karsi duyarlidir.
Yapiskanin cilt Gzerine bastiriimasi, sensoérin takildigr sire
boyunca cilde yapistiriimis olarak kalmasini saglar.

Not: Yerlestirme
isleminden sonra, banda
ek olarak Skin Tac™ gibi
yapigkanli Urtinlerin
kullanimi istege

bagldir. istege bagh
yapigkanli Grtinler
kullanihiyorsa, bunlari
kaplamay! ¢ikarmadan
Once yapiskan pedin
altindaki cilde uygulayin.
Bunlar yapiskan pede
veya sensor tabaninin
etrafindaki cilde de
uygulanabilir. Uriiniin
kurumasina imkan
taniyin.

12a.

Sensori yerinde tutun ve yapiskan
pedin altindaki yapiskan kaplamasini
yavasga ¢ikarin. Yapiskan
kaplamasini dikdortgen seklindeki
yapiskan seritten gikarmayin.

Bu serit, vericinin daha sonraki

bir adimda sabitlenmesinde
kullanilacaktir.

12b.

Sensorin cilde yapisik halde
kaldigindan emin olmak igin
yapiskan pedi cilde sikica bastirin.

13a.

Yapiskan seridi konektoriin altindan
cikarin.
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13b. Sensodrin yapiskan seridini cilt
@ Uzerine dumduz yaslanacak sekilde

@ dlzeltin.

"

Oval Bandin Uygulanmasi

o 1. Kaplama 1 ve kaplama 2'yi

cikarin.

e 2. Bandi gosterildigi sekilde
m uygulayin ve sikica bastirin.

Bandin genis olan kismi sensor
tabaninin yarisini kapatir.

3. Her iki taraftan da kaplama 3'G
cikarin.

- 45-



o Q( : 4. Bandi dizginlestirin.

o 5. Vericiyi sensore takin.

Not: Vericinin tGzerindeki yesil 1s1gin
yanip sénmesini bekleyin. Yesil

E 1sIk yanip sbnmuyorsa vericinizin
kullanici kilavuzunun Sorun
Giderme bélimune bakin.

6. Vericiyi yapiskan seritle kapatin.

Not: Seridi cok gergin olacak
¢ l "" sekilde gekmeyin.

o 7. 2. bir bant uygulamak igin,
kaplama 1 ve kaplama 2'yi
cikarin.
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8. 2. bandi birinci banda zit
ybénde olacak sekilde uygulayin
ve band vericinin lzerine
yerlestirin. Sikica bastirin.

Bandin genis olan kismi vericinin
uc kismini ve cildi kapatir.

9. Her iki taraftan da kaplama 3'U
cikarin.

10. Bandi duzgunlestirin.

Not: Sensor bolgenizi dizenli
olarak kontrol ettiginizden emin
olun. Cihaz emniyette degilse
kullanima hazir ilave bir yapigkan
madde uygulayin.

11. Sensor ayarlarinizin
Q pompaniza veya mobil
cihaziniza nasil girilecegine
iligkin ayrintilar icin ilgili
kullanici kilavuzuna bakin.
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Simge tablosu

&

Son kullanma tarihi

Yeniden kullanmayin

(1x) Kap/ambalaj bagina bir adet sensér
(5x) Kap/ambalaj bagina bes adet sensér
(2x) Ambalaj bagina iki adet bant
(10x) Ambalaj bagina on adet bant
Uﬂ Kullanim talimatlarina bakin
Katalog veya model numarasi
LOT Parti kodu
[STERILE[R] irradyasyon kullanilarak sterilize edilmistir

Sicaklik sinir

Buradan agin

imalatgi

Yeniden sterilize etmeyin

Kirilabilir, dikkatli tutun

Kuru bir ortamda tutun

Karton, kagit, plastik ambalaj malzemeleri ve
istenmeyen yazili materyali geri donUstirin.

Avrupa Toplulugu'ndaki yetkili temsilci.

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

Manyetik Rezonans (MR) acisindan giivensiz:
manyetik rezonans goriintileme (MRI) ekipmanindan
uzakta tutun.

Pirojenik degildir - Endotoksinler icermez.

©2016 Medtronic MiniMed, Inc. Tim haklari saklidir.
MiniMed™ ve Guardian™; Medtronic MiniMed, Inc. sirketinin ticari markalaridir.
Skin Tac™, Torbot Group, Inc. sirketinin ticari markasidir.
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Slovencina
Uvod

Glukoézovy senzor Guardian™ Sensor (3)
je sucastou systému kontinualneho
monitorovania glukézy (Continuous
Glucose Monitoring, CGM). Senzor
nepretrzite premiefia informacie o malych
mnozstvach glukézy v medzibunkovej
tekutine pod kozou na elektricky signal.
Nasledne vas systém vyuziva tieto
signaly na vyhodnotenie hladiny glukézy
nameranej senzorom.

A. podstavec

B. kryt ihly

C. senzor

D. kryci
papier

Potencialne rizika suvisiace s pouzitim senzora
K v8eobecnym rizikam suvisiacim s pouzitim senzora patria:
* podrazdenie kozZe alebo iné reakcie,

* vznik modrin,

* neprijemné pocity,

+ zacCervenanie,

» krvacanie,

* bolest,

» vyrazka,

 infekcia,

» vystupena hréka,

» vytvorenie bodky podobnej pehe v mieste vpichu ihly,

« alergicka reakcia,

» mdloby spdsobené pocitom uzkosti alebo strachom z pichnutia ihlou,
» bolestivost alebo citlivost,

» opuch v mieste vpichu,

» zlomenie, rozbitie alebo poSkodenie senzora,

* minimalne krvacanie spojené s vytiahnutim ihly senzora,

» zostavajuce zacervenanie spojené s adhezivami, paskami
alebo oboma,

* Zzjazvenie.

Indikacie na pouzitie

Senzor je uréeny na pouzitie spolu s vysielaémi Guardian Link (3)
a Guardian Connect na kontinualne monitorovanie hladin glukézy
u fudi s diabetom.

Kontraindikacie

Nie st zname.
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Podpora

Ak potrebujete pomoc, kontaktujte prosim svojho miestneho
zastupcu. Kontaktné Udaje su uvedené v zozname
medzinarodnych kontaktov spolo¢nosti Medtronic Diabetes na
konci tejto pouzivatelskej prirucky.

VSeobecné upozornenia

Pred zavedenim senzora si precitajte celu tuto pouzivatelsku
priru¢ku. Zavadza¢ One-press (MMT-7512) sa nepouziva tak

ako ostatné pomdcky na zavedenie od spolo¢nosti Medtronic.
Nedodrzanie pokynov alebo pouzitie iného zavadzaca méze viest
k nespravnemu zavedeniu, bolestiam alebo poraneniu.

Senzor je navrhnuty tak, aby fungoval len so schvalenymi
vysiela¢mi. Neumozriuje pripojit vysielae ani zaznamniky,

ktoré nie su so senzorom kompatibilné. Pripojenie senzora

k vysielaCu alebo zaznamniku, ktoré nie su schvalené na
pouzitie so senzorom, méze poskodit jednotlivé sucasti. Zoznam
kompatibilnych produktov najdete v pouzivatel'skej prirucke

k systému.

Rozhodnutia o lie€be by nemali vychadzat z hodn6t glukézy, ktoré
udava senzor, pretoze tieto hodnoty sa mézu lisit od skutocnej
glykémie (blood glucose, BG). Ak st hodnoty glukézy udavané
senzorom nizke alebo vysoké, alebo ak pocitujete priznaky
hypoglykémie alebo hyperglykémie, pred uskutoénenim rozhodnuti
o lieCbe vykonajte nasledujuce kroky. Glukomerom overte hodnotu
glykémie pouzitim vzorky krvi z prsta.

Pocas nosenia senzora mbze uzivanie acetaminofénu alebo
paracetamolu klamlivo zvysit hodnoty glukézy namerané
senzorom. Rozsah nepresnosti sa u kazdého c¢loveka lisi a zavisi
od mnozstva aktivneho acetaminofénu alebo paracetamolu v tele.

Nevystavujte senzor pdsobeniu zariadenia MR, diatermickych
zariadeni ani inych zariadeni, ktoré vytvaraju silné magnetické
polia, kedZe spravanie senzora sa eSte nehodnotilo v takychto
podmienkach a méze byt nebezpecné. Ak je senzor neumyselne
vystaveny pdsobeniu silného magnetického pola, prestarite ho
pouzivat a obratte sa na miestneho zastupcu, ktory vam poskytne
dalSiu pomoc.

K senzoru je pripojena zasuvatelna ihla a méze sa objavit slabé
krvacanie. Ak ste zdravotnicky pracovnik alebo o$etrovatel, ovirite
senzor sterilnou gazou, aby sa minimalizoval kontakt s krvou. Pri
vyberani ihly zachovavajte €o najvacsiu vzdialenost medzi vami

a pacientom.
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Kryt ihly neustale sledujte, aby sa predislo ndhodnému poraneniu
alebo pichnutiu ihlou.

Pred pouzitim vzdy skontrolujte balenie, €i nie je poSkodené.
Senzory su sterilné a nepyrogénne, pokial' balenie nebolo otvorené
alebo poskodené. Ak je sterilné balenie otvorené alebo poskodené,
senzor nepouzivajte. Pouzitie nesterilného senzora méze spbdsobit’
infekciu v mieste jeho zavedenia.

Vyrobok obsahuje drobné ¢asti a méze predstavovat riziko
zadusenia pre deti.

Davajte pozor, €i nedochadza ku krvacaniu v mieste zavedenia
(pod, nad alebo v okoli senzora).

Ak dojde ku krvacaniu, postupujte nasledovne:

1. Na hornu €ast senzora prilozte sterilni gazu alebo Eistu tkaninu
a rovnomernou silou tlacte po dobu troch minut. PouZitie
nesterilnej gazy moze spdsobit’ infekciu miesta zavedenia.

2. Po zastaveni krvacania pripojte vysiela¢ (alebo zaznamnik)
k senzoru.

Ak sa krvacanie nezastavi, nepripajajte vysielac k senzoru,
pretoZe do konektora vysielata sa mbéze dostat’ krv a mbze
poskodit’ zariadenie.

Ak krvacanie neprestava, sposobuje
nadmerné bolesti alebo neprijemné pocity
alebo je vyrazne viditel'né na plastovej
spodnej strane senzora, postupujte takto:

1. Odstrante senzor a pokracujte v pritlacani,
az kym sa krvacanie nezastavi. Senzor —
vyhodte do nadoby uréenej na ostré plastové puzdro
predmety.

2. Skontrolujte, €i v mieste zavedenia nedoslo k zaCervenaniu,
krvacaniu, podrazdeniu, bolesti, zvySenej citlivosti alebo
zapalu. Vykonajte oSetrenie podla pokynov zdravotnickeho
pracovnika.

3. Zavedte novy senzor na inom mieste.

VSeobecné preventivne opatrenia

Pred zavedenim senzora si vzdy umyte ruky mydlom a vodou, aby
ste zabranili infekcii v mieste zavedenia.

Ak senzor nezavadzate sami sebe, navlecte si rukavice, aby ste
zabranili styku s krvou pacienta.

Senzor nezavadzajte cez naplast. Zavadzanie senzora cez naplast
mbze sposobit’ jeho nespravne zavedenie a nespravne fungovanie.
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Na pripravu miesta zavedenia pouzivajte vylu¢ne alkohol, aby sa
zabezpecilo odstranenie necistot z koze.

Miesta zavedenia senzora striedajte, aby niektoré z nich neboli
vyuzivané nadmerne.

Senzory a kryty ihiel po kazdom pouziti vyhodte do nadoby na
ostré predmety, aby sa zabranilo nahodnému poraneniu alebo
pichnutiu ihlou.

Necistite, opakovane nesterilizujte a ani sa nepokusajte vytiahnut
ihlu z jej krytu. Mohlo by déjst’ k nahodnému poraneniu alebo
pichnutiu ihlou.

Senzory nepouzivajte opakovane. Opakovanym pouzitim senzora
sa m6ze poskodit povrch senzora, ¢o méze spdsobit nepresné
zaznamenavanie hodnét glukézy, podrazdenie alebo infekciu

v mieste zavedenia.

Kam zaviest’ senzor

VAROVANIE: Uistite sa, Ze sa senzor nachadza aspon 2,5 cm
(1 palec) od infiuzneho miesta inzulinovej pumpy alebo od
miesta ruc¢nej aplikacie injekcie. Pri vymene senzora sa

musi nové miesto nachadzat’ minimalne 2,5 cm (1 palec) od
predchadzajiceho miesta, aby sa toto miesto mohlo zahojit'.
Akékol'vek zjazvenie alebo stvrdnutie tkaniva méze sposobit’
nepresné podavanie inzulinu alebo nepresnu éinnost’ senzora.

VAROVANIE: Vyhnite sa oblasti v okruhu 5,0 cm (2 paice) od
pupka. Zavedenie tak bude pohodinejSie a lepenie senzora
Fahsie.

Na zavedenie senzora

si vyberte miesto, ktoré

ma dostatoéné mnozstvo

podkozného tuku.

NajvhodnejSie oblasti na

zavedenie senzora su +
vyznacené na tomto obrazku ﬂ

ako tmavsie.

Senzor nezavadzajte do svalov ani miest, na ktoré tesne prilieha
oblecenie alebo iné doplnky, na miesta s tvrdou kozou alebo
jazvami, miesta namahané pri telesnej aktivite, ani na miesta

v oblasti pasa alebo na ktorych nosite opasok. Dosiahnete

tak optimalne fungovanie senzora a zabrani sa nahodnému
odstraneniu senzora.



Odstranenie senzora

Ked ste pripraveni senzor vymenit, odpojte ho od vysiela¢a podla
pokynov uvedenych v pouzivatelskej prirucke k vysielacu. Opatrne
vytiahnite senzor z tela. Senzor vyhodte do nadoby uréenej na
ostré predmety.

Reakéné ¢cinidla

Senzor obsahuje dve biologické reakéné cinidla: glukézooxidazu

a ludsky sérovy albumin (Human Serum Albumin, HSA).
Glukézooxidaza je odvodena z Asperqgillus niger a vyraba sa tak,
aby vyhovovala poziadavkam priemyslu na extrakciu a Cistenie
enzymov na pouzitie v diagnostickych, imunodiagnostickych

a biotechnickych aplikaciach. HSA pouzivany v senzore sa

sklada z purifikovanej a susenej frakcie albuminu V, ziskanej

z pasterizovaného ludského séra, ktoré je zosietované
glutaraldehydom. Na vyrobu kazdého senzora sa pouzivaju
priblizne 3 pg glukézooxidazy a priblizne 10 uyg HSA. HSA je
schvaleny na i.v. infuzie u ludi v mnozstvach omnoho vacsich, ako
je mnozstvo v senzore.

Skladovanie a manipulacia

UPOZORNENIE: Senzor sa nesmie skladovat’ na priamom
sinku, pri extrémnych teplotach a vihkosti. Pri tychto
podmienkach moéze doéjst’ k poSkodeniu senzora.

Senzory skladujte len pri izbovej teplote od 2 °C do 27 °C
(od 36 °F do 80 °F).

Po uplynuti datumu spotreby uvedenom na baleni, alebo ak je
balenie poSkodené alebo zapecatenie porusené, senzor zlikvidujte.
Zivotnost’ senzora

Pouzitie senzora je jednorazové a maximalna zivotnost senzora
je 170 hodin (sedem dni). 170-hodinova Zivotnost senzora zacina
plynut po jeho pripojeni k vysielacu.
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Sucasti

Zavadza¢ One-Press

A. vyc¢nelok na oboch tlacidlach
B. oznacdenie odtlacku palca

Zostava gluk6zového senzora
A. podstavec

B. kryt ihly

C. senzor

D. kryci papier

Spodna strana senzora

A. konektor senzora
B. uchytky senzora

Kompatibilny vysiela¢

Paska a sucasti senzora

A. lepiace usko
B. spodna strana senzora
C. ovalna paska
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Zavedenie senzora

VAROVANIE: Ak senzor nezavadzate sami sebe, navlecte si
rukavice, aby ste zabranili styku s krvou pacienta. Méze sa
vyskytnut’ slabé krvacanie. Kontakt s krvou pacienta méze
sposobit’ infekciu.

1. Umyte si ruky.

2. Na zavedenie
si vyberte
miesto na
bruchu alebo
nadlakti
s dostatocnym

mnozstvom
tuku.

3. Miesto pre zavedenie vycistite
alkoholom. Miesto nechajte na
vzduchu vyschnut.

4. Otvorte balenie senzora.
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5. Uchopte podstavec a vytiahnite
zostavu glukézového senzora
z balenia. Podstavec postavte na
rovny povrch.

Poznamka: Podstavec a zostava
glukézového senzora su ustanovené
definicie v tabulke sucasti.

6. Uistite sa, Ze lepiace

usko senzora je
zastréené pod
konektorom senzora
a uchytkami senzora.

. Spravne drzanie

zavadzaca

Polozenim palca na
oznacenie odtlacku
palca uchopte
zavadzac bez
dotykania sa tlacidiel.

Nespravne drzanie
zavadzaca

Prsty sa nemaju
dotykat tlacidiel.
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8a — 8b. Uchopte zavadzac tak,
Ze palec polozZite na
oznacenie odtlacku palca
bez dotykania sa tlacidiel.
Zavadzac opatrne zatlacte
nadol do podstavca
tak, aby spodna strana
zavadzaca sedela rovno
na stole a bolo pocut
cvaknutie.

9a. Zavadza¢ mézete odpojit od
podstavca tak, Zze ho uchopite
jednou rukou poloZenim palca
na oznacenie odtlacku palca bez
dotykania sa tlacidiel. Polozte
dva prsty druhej ruky na ramena
podstavca.

9b. Pomaly vytiahnite zavadzac bez
dotykania sa tlacidiel. Podstavec
neodpadjajte od zavadzaca vo
vzduchu, pretoze sa pri tom
moze poskodit senzor.

Poznamka: Sipka na boku
zavadzaca bude zarovnana s ihlou
vnutri zavadzaca.
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VAROVANIE: Zavadzac s vlozenym senzorom nikdy nemierte
na ziadnu ¢ast’ tela, do ktorej nechcete zaviest’ senzor.
Nahodné stlac¢enie tlacidla méze sposobit’, ze ihla vpichne
senzor na neziaduce miesto a spésobi mensie poranenie.

10a. Drzte zavadzac¢ nehybne
oproti vy€istenému miestu
na zavedenie bez priliSného
zatla€ania hlboko do koze.

Poznamka: Ak zavadzac¢ nepridrzite
pri zavadzani pevne rovno oproti
telu, po stlaceni tlacCidiel sa mbéze
zavadzac odrazit spat, o mbze
spOsobit nespravne zavedenie
senzora.

10b — 10c. Naraz stlacte
a uvolnite
vycnelky
na oboch
tlacidlach,
pricom drzte
zavadzacd
prilozeny rovno
oproti telu.

. Drzte zavadzac prilozeny rovno
oproti telu aspori pat’ sekund,
aby sa adhezivum prilepilo ku
kozi.

. Pomaly zdvihnite zavadzac od
tela, pricom dbajte na to, aby
tla¢idla neboli stlacené.

-58 -



Ak ste si senzor zaviedli sami, dokoncite krok 11a. Ak ste
zdravotnicky pracovnik alebo oSetrovatel a zaviedli ste senzor
pacientovi, dokongite krok 11b.

Pacient:

11a. Spodnu stranu senzora
jemne pridfZajte na
pokozke v mieste konektora
senzora a na opa¢nom
konci spodnej strany
senzora. Kryt ihly uchopte
v hornej €asti a pomaly ho
tahajte rovno smerom od
senzora.

ALEBO

Zdravotnicky pracovnik alebo
osetrovatel’

11b. Okolo senzora ovirite
sterilni gazu (ako
znazoriuje obrazok 11b).
Spodnu stranu senzora
jemne pridfZajte na
pokozke v mieste konektora
senzora a na opacnom
konci spodnej strany
senzora. Kryt ihly uchopte
v hornej €asti a pomaly ho
tahajte rovno smerom od
senzora.

VAROVANIE: Davajte pozor na krvacanie v mieste zavedenia.
Ak sa objavi krvacanie pod alebo nad senzorom alebo v jeho
okoli, na hornu ¢ast’ senzora prilozte sterilnt gazu alebo ¢istu
tkaninu a rovnomernou silou ju pritla¢ajte po dobu troch
minut. Pouzitie nesterilnej gazy méze sposobit’ infekciu. Ak
sa krvacanie nezastavi, odstrainte senzor a rovhomernou silou
pritlacajte dovtedy, kym sa krvacanie nezastavi.
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Poznamka: Prifnavé materialy znacky Medtronic su citlivé na
tlak. Pritlacenim priflnavého materialu ku kozi sa zaruci, ze senzor
zostane prilepeny ku kozi pocas celého obdobia nosenia.

—

Poznamka: Pouzitie
dodato¢nych lepiacich
vyrobkov, ako je

Skin Tac™, nie je po
zavedeni povinné.

Ak pouzijete volitelné
lepiace produkty,
aplikujte ich na kozu
pod lepiacu podlozku
este pred odstranenim
krycieho papiera. Mozete
ich pouZit' aj na lepiacu
podlozku alebo na kozu
okolo spodnej strany
senzora. Nechajte
produkt uschnut.

12a.

Pridrzte senzor na mieste a opatrne
odstrarite kryci papier z lepiacej
podlozky. Neodstranujte kryci papier
z obdiZnikového lepiaceho uska.
Toto usko sa pouzije na prichytenie
vysielaca v neskorsom kroku.

12b.

Pevne pritlacte lepiacu podlozku
ku kozi, aby sa zarucilo, ze senzor
zostane prilepeny ku kozi.

13a.

Vytiahnite lepiace usko spod
konektora.
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13b. Lepiace uSko senzora narovnajte
tak, aby lezalo naplocho na pokozke.

Pouzitie ovalnej pasky

1. Odstrante 1. a 2. papier.

e 2. Pouzite pasku podla obrazka
m a pevne ju zatlacte.

Siroka &ast pasky prekryva
polovicu spodnej strany senzora.

3. Odstrante 3. papier z oboch
stran.
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o Q( : 4. Vyhladte pasku.

5. Pripojte vysiela€ k senzoru.

Poznamka: Pockajte, kym
nezacne blikat zeleny svetelny
indikator na vysielaci. Ak zeleny
svetelny indikator neblika, pozrite
si Cast RieSenie problémov

v pouzivatelskej prirucke

k vysielacu.

6. VysielaC prekryte lepiacim
usSkom.

Poznamka: Usko nenatahujte prili§
silno.

o 7. Pri pouziti 2. pasky odstrarite
1. a 2. papier.
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8. Pouzite 2. pasku v opacnom
e m smere prvej pasky a prilepte ju

na vysiela€. Poriadne pritlacte.

Siroka &ast pasky prekryva
vysiela¢ a kozu.

9. Odstrarite 3. papier z oboch
stran.

10. Vyhladte pasku.

Poznamka: Nezabudnite
pravidelne kontrolovat miesto
senzora. Ak zariadenie nie je dobre
uchytené, pouzite dodato¢né, volné
dostupné adheziva.

11. Podrobné informacie
m o zadavani nastaveni senzora
do pumpy alebo mobilného
zariadenia najdete v prisludnej
pouzivatelskej prirucke.

MiniMed" XXXG
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Tabulka ikon

&

Datum najneskorsej spotreby

Nepouzivajte opakovane

(1x) Jeden senzor v kazdej katuli/baleni
(5x) Pat senzorov v kazdej katuli/baleni
(2x) Dve pasky v kazdom baleni
(10x) Desat pasok v kazdom baleni
Uﬂ Pozrite si pokyny na pouzivanie
Katalogové €islo alebo &islo modelu
LOT| Cislo sarze

[STERILE[R] Sterilizované Ziarenim

Hrani¢né hodnoty teploty

Tu otvorit’

Vyrobca

Opakovane nesterilizujte

Krehké, zaobchadzajte opatrne

Uchovavajte v suchu

Lepenku, papier, plastové baliace materialy
a nepotrebné pisomnosti recyklujte.

Autorizovany zastupca pre Eurépske spolo¢enstvo.

Oznacenie zhody: Tento symbol znamena, ze
zariadenie spifia véetky poZiadavky smernice
o zdravotnickych poméckach 93/42/EHS (NB 0459).

Pouzitie v prostredi magnetickej rezonancie (MR) nie
je bezpecéné: udrzujte mimo pristrojov na zobrazovanie
magnetickou rezonanciou (MR).

Apyrogénne — neobsahuje endotoxiny.

©2016 Medtronic MiniMed, Inc. Vetky prava vyhradené.

MiniMed™ a Guardian™ st ochranné znamky spolo¢nosti Medtronic MiniMed, Inc.

Skin Tac™ je ochrannou znamkou spolo¢nosti Torbot Group, Inc.
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EAANnvikd

Eicaywyn

O aiobnmpag yAukélng Guardian™ A. Bapo
Sensor (3) atroTeAei pépog Tou dikoU oag B. EE%%”;W
OUOTAMATOG OUVEXOUG TrapakoAolBnong C. aioBnTApag
yAukogng (CGM: Continuous Glucose D. S:fé‘f,%‘lﬁ%n

Monitoring). O aio0ONTAPAG PETATPETTEI
OUVEXWG MIKPOOKOTTIKEG TTOOOTNTEG
YAUKACNG o116 TO JIAPETO UYPO KATW
atré 10 BEPUA OAG OE £VA NAEKTPOVIKO
ofua. Z1n ouvéxela 1o dIKG 0ag oUoTNHa
XPNOIYOTIOIEI QUTA Ta CAUATA YIa Va
TTapEXEl TIMEG YAUKOZNG aioBnTApa.

MBavoi kivduvol Tou oxeTifovTal Je TN XpHon Tou
aiocdnTRpa

2TOUG YEVIKOUG KIVOUVOUG TTOU OXETICovVTal JE TN XPHON Tou
aiodnTApa, TTepIAapBavovTal:

* EpeBiopdg Tou dépuatog f dAAeg avTidpdoelg

* MwAwTTiopdg (HeAavIEG)

» Aucgopia

* EpubpdrnTta (kokkiviopa)

* Aipoppayia

* AAyog (1TTévog)

* E&avonua

* Noipwén

* ECOykwpa (avupwpévn PAvEIQ)

* Epoavion evog pikpoU oTiypaTog, TTou YoIadel uE @akida, oTo
onueio el0aywyng NG BeAdvag

* AMepyIKRA avTidpaon

» /AimmoBupia Adyw Ayxoug | ®OBoU yia Thv eI0aywyr| TG BEAGvag
» [oévog ) evaioBnaia

» [lpR¢ipo oTo onueio elcaywyng

» Payiopa, Bpadon ) {nuia Tou ailoBnTApa

* EAdx10TOG BI00KOPTTIONOG QiNATOG TTOU OXETICETAI PE TNV
agaipeon Tng BeAdvag aicbnTrpa

*  YTTOAEITTOMEVN EPUBPAOTNTA TTOU OXETICETAI PE TNV KOAANTIK)
ouaia i Taivieg | kai Ta dUo

e IXNUOTIONGG OUANG
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Evodeigeig xpong

O aio6nTpag TpoopideTal yia XpAon ME Toug TTopTroug Guardian
Link (3) ka1 Guardian Connect yia Tn ouveyr TapakoAoudnon Twv
EMITTEdWYV TNG YAUKOLNG O€ GTopa Pe SIaBATN.

AvTevdeigeig
Kapia yvwoTA.

Bonosia

MapakaAoUye ETTIKOIVWVAOTE PE TOV TOTTIKO GOG QVTITTPOCWTIO Yid
BonbBeia. Avarpégte atn AioTa AlgBvwv onueiwy eTmKoIvwyviag TNg
Medtronic Diabetes 010 T€A0G TOU TTAPOVTOG 08NYyoU XPHOTN YIa
TTANPOYOPIEG ETTIKOIVWVIAG.

Fevikég TpogIdoTroInoelg

AloBaoTe 0AOKANPO TOV TTaPSOVTA 0dNyd XPAROTN TIPIV ETTIXEIPHOETE
va gloayayete Tov aiodnTipa. H cuokeur) One-press Serter
(MMT-7512) dev Aeitoupyei Pe Tov id10 TPOTTO OTTWG GAAEG
OUOKeUEG el0aywyng TN Medtronic. H un mpnon Twv odnyiwv

1 N Xxpnon SI0QOPETIKAG CUCKEUNG Serter evOEXETAl va £XEI WG
ATTOTEAET A AKATAAANAN €l0aywWYHR, TTOVO ) TPAUUOTIONO.

O aioOnTApag eival oxedlagpévog yia va AeIToupyei Jovo Je
EYKEKPIYEVOUG TTOPTTOUG. EpTrodidel TNV eTTKoIVWVia Pe TTopTToug
KaI KaTaypa@eig TTou dev gival cupfaToi ue Tov aiobntrpa.

H ouvdeon Tou aiobntripa oag o€ évav TTouTré i Kataypagéa

TTOU O€V €ival EYKEKPIYEVOG yia XPAON WE ToV aiobnTrpa UTTopEi va
TpokaAéoel BAGRN oTa eCapTApaTa. AvaTpEéLTe 0TOV 0ONYO XProTn
TOU GUOTANATOG 0aG yia £vav KATAAOYO GUHBATWY TTPOIOVTWV.

Mn AapBdaveTe amo@aoelg OXeTIKG pe Tn BepaTreia BAoEl TWV TIHWV
YAUKOZNG Tou aioBNTAPQ, €TTEIBN OI TIHEG YAUKOZNG a1oBnTApa Kai
yAukdng aipatog (BG) evdéxetal va diagépouv. Edv n Tiur Tng
yAukdng aioBntrpa gival XapnAn A uwnAR, f v aiobdveoTe
OUNPTITWHATA XOUNAAG 1 uwnAnG YAUKOZNG, KAvVTE Ta akdAouba
TIPIV AGBETE atro@aoelg oXeTikd pe Tn BepaTreia. EmReBaiwoTe Tn
YAUk&Zn Tou aigaTég oOg PE TOV PETPNTH OAG XPNOIUOTIOIWVTAG
deiypa aipatog ammd 10 SAKTUAS 0ag.

H Aqwn @apudkwy Pe aKeTAPIVOPAIivN 1 TTAPAKETAPOAN EVW
POPATE TOV AIOONTAPA UTTOPET va aurnoel Yeudwg TIG HETPATEIG TNG
YAukddng aioBnpa cag. To emiredo avakpifeiag egaptdaral atmo
TNV TTOOATNTA AKETAMIVOPAIVNG 1) TTOPAKETAPOANG N oTroia givai
EVEPYI OTO CWUA 0aG Kal PHTTopEi va dlagépel yia Kabe dtopo.
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Mnv ekBéteTe TOV QI0BNTAPQ 0OG O€ £EOTTAIOUS aATTEIKOVIONG
payvnTikoUu ouvtoviopoU (MRI), cuokeuég diaBeppiag 1 GAAeg
OUOKEUEG TTOU dnpioupyoulv IoXupd hayvnTika Tredia, Kabwg

n amédoon Tou alodnTApa dev Exel agiohoynBei UTTO AUTEG TIG
OUVBNKEG Kal YTTopei va gival un ac@aing. EGv o aiobntipag oag
ekTEDEI KOTA AGBOG o€ 1I0XUPO payvnTIKO TTEdi0, SIOKOWTE TN XPHon
KAl ETTIKOIVWVACOTE PE TOV TOTTIKO AVTITIPOCWTTO YIO TTEPAITEPW
BonBeia.

210V QIGONTAPQ €ival TTpocapTNUéVN PIa CUPTITUCOOWEVN BEAdva
Kal evOéxeTal va TTPoKANBEi eAdXI0TOG dlackopTTiopdg aipatog. Edv
€ioTE 10TPOG ) TTAPEXWY PPOVTIDA, TUAIETE oTEipa yada yupw atrd
TOV QI0BNTAPA YIa Va EAAXIOTOTIOINGETE TNV €TTAQPN PE TO aipa. Na
£xeTE 600 TO duvaTd PEYOAUTEPN ATTOOTACH AVANESA OE €0GG Kal
Tov a0Bevr) 6TaV agaipeite TN BeAdva.

Na diatnpeite 10 TEPIBANUA TNG BEAGVAG TTAVTOTE 0PATO WOTE Va
atmo@euxBei akoUG10G TPAUPATIONAGS 1) KEVTNon attd Tn BeAdva.

Na emBewpeiTe TTAVTA TN CUCKEUACIA yia ¢nuia TTPIV TN XPAON.

O1 aiI08NTAPEG €ival GTEIPOI KAl PN TTUPETOYOVOI, EKTOG €AV N
OUOKeuaoia £XEl QVOIXTEN 1] €XEI UTTOOTEN ¢nuia. Mn xpnOIKOTIOINOETE
TOV QI0ONTAPa €AV N OTEIPA CUCKEUQTIa €XEl AVOIXTEN 1 EXEl
uTroaTel ¢nuia. H xpron pn atmooTeipwuévou aiobnTrpa PTropei va
TTpokaAécel Aoipwén Tou onpegiou el0aywyng.

AuTO TO TTPOIGV TTEPIAAUBAVEI HIKPG £EQPTANATA KAl EVOEXETAI VO
OUVIOTA KivOUVO TTVIYHoU yia Ta TTaidid.

Na TTapakoAouBeite To onueio elcaywyng yia aigoppayia (KATw,
yUpw A eTavw até Tov aiobntrpa).

Edv TrapouciacTei aipoppayia, KAvTe Ta ak6Aouba:

1. AoknoTe oTaBepd TTiEON XPNOIPOTIOILVTAG OTEIpa yada i éva
KaBapd Travi, ToToBeTNUEVA TTAVW atTrd Tov AIoONTAPA YIa £wWg
Kal 3 Aemrtd. H xpAon un oteipag yalog YTropei va TTpOKAAETEI
Aoipwén oTo onueio elcaywyng.

2. E4v n aipyoppayia GTAPOTACEl, CUVOEDTE TOV TTOUTTO (r) TOV
Kataypagéa) oTov aigbntrpa.

Edv n aigyoppayia dev oTAPATACEI, PN OUVOECETE TOV TTOUTTO
oTov aiIoBnTApa BIOTI TO aija UTTOPET va EI0XWPNOEl OTO
oUVOECHO TOU TTOPTTOU KOl PTTopPEl va TTpoKaAéoel BAGBN Tng
OUOKEUNG.
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Edv n aipoppayia cuveyieTal, TTpokaAei

utrepBoAIKO TTOvo | Suo@opia, A gival

ONMAVTIKG opaTh TNV TTAACTIKA Bdon Tou

aiodnTipa, KavTe Ta akéAouba:

1. AQaipéaTe Tov aiIoONTAPA Kal CUVEXIOTE va
QaOoKeiTE OTABEPA TTiEGN PEXPI VA OTAUATATEI
n aigoppayia. AToppiyTe Tov aiodnTHpa ot TAQOTIKA Baon
OOXEIO AIXUNPWYV AVTIKEINEVWV.

2. EAéyETe TO onpeio yia epuBpdTNTa (KOKKIVIOHA), aidoppayia,
epEBIOO, GAYOG (TTOVO) A PAeypoVA. AVTIMETWTTIOTE BATEI TWV
0dnyIWV Tou 1aTpoU 0ag.

3. Eicaydyete évav véo aiobnTtipa o€ Jia dIaQopeTIKA Béon.

Fevikég Tpo@uAdGgelg

Na TAéveTe Ta xépia 0ag Pe oatrolvi Kai vepd TTPIV TNV El0aywyn
Tou a1IoBNTAPA yia va cUPBAAAETE OTO va aTToQeUXBei AoipwEn Tou
onueiou eI0aywyng.

Ortav eicaydyeTe Tov aioBnThpa o€ KATT0I0 GAAO ATopO Kal OXI OTOoV
€aUTO 0AG, va QOPATE YAVTIO WOTE VA ATTOQUYETE TNV ETTOPH PE TO
aipa Tou acBevoug.

Mnv eicaydyeTe TOoV aioONnTApa p€cw Taviag. H eicaywyr) Tou
aI0ONTAPa HECW TaIviag EVOEXETAI VA TTPOKAAETEI AKATAAANAN
€1I0aywyn Kal AeItoupyia Tou aiobnTrpa.

Na xpnoigoTroleiTe uAVOo OIVOTIVEUNA VIO VO TTPOETOINGOETE TO
OnuEio EI00YWYAG, WOTE VO BI0CPAANICETE OTI BEV ATTOPEVOUV
KaTAAOITTa ETTAVW OTO OEPHA.

Na evaAAdooeTe TO Oonueio elI0aywyng Tou aiobnTrpa, WoTE Ta
onuEia va pnv xpnolgoTroloUvTal UTTEPBOAIKA.

ATTOPPIYTE TOUG XPNOIPOTTOINKEVOUG aloONTAPEG Kal Ta
TepIBAAUOTA BEAOVWV OE OOXEIO AIXUNPWV QVTIKEIMEVWV PETA
aTTé KABE XPon WOTE va aTToPEeUXOEi aKOUCIOG TPAUUATIONOG
N kévtnon amé tn BeAdva.

Mnv kaBapileTe, YNV ETTAVATIOOTEIPWVETE KAl NV ETTIXEIPNOETE
va BydAete Tn BeAdva atréd 1o TTePiBAnua BeAdvag. EvoéxeTal va
oupBei aKoUOI0G TPAUPOTIOPOG A KEvTnan atrd Tn BeAdva.

Mnv eTTavaxpnOIPOTIOIEITE TOUG AICONTHPEG.

H emTavaxpnoipotroinon evog aiobnTripa evOEXETAI VO TTPOKAAEDEI
{nuia oTnv em@aveia Tou alodNTAPa Kal va odnyAoel o€ avakpiBeig
TINEG YAUKOCNG, €pEBIOUO TOU onueiou eiIcaywyng A Aoipwén.
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MoV va gicaydyeTe ToV aioOnThApa

NMPOZOXH: BefaiwBeite 671 TO onpeio Tou aiodnTAPA BPioKeTal
o€ amoéoTaon TouhdyioTov 2,5 cm (1 inch) amwé 1o onueio
€yxuong Tng avtAiag IvoouAivng i amoé Tnv mepioxn 6mmou
TPOYHOTOTIOIEITE Ol iB101 TIG EVéTelg dia XeIpdg. Kai katd

TNV AVTIKOTACTOON TOU a10ONTAPA, MIAESTE éva vEO onuEio
€£100YWYNG To oTToio BpioKeTal O ATTOOTAOTN TOUAdXIOTOV

2,5 cm (1 inch) a6 10 TTPONYyoUuEVO ONUEiIO WOTE Va gival
duvarti n emoUAwon Tng Tepioxng. OmoladnroTe dnuioupyia
OUANG ] OKARPUVONG TOU I0TOU PTTOPEi VO TTPOKAAETEN
avakpifn xopnynon ivooulivng | arédoan Tou aiodntipa.

MPOZOXH: Na atro@euyete TRV TEPIOXH TwV 5,0 cm (2 inch)
YUpw a1rd ToV a@aAd WoTe va dlac@alioeTe TRV dveon oTo
onueio £10aywYNG Kal va 31EUKOAUVETE TNV TTIPOOKOAANGN Tou
aiodnTipa.

EmAéETE éva onueio

EI0aYWYNAG TO OTTOI0 EXEl

ETTOPKA TTOCOTNTA UTTOOGPIOU

Aitroug. Edw Trapouacidlovtal

ol BEATIOTEG TTEPIOKES TOU

gwpaTog (PE okiaon) yia TNV

eloaywyn Tou ailobntrpa. ﬂ &

Mnv elcaydyete Tov aloBNTAPA G€ YU 1} OE TTEPIOXEG TTOU
TeplopifovTal atrd pouxa r afecoudp, TTEPIOXEG PE OKANPO OEpUa
| OUAWBN 10TS, TTEPIOKEG TTOU UTTORBGAAOVTaI G€ £vTovn Kivnon
KOT& TNV AOKNON, 1 O€ TTEPIOKES KATW OTTO {Wwvn ) 0TNn Péan, yia
BéATIOTN aTTGd0O0N TOU QICONTAPA Kal yia va ammo@euxBei akolaia
agaipeon Tou aiIgdnTAPA.

A@aipegon Tou aioOnTApa

Ortav cioTe €10IMOI VO GAAGEETE TOV QIOONTAPA 0OG, ATTOCUVOEDTE
TOV TTOUTTO atrd ToV aIoBNTAPA, OTTWG TTEPIYPAPETAI OTOV 0ONYO
xproTn mouTtroU. TpafRgte ammaAd Tov aigBnThpa amé 10 cwua
gag yla va Tov a@aipéoeTe. ToTToBeTAOTE TOV aloBNTApa o€ doxeio
QAIXUNPWYV AVTIKEIUEVWV.

AvTidpaocThpia

O aioBnTpag TepiExel dUo BloAoyika avTidpaaTrpia: o&eiddan
NG YAUKOZNG Kal AeukwpaTtivn avBpwtrivou opol (HSA).

H oeiddon Tng yAukdlng mrapdyetal amd 1o Aspergillus niger
KOl TTAPOOKEUACETAl WATE VO AVTATIOKPIVETAI OTIG OTTAITACEIG TNG
Biounxaviag yia Tnv €aywyn kai Tov Kabapiopd v Upwy yia
XPHon o€ SIayVWOTIKEG, AVOCOBIAYVWOTIKEG KOl BIOTEXVOAOYIKEG
epappoyég. H HSA tou xpnoiyoTroigital gTov aiodntrpa
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atroTeAeiTal amd KekaBappévo kal ammognpapévo KAdoua V
AeuKwaTivNG, TTOU TTOPAYETAI TTO TTACTEPIWHEVO AvVOPWTTIVO 0p0,
Je oTaupooUvdeon pEow YAoUTapaAdelidng. MNa TNV KOTOOKEUNA
K&Be aioBnTpa XpnaoiyoTrololvTal KAaTd TTpooéyyion 3 ug
0&e10aong TNG YAUKSING kai katd Trpoaéyyion 10 ug HSA. H HSA
gival eykekpipévn yia evoo@AERIa (V) €yxuon o€ avBpwTToug o€
TT00OTNTEG TTOAU PEYOAAUTEPEG OTTO AUTAV TTOU TTEPIEXETAI OTOV
aiobnThpa.

AtroBnkeuon Kai XEIPIOCNOG

MPOZOXH: Mnv kaTtayUXeTE TOV AICONTAPA KAl YNV TOV
atmoBnkeleTe o€ AUETO NAIOKO PWG, OKPAiEG BEpUOKPATiES
uypacia. AuTég ol ouvOikeg evaéxeTal va TrpokaAéoouv BAARN
oToV alolnTApPa.

Na ammobnkeleTe TOUG AIOONTAPEG HOVO O€ Bepuokpaaia dwuaTiou
peTagu 2°C kai 27°C (36°F €wg 80°F).

ATToppiwTe TOV aioONTAPA PETE TNV NUEPOPNVia «Xpron £wg» TTou
UTTOBEIKVUETOI OTNV ETIKETA, f} OV N GUCKEUACOIa €XEI UTTOOTEN {nuia
1 n oepdyion éxel TTapaBIaoTE.

Aildpkela wRg aloOnTApPA

O a109NTAPOG PUTTOPEI Va XPNOIUOTTOINOE Pia @opd Kal €XEl MEYIOTN
diapkeia {wng 170 wpeg (eTTd nuépeg). H didpkeia (wng 170 wpwv
Tou a1gBnTApa Eekiva éTav o aiIgBnTAPaG ouvdEDEi pe TOV TTOPTTO.

ESaptApaTa

One-press Serter

A.Tpogtoxr kal oTa dUO0 KOUNTTIA

B.’Evdeign amoTutTwpaTog
avTixelpa

Aldragn aigbnTpa yAukolng
A. BaBpo

B. epiBAnua BeAdvag
C.aio0ntpag

D.d&idpavn emévduon
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Bdon aicbntpa

A. olvdeapog aiobnTrpa
B. yAwoaidia ac@dAiong aicbntpa

>upBaTtdg TTOUTTOq

E¢aptApata Taviag kai aigOntApa
A. autokdAANTO YAWOGIdI

B. Baon aiobntipa

C.oBaA Tavia

Eicaywyn Tou aiocOnTtiipa

MPOEIAOMOIHZH: OTav gicdyeTe TOV aicONTAPA GE KATTOIO
dAAo dTopo Kal X1 OTOV EAUTO 0AG, VA POPATE YAVTIO WOTE
VO aTTOQUYETE TNV ETTOPR PE TO aipa Tou aoBevolg. EvaéxeTal
va TPpokAnBei eAdaxioTn aigoppayia. ETrapn pe 1o aipa Tou
aoBevoug ptropei va TTpokaAéael Aoipwén.

1. TAUveTe T X€PIO OQG.

2. EmAéCTE
éva onueio
i €1I0aywyng

OTNV KOIAIGKN
Xwpa A aTo
avw PEPOg
TOU Bpayiova

TO OTT0i0
n £XEI ETTAPKA
TToooTNTA

AiTToug.

S
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S 3. KaBapioTe 10 onueio eicaywyng pe
o OIVOTTVEUNA. AQriOTE TNV TTEPIOXNA
Va OTEYVWOEI PE TOV aéPa.

4. AvoiTe Tn ouoKeuaaoia Tou
aiodnTipa.

5. KpatroTte 10 BA6po Kal apaipéaTe
TN didTagn Tou aiodnTAPa
YAUKGCNG 11O TN CUCKEUATIO.
TotroBeTAGTE TO BABPO ETTAVW O€
ETTITTEDN ETMIPAVEID.

Xnueiwon: To BaBpo kai n diaTagn
aiodnTApa YAUKSZNG €ivail ol
KaBIEpwEVOI OPICHOI OTOV TTiVAKA
TWV €EAPTNUATWV.

6. BeBaiwbeite 6T TO
auTOKOAANTO YAWOGIdI
TOU aloOnTrpa £Xel
oTeEPEWDET KATW
atré Tov oUVOECHO
aiodnTAPa Kal Ta
yAwaoaidia ac@dAiong
TOU aIoOnThPA.
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7. ZwoTo6 KPATHMA TG
OuUOoKeUNg Serter

TomroBeTAOTE TOV
avTixelpd oog
ETTAVW OTNV €VOEIEN
QTTOTUTTWHUOTOG
QvTiXEIPa WOTE Va
KPATATE TN OUOKEUN
Serter xwpig va
ayyiCeTe Ta KOUPTTIC.
AavBaopévo

KpdTnua TNg
OUOKEURG Serter

Ta 88kTUAG oag dev
Ba Tpétrel va ayyifouv
T KOUMTTIA.

8a—-8b. Adpdagte Tn cuokeun Serter,
@ TOTTOBETWVTAG TOV AVTIXEIPG
oag emavw oTnv évdeign
\ ATTOTUTTWHATOG QVTIXEIPA,
j XWPIg va KPATATE TA
KOUMTTIA. [POCEKTIKG TTIECTE
Tn ouokeur| Serter TPOG Ta

KATW, ETTAVW 01O BABPO,
pEXPI N BAON TNG OCUCKEUNG
Serter va «kABeTaI» €TMITIEDN
ETTAVW OTO TPOTTEQ! KAl val
QKOUOETE Eva «KAIK».
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9a. lNa va amooTdoeTe T
ouoKeun serter a1té 10 BaOpPO,
TOTTOBETAOTE TOV AVTIXEIPO TOU
€VOG XEPIOU 0ag ETTAVW OTNV
£€vOEIEN OTTOTUTTWPATOG AVTIXEIPA
Kol adpdagre TN ouokeun Serter
XWPIig va ayyileTe Kavéva atrod
Ta KOUPTTIA. Me 10 dAAO oag
XépI, TOTTOBETAOTE BUO BAKTUAQ
ETTAVW OTOUG Bpayioveg Tou
Babpou.

9b. TpaBngre apyd Tn CUCKEUN
Serter euBeia TTPOG Ta TTAVW
XWPIG VA KPATATE TA KOUMTTIA.
Mnv atmrooTrdoeTe 10 BA6BpO atd
TN OUOKeur Serter Xwpig va
aTtnpideTal oTo TPaTTE], KABWG
QUTO PTTOPEI VO TTPOKAAEDEL
BAGBN oTov aigONTAPA.

Xnpeiwon: To B€Aog oTnV TTAEUpPd
TNG OUOKEUNG Serter eubuypappiCeTal
ME TN BEAOVA eVTOG TNG CUCKEUNG
Serter.
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MPOEIAOMNOIHZH: MoTé pn onuadeleTe pIat POPTWHEVN
ouoKeun Serter TTPOG OTTOIOSATTOTE ONUEIO TOU CWHATOG OTTOU
Sev gival emBuUPNTA N eiIcaywyn. Edv méoeTe TO KOUMTTI KATA
AGBog, auTo evOEXETAI VO TIPOKAAETEI TNV TOTTOBETNON TOU
aioOnTApa ye éveon amod Tn BeAdva o€ pun embupnTA B€0n,
TTPOKAAWVTAG HIKPO TPAUMATIOUO.

10a. KparoTe T ouokeur| Serter
oTaBePd ETTAVW OTO KABAPIoPEVO
onueio eI00YWYAG, XWPIg va
TECETE TN CUOKEUR Serter TTOAU
BaBiad péoa oTo dépua oag.

Inueiwon: Edv katd TV elcaywyn
Oev KpPATAOETE YE AOPAAEIa TN
ouokeun Serter eTiTreda £TAVW GTO
OWHO 00G, AUTO PTTOPET VO ETTITPEWEI
oTn ouokeur| Serter va avartndnoel
TTPOG TO TTIOW OTAV TTIECETE TA
KOUMTTIG, £XOVTOG WG ATTOTEAETHA
akaTAAANAN glcaywyn Tou aiIodnTApPa.

10b-10c. MéoTe Ka

ateAeUBEPWOTE
TO €EOYKWUA Kal
oTa OUO KOUUTTIG
TauTOXPOVA,

EVW KPOTATE TN
ouokeun Serter
eTiTTEdQ ETTAVW
OTO OWUA CAG.

10d. ZuveyioTe va KpaTATE TN
@ ouokeur Serter eTTiTTeda eTTAVW

OTO OWHA 00G YIa TOUAAXIOTOV
TTEVTE DEUTEPOAETITA LVOTE VA
EMTPEWETE OTO AUTOKOAANTO VO
KOAANO€l 0TO BEPUA OAG.
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10e. AvaonkwoTe apyd Tn CUOKEUR
Serter amOpaKPUVOVTEG TNV ATTO
TO OWHa oag, diacpaAifovtag
611 Oev TTECETE TA KOUPTTIC.

Edv eicaydayare Tov aigbntipa oTov £auTtd 0ag, OAOKANPWOTE TO
Brupa 11a. Edv €ioTe 1aTpOG 1) TTAPEXWY GPOVTIOA TTOU €iI0aydyaTe
Tov a100nTApPa o€ évav aocBevr, oAokAnpwaoTe 10 Brpa 11b.

AcBevig:
1
@ -/ 7S 11a. KpatrjoTe amaha mn Bdon
- D4 TOU aIeOnTpa TTavw oTo
a Oépua oTov oUvOETHOo

aI0OnNTAPa Kal 0TO AvTiBETO
dKpo TnNG BAaong Tou
aiodnTipa. KpatioTe 10
TePiBAnUa TnG BeAdvag oTo
EMAvVwW pEPOG Kal TpaRAETE
TO apyd euBeia TTPOG Ta
ETTAVW, ATTOMAKPUVOVTAG TO
aTré Tov aIeOnTAPA.

H

latpog 1 TTapéxwyv @povTida:
11b. TuAi€Te pia atmrooTelpwpévn
yada yupw a1ré Tov
aiodnTApa (6TTWG Qaiveral
otnv Eikéva 11b). KpatioTte
atraAd TN Bdon Tou
aiodnTApa TAvw oTO dEPUA
oTov oUvOeoo aIgnTrpa
Kal OTO avTIBETO AKPO TNG
Bdaong Tou aloBnTAPA.
KpatoTe 10 TrepiBAnua

NG BeAOVAG OTO ETTAVW
HéPOG Kal TpaBnETe TO apyd
euBeia TTpOG Ta ETTAVW,
QTTOPAKPUVOVTAG TO OTTO
Tov aiIoBnTApPa.
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MPOEIAOMOIHZH: Na mrapakoAouBeite To onueio eiIcaywyng
yia TUXOV aigoppayia. Edv ekdnAwbei aigoppayia, KATwW,
YUpw N eMavw a1réd TOoV aIoONTAPA, ACKNOTE OTABEPN TTiEoN
XPNOIUOTTOIWVTAG ATTOOTEIPWHEVN Yada R éva kaBapod

Travi TomofeTnuévo TTavw a1rd Tov aIolNTAPA yia WG Kal
Tpia AemrTd. H Xpion un amooTeipwpévng yadag Utropei va
mpokaAéoel Aoipwén. Edv n aipoppayia dev oTOPATACEI,
aAPAIPESTE TOV AITONTAPA KAl AOKNOTE OTABEPN TriEON MEXP!
VO OTOMATAOEI N aijoppayia.

Znueiwon: Ta autokdAAnTa NG Medtronic gival euaiodnta oTnv

Tieon. MéECovTag To AUTOKOAANTO ETTAVW OTO BEPHA BIATPAAICETE
OTI 0 ICBNTAPAG TTAPAUEVEl TIPOOKOAANUEVOG OTO dEPUA yIa OAN
TNV TTEPIOBO TTOU POPIETAI.

Inueiwon: Metd

TNV €I0aywyn, N

XPron auToKOAANTWY
TIPOIGVTWY OTTWG TO

Skin Tac™ emmmTAéov Tng
Taviag gival TTPOQIPETIKN.
Edv xpnoipotroinbolv
TIPOQIPETIKA QUTOKOAANTO
TIPOIGVTA, EQAPUOOTE

Ta 01O OEPUA KATW aTTd
TO QUTOKOAANTO €TTiBEPQ
TIPIV OTTO TNV 0Qaipecn
TNG TTPOCTOTEUTIKAG
emmévduong. Mtopei
€TTIONG VA £EQAPUOOTEN
OTO AUTOKOAANTO ETTIBEO
f o710 dépua yUpw atd
TN Bdon Tou ailcONnTHPA.
EmtpéyTte 0TO TTPOIdV va
OTEYVWOEL.
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12a.

KpartfoTe Tov aiobntripa otn

0éon Tou Kal aTraAd aQaIpéOTE

TNV TTPOCTATEUTIKN £TTEVOUCH TOU
AUTOKOAANTOU aTTd TO KATW HEPOG
TOU aQUTOKOAANTOU €MBEpaTOG. MV
APAIPECETE TNV TTPOCTATEUTIKN
€mévOuon Tou auTokOAANTou artréd 1o
opBoywvIo auTokKOAANTO YAWGCTIOI.
AuTo 10 YAwoGidl Ba xpnoiyotroinBei
YIO VO OTEPEWOEI TOV TTOUTTO O€
JETayEVEDTEPO BAMA.

12b.

MéoTe 0TaBePd TO AUTOKOAANTO
€MiOEPa ETTAVW OTO BEPHA YIa
va BeBaiwbeite 0TI 0 aloONTAPAG
TTapapével TIPOOKOAANUEVOG OTO
Séppa.

13a.

EAeuBepwdaTe TO QUTOKOAANTO
YAwoaidl amd katw atrd Tov
oUvOEeTO.

13b.

lo1woTe T0 auToKOAANTO YAWOGIdI
TOU aIoONnTApPa £101 WOTE va gival
€TMITIEO ETTAVW OTO JEPUA.
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E@appoyn Tng ofdA Taiviag

o 1. AQaIpEOTE TNV TTPOCTATEUTIKI)
emTévouon 1 kai Thv
TIPOCTATEUTIKN) ETTEVOUON 2.

2. E@apuodoTe TNV Tavia 0TTwg
QTTEIKOVICETAI KAl TTIEOTE KATW

oTabepd.

To TAaTU PEPOG TNG TaIVIAG KAAUTTTEI
TN pion Bdon Tou aioBnTAPa.

3. AQaipéoTe TNV TTPOCTATEUTIKA
emévduon 3 atmod KABe TTAeupd.
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° K 4. E¢opallvete TnV Tawvia.

5. ZuvOEOTE TOV TTOPTTO UE TOV
aiodnTApa.

e Znueiwon: Mepipévere va
avaBooBroel n Tpacivn
E QwrTeEIvr €vOEIEn OTOV TTOUTTO.
Edv n mpdoivn ewrteivr) €voeiEn
O¢ev avaBoafroel, avaTpégTe
oTnV evoTNTa «AVTIUETWTTION

TTPOBANHATWY» TOou 0dnyou XpHoTn
TOU TTouTIOU GAG.

6. KaAUyrTe Tov TTOUTTO pE TO

e aAuTOKOAANTO YAWOTIdI.
.~ Znueiwon: Mnv TeviwoeTe
% uTTEPBOAIKG TO YAWOTidI

TpaBWVTaG TO.

a 7. Mo va epapuooeTe 2n Taivia,
AQIPEDTE TNV TIPOCTATEUTIKA

emévduon 1 kal TNV
TTPOCTATEUTIKI| £TTEVOUON 2.
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8. EgpapudaoTte Tn 2n Tavia otnv
avTifeTn KaTeUBuvon amd TNV
TTPWTN TaIvia KAl TOTTOBETACTE
TNV Tdvw oTov TTouTTé. MigoTe
oT0BEPd TTPOG TA KATW.

To TAaTU PEPOG TG TaIviag
KOAUTTTEI TO AKPO TOU TTOUTTOU
Kal T0 Oépa.

9. AQaIpéOTE TNV TTPOCTATEUTIKA
emévduon 3 atod KABe TTAeUpd.

10. ESopaAlveTe TNV Taivia.

Inueiwon: PpovTioTe va eAEyXETE
TAKTIKG TO onueio Tou aiobntrpa
oag. Edv n ouokeun d¢gv gival
A0PAAAG, EQAPUOOTE €va ETTITTAEOV
QUTOKOAANTO TOU EUTTOPIOU.

11. Tio AETITOPEPEIEG OXETIKA PE TO
TTIWG Va EICAYETE TIG pUBUioEIG
TOU aIoONTAPa cag oTnV avTAia
0ag ) OTnNV KIVATA OUOKEUN
0ag, avaTpEETe OTOV AVTIOTOIXO
odnyo xproTn.
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Mivakag gikovidiwv

&

Huepopunvia «Xpron £éwg»

Mnv To €TTaVaXPNOIPOTIOIEITE

(1x) ‘Evag aiodnTipag avd KouTi/ouokeuaaia
(5x) MévTe aioBNTAPES ava KouTi/oUoKeuaaia
(2x) AUo TaIvieg avé cuoKeuaaia
(10x) AéKa TaIvieg avé oUOKEUOTia
Uﬂ >upBouleuTeite TIG 0dNYieg XpAong
Ap1Bpdg KataAdyou 1 povtéAou
LOT Kwdikdg Traptidag

[STERILE[R] ATIOOTEIPWHEVO WE CKTIVOBOAIQ

‘Oplio Beppokpaciog

AvoigTe €3

KataokeuaoTrg

Mnv eTTaVATIOCTEIPWVETE

E0BpaucTo, XEIPIOTEITE PE TTIPOCOXA

Alatnpeite oTeyvo

AVOKUKAWOTE XapTOVI, XapTi, TTAACTIKA UAIKG
OUOKEUaaiag Kal avetTiBuunTo £yypag@o UAIKO.

E&ouoiodotnuévog avtimmpdowTrog aTnv
Eupwraikr) Koivotnra.

Zrjuavon oupgpoépewong: To oUuBoAo autd onuaivel
4TI TO TTPOIGV CUPHOPPWVETAI TIARPWG PE TNV 0dnyia
93/42/EOK Trepi 1ATPOTEXVOAOYIKWV TTPOIOVTWV
(Koivotroinuévog gopéag 0459).

Mn ao@aAég yia payvnTikr Topoypagia (MR): diatnpeite
TO JOKPIG OTTo €0TTAIGUS payvnTIKrg Topoypagiag (MRI).

Mn TrupeToy6vo - Aev TrepIEXEl EVOOTOEIVEG.

© 2016 Medtronic MiniMed, Inc. Me Tnv em@UAagn TTavTog SIKAIWHATOG.
Ta MiniMed™ kai Guardian™ eivar egtropikd orfjpara Tng Medtronic MiniMed, Inc.
To Skin Tac™ eival eutropiké orjua Tng Torbot Group, Inc.
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Pycckun

BBepneHue

CeHcop rntoko3bl Guardian™

Sensor (3) — vacTb Bawewn cuctembl
HenpepbIBHOTO MOHUTOPUHIA YPOBHS
rntoko3bl (CGM). CeHcop HenpepbIBHO
npeobpasyeT B 3MEKTPOHHbIN

CurHan o4eHb He3Ha4yuTenbHbIe
KOnmMyecTBa [MIoKO3bl, COAepXaLlencs
B MEXKIETOUYHOWN XMOKOCTU MoM, KOXEN.
Bawa cuctema 3atem ncrnonb3yeT aToT
curHan, 4Tobbl NokasbiBaTb 3HaYEHNE
YPOBHSI [THOKO3bl, MOyYEHHOE OT
ceHcopa.

. NofcTaBka

. KOpnyc nrmbl
. CeHcop

. Npo3payHas
rnneHka

Bo3moxHble PUCKHN, CBA3aHHbIe C UCMNOJIb3OBaHNEM
CeHcopa

O6Lwme puckm, cBA3aHHbIE C UCMONb30BaAHMEM CEHCOPa,
BKIIHOYAIOT:

» PasgpaxeHue koxu unu gpyrve peakumm
* [emaToMbl

» JuckomdopT

* [MokpacHeHne

* KpoBoTteueHue

* bonb

* Cbinb

* VHdekumsa

o Wnwkn

* [MosiBneHne HebOMnbLIOW NOXOXeEN Ha BECHYLLKY TOYKN B MeCTe
BBeAEeHNA Urnbl

+ Annepruyeckas peakuus

» OBMOpOK BCNEACTBUE TPEBOXKHOCTY UM GOSI3HM YKOMNOB
» BonesHeHHOCTb MMM MOBbILLEHHAs YyBCTBUTENBHOCTD

+ OTeKk B MeCTe BBEeHUs

+ PaspblB, MoroMKa 1Uiv NoBpexaeHne ceHcopa

* HesHauntenbHoe pa36pb|3rV|BaHv|e KpOBW Mpn U3BnevYeHnmn urnbl
CeHcopa

+ OcTaToyHoe NoKpacHeHWe, BbI3BaHHOE KneeM Unu nnactbipsimMu,
Unu TeM 1 Apyrum

» Py6uesaHuve
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NMoka3aHuUA K NpUMeHeHuUto

CeHcop npefHasHayeH Anst UCNONb30BaHKs ¢ nepejaTyvkamm
Guardian Link (3) n Guardian Connect ans HenpepbIBHOrO
MOHUTOPUHIa YPOBHSI FMoKO3bl Y Nofel ¢ anabeTom.

MpoTuBOonokasaHuA
HewnsBecTHbI.

Moppepxka

Ob6paTnTech 3a NOAAEPXKKOV B pervoHanbHoOe NpeacTaBUTeNbLCTBO.
CBepeHusi 0 pervoHasnbHOM NpeAcTaBUTENbCTBE KOMMNAHWK

1 MECTHOW NHMN NOAAEPXKN CM. B NepeyHe MexXayHapoaHbIX
koHTakToB Medtronic Diabetes B KoHUe aTOro pykoBoacTaa.

MpepocTepexeHus obuero xapakrepa

[MNepen BBEAEHMEM ceHcopa MNOSMTHOCTLIO 03HAKOMBLTECH C ATUM
pyKoBOACTBOM nornb3oBatens. [MpuHumn paboTel ycTporcTBa
ans seegeHns One-press (MMT-7512) otnnyaeTcst oT apyrux
YCTPONCTB Ans BBeAeHus komnaHumn Medtronic. HecobniogeHue
WHCTPYKLMI UNW UCMOMb30BaHWe ApYroro ycTponcTea Ansi
BBEAEHNS MOXET NPUBECTU K HENPABUIIbHOMY BBEOEHMIO,
60MNe3HEHHbIM OLLYLLIEHWSIM UINW TPaBMe.

CeHcop npefHa3HayeH Anst paboTbl TONbKO ¢ 0f06pEeHHbIMU
nepegaTynkamu. 3To NpefoTBpaLlaeT NogknveHne

K nepefaTtymkam 1 permcTparopam, KoTopble HECOBMECTUMbI
C ceHcopoM. lMogknioveHne ceHcopa K TpaHCMUTTEPY WUIn
permcTpaTopy, KOTopbIi He 040BpeEH AN NCMONb30BaHUS

C CEHCOPOM, MOXET NPUBECTU K NMOBPEXOEHNIO KOMIMOHEHTOB.
Cnncok COBMECTVMbIX NMPOAYKTOB CM. B PyKOBOACTBE
nonb3oBaTensi CUCTEMbI.

He npyvHumanTe pelleHnii 0 ne4eHmMm Ha OCHOBaHUWN 3HAYEHUI
IMIOKO3bl CEHCopa, NOCKOMNbKY 3Ha4YeHWs KO3kl ceHcopa

1 3Ha4eHus rmioko3bl kposwu (IK) moryT pasnuyatbes. Ecnv ceHcop
OTMEYaET MOBbILLEHHbINA UMW NMOHWKEHHBIV YPOBEHb MMHOKO3bl, UK
ecnu Bbl oLyliaeTe CMMNTOMbI NMOBBILLEHHOTO UMW MOHWKEHHOTO
YPOBHS [MHOKO3bl, Nepes NPUHSATUEM PELLEHUI, KacatoLLmXcs
rneveHus, AenCTByTe crneayowmum obpasom. MNoaTeepanTe cBOWA
YPOBEHb [TH0KO3bl KPOBU, NPOBeAs aHanu3 obpasua KpoBu 13
nanbLa npy NoMoLUM rrtoKoMeTpa.

[Mpuem npenapaTtoB ¢ aueTaMMHOEHOM UK NapaleTaMmorioMm
BO BpeMsA HOLUEeHUA CeHCopa MOXeT ownboyHo YBENMN4YNTL Ballun
NnoKasaHuA MKo3bl CeHcopa. YpoaeHb HETOYHOCTN 3aBUCUT

OT KONMYeCcTBa aKTMBHOMO aueTaMmvHodeHa unu napawueramona
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B BalleM OopraHmM3aMe n MOXeT pasnmyaTbCa ONA KaxXaoro
Yyenoseka.

He noaeepravite gatuuk Bosgevictsuto MPT obopyaoBaHus,
OvaTepMUYECKUX YCTPOMCTB UMK APYrMX YCTPOWCTB, CO3aatoLLmnX
CUnbHble MarHUTHbIE MOMS, Tak Kak pabota ceHcopa B 3TWX
YCINOBUSIX HE OLleHMBanacb U MoXeT ObiTb HebGe3onacHon. Ecnu
CeHcop crnyyarHo noaBeprcst BO3AENCTBUIO CUMbHOMO MarHUTHOIO
nons, npekpaTuTe ero ncnonb3oBaHve 1 obpatutech 3a
AOMNONMHNTENbHOW NOMOLLBIO B MECTHOE MPEACTaBUTENbCTBO.

Brsarueatowwasica nrna npukpenneHa k ceHcopy. MNpu n3sneyeHnm
UMbl MOXET BPbI3HYTh HE3HAYUTENBHOE KONMYECTBO KPOBMU.
Ecnu Bbl siBnsieTecb MegULUMHCKUM PabOTHUKOM UK NMLOM,
OCYLLECTBMSALLMM yXOf 3a NauneHToM, obepHuTe ceHcop
CTEePUbHLIM MaprieBbIM TaMMOHOM, YTOObI CBECTU PUCK
COMPUKOCHOBEHUSI C KPOBbIO NauMeHTa K MuHuUMymy. Mpun
M3BNEYEHUN UMbl 4ePXKMUTECH OT NauMeHTa Kak MOXHO Aanblue.

Bo nsbexaHune crniyyaiHbIX TpaBM UK yKOra UrMon He ynyckanTe
ee Kopnyc 13 Buaa.

[o ncnonb3oBaHuWsi Bcerga ocMaTtpuBainTe ynakoBKy Ha npeameT
OTCYTCTBUSI NoBpexaeHuit. Ecnu ynakoBka He OTKpbITa U ee
LIeNIOCTHOCTb HEe HapyLleHa, CEHCOp CTEPUIEH 1 anuporeHeH. He
UCTONb3YiTe CEHCOP, ECNW CTEPUIIbHAS YNaKoBKa OTKpbITa WK
nospexaeHa. Vicnonb3oBaHne HeCTEPUITBHOTO CeHcopa MOXeT
NpUBECTU K MHDMLMPOBAHWNIO MecTa BBeAEHUSI.

[aHHbI NpoAYyKT CoaepXWUT Menkue aeTanu, cnocobHble Bbi3blBaTb
yayube y aeten.

CreawnTe 3a KPOBOTEHYEHVEM B MecTe BBeAeHUs (Mo CEHCOPOM,
BOKPYI HETO UM B €ro BEPXHEN YacTu).

B cny4yae kpoBoTeuYeHUs1 AeNCTBYUTe crieayrowmmM obpasom:

1. TINOTHO NPWXMWUTE K paHKe Ha TPU MUHYTbI CTEPUTIbHBIN
MapreBbIvi TAMMOH WIM YACTYIO CandeTKy, pacromnoXuB nx
Ha BEPXHEN 4acTu ceHcopa. Vicnonb3oBaHne HECTEPUITBHOTO
MapreBoro TaMrnoHa MOXET MPUBECTU K MHULIMPOBAHMIO MecTa
BBEOEHUS.

2. B cnyvae npekpalleHusi KpOBOTEYEHUS NOACOEeaNHUTE
TpaHCMUTTEp (perncTpatop) K CEHCOpY.
Ecnu kpoBoTeyeHne He OCTaHaBNMBAETCS, HE NOACOEANHSINTE
TPaHCMUTTEP K CEHCOPY, MOCKOIbKY KPOBb MOXET NnonacTb
B KOHHEKTOP TPaHCMUTTEpPA, YTO MOXET NPUBECTU
K MOBPEXAEHUIO YCTPONCTBA.
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Ecnu kpoBoTeyeHUe He OCTOHaBNMBaeTcA,
BbI3bIBaeT Ype3mMepHyr 6onb unm
ANCKOMAOPT, UMK OYEHb 3aMETHO

B NJIaCTUKOBOM OCHOBaHWUM AaTuuKa,
BbINOSIHUTE criegytollee:

1. N3Bnekute ceHcop 1 npogormxante
MPWXUMaTb paHKy 10 OCTaHOBKM nnactnkosoe
KpoBOTeUEeHMs. BbibpockTe ceHcop OCHOBaHWe
B €MKOCTb /151 OCTPbIX NPEAMETOB.

2. MpoBepbTe MECTO BBEAEHUS Ha OTCYTCTBMUE MOKPACHEHWS,
KpOBOTEYEHUS, Pa3apaxeHuns, 6onu, NoBbILLEHHON
YyBCTBUTENLHOCTK 1 BocnaneHus. MNpumute mepol
B COOTBETCTBWM C yKadaHusimu Baluero meguumHckoro
paboTHuKa.

3. BeeguTe B Apyroe MecTo HOBbI CEHCOP.

O6Lwure mepbl NPeAOCTOPOKHOCTHU

YT06bI M36eXaTh UHPULMPOBaAHUS MeCTa BBEAEHWS, Nepeq,
BBeJEHNeM CeHcopa MONTE PyKv BOAOWN C MbIFTOM.

HapesanTte nepyatku nepen BBEAEHNEM CEHCOpa B Terno
naumeHTa, 4Tobbl n3bexaTb KOHTaKTa C KpOBbHO NauueHTa.

He BBOOWTE CEHcOp CKBO3b NnacTbipb. BBEAeHVEe ceHcopa CKBO3b
MnacTbipb MOXET NPUBECTU K HENPABUITbHOMY BBEAEHUIO CEHCopa
W HapyLLEHWIO ero yHKLMOHMPOBAHWS.

[ns obecneveHns OTCYTCTBUS HA KOXE 3arpsisHEHUI ovmLLanTe
MECTO BBEAEHUS TOMbKO CMIPTOM.

YT06b! A4aTb BO3MOXHOCTb TKaHsIM BOCCTAHOBUTLCS, U3MEHSINTE
MeCTa BBeleHNA CeHCopa.

Bo nsbexaHve cnyyariHbix TpaBM UMK yKona Urnow BoibpackiBanTe
1CNosb30BaHHbIe CEHCOPbI M KOpMyca Ui B eMKOCTb ANt OCTPbIX
NpeaMEeTOB MOCMe KaX4oro NCnofib30BaHUs.

He ouunwiante n He cTepunuaynTe urny NOBTOpPHO. He nmbiTantech
n3BneYb UMy 13 kopnyca. 3To MOXeT NPUBECTU K CryYalHbIM
TpaBMam WUnm yKosy Wrromn.

He ncnonb3yinTte ceHcopbl NOBTOPHO. [OBTOPHOE MCNOMb3oBaHWe
CeHcopa MOXET Cy>XWTb NPUYNHON NOBPEXAEHUS ero
NMOBEPXHOCTU, YTO MPUBOAUT K HETOYHBIM 3HA4YEHUSAM TT1HOKO3bI,
pasgpaxeHunto MecTa BBeAeHUs UM MHULMPOBAHWIO.
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MecTo BBeaeHuUs ceHcopa

NPEAYNPEXAEHMUE: y6eautech, 4To MecTo BBEeAEHUS
ceHcopa HaxopuTcA He 6nuxe 2,5 cm (1 arorma) ot mecta
MHpY3UN MHCYNUHOBOW MOMMOW MM UHBEKLUMI LUNpULEM.
W npu 3aMeHe ceHcopa paccTosiHMe MeXay HOBbIM

M NpeablayLWMM MeCTOM BBeAEHUs1 [OMKHO COCTaBNATb

He MeHee 2,5 cm (1 glonima), YToObI Npeabiayllee MecTo
BBeAEHMUA 3aXuno. B TkaHaX ¢ py6uamu unv ynnoTHeHUAMU
MOXET ObITb HapyLleHa AoCTaBKa UHCYTNMHA UMK Xe B TaKnX
TKaHAX CEHCOp MOXeT paboTaTb HenpaBUNLHO.

NMPEAYNPEXAEHMUE: ansa ob6ecneyeHus ynobHoro BBeAeHUA
M Ka4yeCcTBEHHOrO KpenneHUs ceHcopa MecTo BBeAEeHUs!
OOIMKHO HaxoAuTbCA He 6nuxke 5,0 cMm (2 AOMMOB) OT nynka.
[ns BBegeHus Bbibupante

MecTa C AOCTaTOuHO

pasBUTOWM XMPOBOW

npocnonkon. Ha pucyHke

onTMMarnbHble MecTa

[ns BBeAeHWsi ceHcopa

BblAemneHbl CepbiM LIBETOM. ﬂ &

He BBOAMTE CEHCOP B MbILLbI UMW MeCTa, CAABMMBaEMble
oAeXA0N NN akceccyapamu, NOKpbITbie rpybomn Koxen nnm
pybuamu, oTnmyatoLmecs NoBbILLEHHON NOABUMXKHOCTbLIO

npu un3nM4eckor akTMBHOCTH, a Takke B 0bnacTb Tanum

WINK NOJ NOSICHON peMeHb, YToObl 06ecneunTb Haunyyllee
PYHKLIMOHMPOBaHNE ceHcopa U n3bexaTb Cry4alHOro CHATUS
ceHcopa.

YnaneHue CeHCcopa

Korga nogonaet BpeMs 3aMeHUTb CEHCOP, OTCOEANHNUTE
TPaHCMUTTEP OT CEHCOpa COornacHoO MHCTPYKUMAM PYyKOBOACTBa
nonb3oBaTtend aAng TpaHCcMnUTTepa. Ons yAaneHnsa OCTOPOXHO
NOTAHUTE CeHcop M3 Tena. NomecTuTe CeHCop B eMKOCTb ANs
OCTpbIX NpegMeTOoB.

PeareHTbl

B ceHcope copepxatcst fBa G1onornyeckmx peareHra:
TIOKO300KCHAa3a U YernoBeYECKMA CbIBOPOTOYHbIN anbOyMuH
(YCA). iokozookcmaasy nonyyatoT us Aspergillus niger

1 NMPOM3BOASAT B COOTBETCTBUM C NPOMbILLIIEHHBIMU TpeGOBaHUSMU
ONst 9KCTPaKUMMN U O4UCTKN (PePMEHTOB ANS UCMONb30BaHWS

B ANAarHOCTUYECKMX, UMMYHOAMArHOCTUYECKMX N BUOTEXHUYECKMX
uenax. YCA, ncnonb3yemblin B CEHCOpPE, COCTOUT U3 OYULLEHHON

1 BbICYLLUEHHOW pakumu ansbymuHa V, nonyyeHHon 13
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nacTepr3oBaHHOW YEeNOBEYECKOW CbIBOPOTKM, KOTOpasi

cBsizaHa Yepes rnioTapanbaerna. [na npovussoncTea Kaxaoro
ceHcopa TpebyeTcsa NpubnmanTensHO 3 MKT FI0KO300KCMAA3bI

1 npuénuantensHo 10 mkr YUCA. YCA ogobpeH anst BHyTPUBEHHOTO
BBEEHNS YENOBEKY B KONMMYECTBAX, HAMHOIO MPEBbILIAILLNX
NpUCYTCTBYHOLLEE B CEHCOpE.

XpaHeHue n obpaweHune

NPEOQYNPEXOEHUE: He 3amopaxuBanTe ceHCOp U He
XPaHUTE ero Ha OCBELLEeHHbIX MPSAMbIMUA COJTHEYHbLIMM JlyYamu
MecTax, NPy CIULLKOM BbICOKOW UIA CIIULLKOM HU3KOW
Temnepartype, Uf1 BbICOKOM BIIAXXHOCTU. QTN BO3AENCTBUSA
MOryT NoBpeauTb CEHCOop.

XpaHuTe ceHcopbl TOMbKO NPy KOMHATHON Temnepatype ot 2 °C
no 27 °C (ot 36 °F go 80 °F).

BeibpockTe ceHcop nocne aatel «McteveHne cpoka
rogHocTu» ("Use by date"), ykasaHHOW Ha Hakneke ynakoBku, Unu
ecnu ynakoBka NnoBpexaeHa Unun ee repMeTUYHOCTb HapyLLeHa.

Cpok cnyx6bl ceHCcOopa

CeHcop MOXeT UCMosb3oBaTbCs TONbKO OAWH pas, U ero
MakcuMarnbHbI Cpok cnyx6bbl coctaensieT 170 yacos (cemb
AHewn). XXnsHeHHbIN nepuof ceHcopa 170 yacoB HaunHaeTcs npu
NOAKMIOYEHNN CEHCOPa K TPaHCMUTTEPY.

KomMnoHeHThI

YCTPOWCTBO ANs BBEAEHUSA
One-press

A. Byropok Ha obenx KHomkax
B. otmeTtka ansa 6onbLuoro nanbua

CeHcop rnokosbl B cbope

A.nogcraBska

B. kopnyc urmbl
C.ceHcop
D.npo3spayHas nneHka
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OcHoBaHuve CeHcopa

A. KOHHEKTOP CeHcopa
B. 3awenku ceHcopa

CoBMeCTUMbIV TPAHCMUTTEP

[MnacTbipb M KOMMOHEHTLI CeHcopa

A. Knevkui s13bl40K
B. ocHoBaHwue ceHcopa
C.oBanbHbIN NNacTbipb

BBepneHue ceHcopa

NMPEOOCTEPEXEHME: HapeBanTe nepyaTku nepepg
BBeAEHUEeM CeHcopa B Teno nauueHTa, YTobbl nsbexatb
KOHTaKTa C KpoBbIO naumneHTa. MoxeT nponsonTn
He3HauuTesribHoe kpoBoTeyeHue. KOHTaKT ¢ KpOBbIO NauueHTa
MOXEeT NPUBECTU K MH(PULUPOBAHUIO KOHTAKTUPYHOLLEro nuua.

1. BbimoriTe pyku.

2. Bbibepute
MecTo
BBEEHNS
Ha XuBoTe
U1 nneve
C [OCTaToO4HO
passuTom

n X1poBOW

NPOCITONKON.

S
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N 3. Ounctute mecto BBEAEHUS
o cnupTom. MNogoxaute, noka MecTo
BBEOEHUS BbICOXHET.

4. OTKpoWTe ynakoBKy ceHcopa.

5. YgoepxuBante nofcrasky
1N U3BMNEKUTE CEHCOP IMIOKO3bI
B cbope u3 ynakosku. PaamecTtute
noAcTaBKy Ha MrocKow
NMOBEPXHOCTM.

MpumeyaHue: MNoacTtaeka

1 CEeHCOop oKo3bl B cbope - 3T
YCTaHOBMNEHHbIE onpeaeneHnst

B Tabnmue KOMMNOHEHTOB.

6. MNpocnegute 3a
TeM, YTOObI KIenknmn
A3bI4OK CeHcopa
Obln NOJOTKHYT noa
KOHHEKTOP U 3aLLenkm
ceHcopa.
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7. MpaBunbHoe
yaepxuBaHue
ycTpoucTBa ans
BBeAeHUA

MomecTute
6onbLuon nanewy,
Ha OTMeTKy Ans
6onbLuoro nanbua,
YTOObI yaepXKunBaThb
YCTPOWCTBO Ansi

BBEEHUS, He Kacasch
KHOMOK Ha ero
s Kopnyce.
HenpaBunbHoe
D) yaepxuBaHue
ycTpoicTBa ans
BBeAeHUs

Bawwu nanbubl He
OOMKHbI KacaTbCsl
KHOMOK.

8a—8b. BosbmuTte ycTponcTtso Ans
@ BBEEHNS B PYKY, MOMECTUB
6onbLion nanew Ha OTMETKY
\ ans 6onbLioro nanbua, He
] KacasiCb NPy 3TOM KHOTMOK.
OCTOpPOXHO NpUXMUTE
YCTPOWCTBO Ansi BBEAEHUSI
‘E' Ha nopcTaBKy Tak, YToObl

OCHOBaHVe yCTponcTBa
Qg ONs BBEOAEHMWS OOCTUITIO
NoBEPXHOCTU cTona; npu
@ 3TOM Bbl ycnbiwmnTe LWenyokx.
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9a. YT06bl OTCOEaANHUTL YCTPONCTBO
01151 BBEAEHUs! OT NoACTaBKu,
nomecTtute 6onbLLON naney,
O[HOW pyKU Ha OTMETKY Ans
6onbLuUoro nasnbla 1 BO3bMUTECH
3a YCTPOWCTBO AN BBEAEHUS,
He Kacasicb NPy 3TOM KHOMOK.
[MonoxwuTte ABa nanbua Apyron
PYKM Ha BbICTYMbl MOACTaBKU.

9b. MeaneHHO NOTAHWUTE YCTPONCTBO
ANs BBeAEHUs BBEPX, He
KacasiCb Npu 3TOM KHomnok. He
OTCOeANHSANTE NOACTaBKY OT
YCTPOWCTBA ANSA BBeAEeHNS Ha
BECY, MOCKOMbKY 3TO MOXET
NPVYBECTU K MOBPEXOEHMIO
ceHcopa.

MpumeyaHue: MeCTOMNONOXEHNE
cTpenku cboky ycTpoincTea ans
BBeJEHUSI pacrnonaraetcs no ogHow
TIMHUW C UTTION BHYTPY YCTPOWCTBA
Ons BBeAEHWSI.
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NMPEOOCTEPEXEHME: Hukoraa He HanpaBnsiute
B3BeAEHHOEe YCTPOUCTBO AJisi BBEAEeHUs Ha y4acToK Tena,
He NnaHupyeMbI B Ka4ecTBe MecTa BBeAeHUsi. CnyyanHoe
Ha)XxaTue KHOMKW MOXeT NPpUBECTM K BBeAEHUI0 ceHcopa

B HeXXenarenbHoe AJisi BBEAEeHUs1 MeCTO U CTaTb NPUYNHOMN
He3HauuTenbLHOu TpaBMbl.

10a. HapgexHo yoepxuBaiTe
YCTPOWCTBO Ans BBeAeHUs
npwxaTbiM K O4ULLEHHOMY
MECTY Ansl BBEAEHUS, CTapasicb
He BOaBNMBaTb YCTPOMCTBO
CMULLIKOM NyBOoKO B KOXY.

Mpumeyanue: ecriv Bel He ByaeTe
HafEXHO yOepXuBaTh YCTPONCTBO
NS BBEAEHUS Ha Terne BO Bpemst
BBELIEHUS, TO MOCIe HaxaTusi KHOMOK
OHO MOXET OTCKOYUTb OT KOXW,

YTO MpuBeaeT K HenpaBUnbHOMY
BBEAEHMIO CeHcopa.

10b-10c. YoepxuBas
YCTPOWCTBO
Ons BBeAEeHNS
Ha Tene,
OOHOBPEMEHHO
HaXMUTe Ha
6yropkun o6omx
KHOMOK 1 3aTem
OOHOBPEMEHHO
oTnycTute
KHOMKM.

10d. MNpogomxante yaepxveatb
@ YCTPONCTBO ANsi BBEAEHUS Ha
Tene MVUHUMYM NSITb CEKYH,
4TOGbI AaTb KMet 3aKpenuTbes
Ha Baluen koxe.
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10e. MeaneHHo nogHUMuUTE
YCTPOWCTBO ANSi BBEAEHUSI
C MOBEPXHOCTM KOXW, Crieas 3a
TeM, YToObl NpY 3TOM He GbInu
HakaTbl KHOMKW.

Ecnu ceHcop BBOAUTCA NaLMEHTOM CaMOCTOSATENbHO, BbINOMHNATE
pencteve 11a. Ecnun ceHcop BBOAWTCSH MeApabOTHUKOM Unu
TIMLIOM, OCYLLIECTBSIIOLLMM YXOA, 3a NaLMeHTOM, BbIMONHUTE

nevicteme 11b.

\ / MauuneHT:

@h L4 11a.

AKKypaTHO yaepxusanTte
OCHOBaHMe ceHcopa Ha
KOXe Ha pasbeme ceHcopa
1 NPOTUBOMOOXHOM
KOHLIe OCHOBaHus ceHcopa.
BosbmuTech 3a BepXxHIOL0
YacTb kopryca uMmbl

1 MeAneHHO MoTAHUTE

€ro HapyXy B CTOPOHY OT
ceHcopa.

Unun

MeapaboTHUK unu nuuo,
ocyluecTBRsAOLEee yxoa 3a
nauymMeHToOM:

11b. ObepHute ceHcop

CTepuIbHBIM MaprieBbim
TamnoHom (cm. puc. 11b).
AKKypaTHO yaepxusanTte
OCHOBaHMWe ceHcopa Ha
KOXe Ha pasbeme CeHcopa
1 NPOTUBOMOOXHOM
KOHLIe OCHOBaHUS ceHcopa.
BosbmuTeCh 3a BepXHIOLO
YyacTb kopryca UMbl

1 MeAJIEHHO NOTAHUTE

€ro HapyXy B CTOPOHY OT
ceHcopa.




NMPEQOCTEPEXEHMUE: y6eautech, 4To B MecTe BBeAEHUS
HeT KpoBoTeuyeHusi. Ecnn noa ceHcopoM, BOKPYr Hero

MK Ha ero BepxHel YacTu ob6pa3oBanocb KpoBoTeveHue,
NNOTHO NMPWXMUTE K paHKe Ha TPU MUHYTbI CTEPUNbHbIN
MapneBbIA TaAMMOH UIKN YUCTYHO candeTKy, pacrnofioXXeHHble
Ha BepxHeWl 4YacTu ceHcopa. Mcnonb3oBaHue HeCcTepunbHOro
MapneBOro TaMmnoHa MoXeT NPUBECTU K UHPULMPOBaHUIO.
Ecnu kpoBOTeUYeHNEe He OCTaHaBNMBaeTCsl, U3BIIEKUTE CEHCOP
M NNOTHO HaZlaBUTe Ha PaHKy A0 OCTaHOBKU KPOBOTEYEHWUS.

MpumeyaHue: nnacTbipy koprnopauun Medtronic YyBCTBUTENbHbI
k Aaenenuto. MpwpkaTne NNacTbIps k KOXe 3aKpennser CeHcop Ha
KOXe Ha nepuop HOLLEHWUs ceHcopa.

MpumeyvaHue:

nocrne BBegeHUs
MCnonbL30BaHune
KNewvknx marepuanos,
Takmx kak Skin Tac™,
B JOMONHEeHne

K MnacTbIpto, ABNSIETCS
Heobs3aTenbHbIM.
Ecnu ncnone3aytotcs
[OMONHUTENbHbIE
KNevnknux matepuanos,
HaHECUTE MX Ha KOXY
NoA NUMNKYK HaKMenky
nepen yganeHnem
nneHkn. Nx takke
MOXHO NMPUMEHUTb

K NTIUNKOW Haknewmke nnu
KOXX€ BO31e OCHOBaHMS
ceHcopa. [No3BonkTe
maTtepuany BbICOXHYTb.

12a. YgepxuBasi CEHCOp Ha MecTe,
@ aKKypaTHO CHUMUTE KNEViKyto NieHKy
Yy C KNewiKon NoBEepXHOCTU NNacTbIps.

He cHumariTe Knenkyro nneHky
C NPSIMOYTOMbHOTO KMENKOro A3bl4Ka.
OTOT A3bI4YOK B NOCneayoLem
ucnonb3ayeTcs Ans 3akpenneHns
TpaHcMUTTEpa.
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12b. Kpenko npwxmute nnacTbipb K KOXe,
4YTOObI 3aKPEenUTb CEeHCop.

13a. NogHMMUTE KNEenKnin A3bl4oK 13-nog
KOHHEeKTopa.

13b. PacnpaBbTe Knenkui 93bi4ok
@ ceHcopa, 4Tobbl OH fexan poBHO Ha

@ KOXe.

anMeHeHMe OoBaJfibHOro nnacTbips

1. CHumuTe nneHky 1 u 2.

kS,
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o 2. lNMpumeHuTe NNacTbipb, Kak
m NoKasaHo, 1 CUIMbHO NPXMUTE.

LLinpokas yacTb nnacTbIps
NOKPbIBAET MOMNOBUHY
OCHOBaHWA CceHcopa.

3. CHuMUTe nneHky 3 ¢ kaxagon
CTOPOHbI.

o 4. Pasrnagete nnacTbipb.
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5. lNoacoegnHute TpaHCMUTTEP
K ceHcopy.

MpumevaHue: goxantech
MOMEHTA, KOra 3erneHblit
CBETOMHAMKATOP TpaHCMUTTEPa
HayHeT muraTb. Ecnn 3eneHbi
CBETOMHAMKATOP HE MUraer,
n3yunte pasgen o novcke

1 YyCTPaHEHUW HEUCTIPABHOCTEN
B PyKOBOZCTBE MoJib30BaTens
TpaHcMuUTTEpA.

6. HakponTe TpaHCcMuUTTEP
KNemKUM S3bI4KOM.

Mpumevanue: He Hatarmsante
A3bIYOK CIMLLKOM CUITbHO.

a 7. Yt0ob6bl 3akpenuTb 2-i NNacTbipb,
CHUMUWTE NneHky 1 n 2.

8. lMpumennTe 2-1 NnacTbipb

B NMPOTUBOMNOMNOXEHHOM
HanpaeneHUn OTHOCUTENbHON
nepBOro NnacTblpsl U pa3mMecTuTe
ero Ha TpaHcMmutTepe. CunbHO
NPWXMUTE.

Lnpokas Yactb nnacTblpsi
MOKpbIBaeT KOHeL,
TPaHCMUTTEPA U KOXY.
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9. CHuMUTe nneHky 3 ¢ kaxagon
CTOPOHbI.

10. Pasrnapgste nnactbipb.

MpumeyaHue: He 3abbiBalite
perynsipHo NpoBepsiTb MECTO
yCTaHOBKM ceHcopa. Ecnu
YCTPOWCTBO 3aKpenneHo
HeHaJeXHo, HaHecuTe
[OMNONHUTENbHbINA FOTOBbLIV KNEW.

11. MNogpoGHee o TOM, Kak BBECTU
Q napameTpbl CEHCopa B nomMmny
x 1N MOBMILHOE YCTPOIACTBO,
CM. B COOTBETCTBYHLLEM
PYyKOBOACTBE Monb3oBaTensi.
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CumBoOnbI

Cpok rogHocTH

He ucnonb3oBatb MOBTOPHO

OpaunH ceHcop Ha KOHTeNHep/ynakoBKy

MATb ceHCopoB Ha KOHTENHep/ynakoBKy

[lBa nnacTbips Ha ynakoBKy

[ecsATb NNacTbipeit Ha yNnakoBKy

Cwm. WHCTPYKUKIO NO 3Kcnnyataumu

Homep no KaTtanory unm Homep moaenu

Kop naptum

CTepunmn3oBaHo UsnyyYeHmem

TemnepatypHbI Npeaen

OTKkpbIBaThb 34eCh

MpownssoguTens

He CTepunmn3oBaTb NOBTOPHO

Xpynkoe, obpallaiTecb C OCTOPOXHOCTbIO

XpaHuTb B CyXOoM MecTe

I'IepepaGaTblsaeMble ANeMeHTbl YNakOBKN U3 KapTOHa,
6ymar|/| M NnacTuka, a Takke HeHYXHble MMCbMeHHbIe
marepuanbl.

YNONHOMOYEHHbIN NpeacTasuTens B EBponerickom
coob6LuecTse.

3Hak COOTBETCTBUA: STOT CMMBOJ O3HAYAET, YTO
YCTPOWCTBO MOMHOCTLIO COOTBETCTBYET TpeGoBaHNSAM
avpektebl MDD 93/42/EEC (NB 0459).

HebesonacHo npu MPT: He npubnunxatb
k 06opyAoBaHUIO Afs1 MarHUTHO-PE30HAHCHOA
Tomorpacum (MPT).

AI'II/IpOFeHHO - He COAEPXUT IHOOTOKCUHOB.

© 2016 Medtronic MiniMed, Inc. Bce npaBa 3atyuieHs.
MiniMed™ n Guardian™ siBnsitoTcs ToBapHbIMK 3Hakamu Medtronic MiniMed, Inc.

Skin Tac™ siBnsieTca ToBapHbIM 3Hakom Torbot Group, Inc.
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Romana

Introducere

3 i ™
Senzorul de glucoza Gl.Jard.lan A. suport
Sensor (3) face parte din sistemul dvs. B. gacﬂﬁﬁul
de monitorizare continua a glicemiei C. senzor

N D. folie

(MC_G). Acest_ senzor transforma in protectoare
continuu cantitati minuscule de glucoza transparenta

din lichidul interstitial de sub piele in
semnale electrice. Sistemul preia apoi
aceste semnale pentru a furniza valorile
glicemice provenite de la senzor.

Riscuri potentiale asociate utilizarii senzorului
Tn general, riscurile asociate senzorului includ:
« lIritarea pielii sau alte reactii

» Echimoze/invinetiri

+ Senzatii de disconfort

* Roseata

» Sangerare

* Durere

* Eruptii cutanate

* Infectie

* Inflamatie sub piele

* Aparitia unor mici pete, asemanatoare pistruilor, la locul in care
a fost introdus acul

* Reactie alergica

* Lesin provocat de anxietate sau de teama de injectie

» Zone dureroase sau sensibile

* Inflamare la locul de insertie

* Ruperea, stricarea sau deteriorarea senzorului

= Aparitia catorva picaturi de sange la scoaterea acului senzorului

* Urme de roseata asociate cu adezivul sau cu benzile, sau cu
ambele

» Cicatrizare

Instructiuni de utilizare

Senzorul este destinat utilizarii impreuna cu transmitatoarele
Guardian Link (3) si Guardian Connect, pentru monitorizarea
continua a nivelurilor de glucoza la persoanele cu diabet.

Contraindicatii

Niciuna cunoscuta.

-101 -



Asistenta

Pentru asistenta, va rugam sa contactati reprezentanta dvs. locala.
Pentru informatiile de contact ale Medtronic Diabetes International,
consultati lista de la sfarsitul acestui ghid pentru utilizator.

Avertismente generale

Cititi in intregime acest ghid inainte de a incerca sa introduceti
senzorul. Dispozitivul Serter cu o singura apasare (MMT-7512) nu
functioneaza la fel cu alte dispozitive de introducere Medtronic.
Nerespectarea acestor instructiuni sau utilizarea unui dispozitiv
Serter diferit poate cauza o introducere incorecta, durere sau ranire.

Senzorul este conceput pentru a functiona doar cu
transmitatoarele aprobate. Astfel, senzorul blocheaza conexiunea
cu transmitatoarele si inregistratoarele cu care nu este compatibil.
Conectarea senzorului la un transmitator sau inregistrator a caror
utilizare cu senzorul nu este aprobata poate cauza deteriorarea
componentelor. Pentru o lista cu produsele compatibile, consultati
ghidul de utilizare a sistemului.

Nu luati decizii cu privire la terapie bazandu-va pe valorile de
glucoza relevate de senzor, deoarece valorile glicemice (blood
glucose, BG) pot fi diferite de cele furnizate de senzor. Daca
valorile raportate de senzorul dvs. de glucoza sunt scazute sau
ridicate, sau daca prezentati simptome de hipoglicemie sau de
hiperglicemie, Tnainte de a lua o decizie cu privire la terapie
procedati dupa cum este descris in continuare. Confirmati-va
nivelul de glucoza din sange cu glucometrul, cu ajutorul unei probe
de sange din deget.

Daca luati medicamente care contin acetaminofen sau paracetamol
n timpul purtarii senzorului, valorile de glucoza raportate de

acesta pot aparea fals-crescute. Gradul de inacuratete depinde de
cantitatea de acetaminofen sau paracetamol activa in organism si
poate varia de la o persoana la alta.

Nu expuneti senzorul la echipamente IRM, dispozitive pentru
diatermie sau alte dispozitive care genereaza campuri magnetice
intense, deoarece performanta senzorului in aceste conditii nu a fost
evaluata si poate fi riscanta. Daca senzorul dvs. este expus accidental
la un cdmp magnetic de intensitate mare, intrerupeti utilizarea si
contactati reprezentanta dvs. locald pentru asistenta ulterioara.

La senzor este atasat un ac retractabil, ceea ce poate provoca
mici sangerari. Daca sunteti un cadru medical sau un ingrijitor,
infasurati senzorul cu pansament steril pentru a reduce la
minimum contactul cu sangele. Cand scoateti acul, mentineti o
distanta cat mai mare posibil intre dvs. si pacient.
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Nu pierdeti niciodata din vedere capacul acului, pentru a evita
fmpunsaturi sau intepaturi accidentale cu acul.

Verificati intotdeauna ambalajul inainte de utilizare pentru a
depista eventuale semne de deteriorare. Senzorii sunt sterili si
apirogeni, cu exceptia cazurilor in care ambalajul a fost desfacut
sau deteriorat. Nu utilizati senzorul daca pachetul steril a fost
deschis sau deteriorat. Utilizarea unui senzor nesteril poate cauza
infectii locale.

Acest produs contine componente de dimensiuni reduse care pot
prezenta risc de sufocare pentru copii.

Urmariti daca apar semne de sangerare la locul introducerii
(dedesubtul, in jurul sau deasupra senzorului).

Daca apar sangerari, procedati dupa cum urmeaza:

1. Aplicati o presiune constanta asupra senzorului acoperindu-I
cu un pansament steril sau o carpa curata, timp de maximum
3 minute. Utilizarea unui pansament nesteril poate provoca
infectii locale.

2. Daca sangerarea se opreste, conectati transmitatorul (sau
inregistratorul) la senzor.
Daca séngerarea nu se opreste, nu conectati transmitatorul
la senzor deoarece sangele poate sa patrunda in conectorul
transmitatorului si sa deterioreze dispozitivul.

Daca sangerarea continua, cauzeaza prea
multa durere sau disconfort sau daca devine
deosebit de evidenta in baza de plastic a
senzorului, procedati dupa cum urmeaza:

1. Scoateti senzorul si continuati sa aplicati
presiune constanta pana la oprirea - .
sangerdrii. Aruncati senzorul intr-un recipient ~ baza de plastic
pentru obiecte ascutite.

2. Verificati daca locul in care a fost introdus senzorul
sangereaza sau daca este inrosit, iritat, dureros, sensibil sau
inflamat. Tratati-l in conformitate cu instructiunile cadrului
medical.

3. Introduceti un senzor nou in alt loc.

Precautii generale
Spalati-va pe maini cu apa si sdpun nainte de a introduce
senzorul, pentru a contribui la prevenirea infectiilor locale.

Daca aplicati senzorul altei persoane decat dumneavoastra,
puneti-vd manusi pentru a evita contactul cu sangele pacientului.
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Nu introduceti senzorul prin banda adeziva. Introducerea
senzorului prin banda adeziva poate cauza o insertie si o
functionare incorecta a acestuia.

Utilizati numai alcool la pregatirea locului introducerii, pentru a va
asigura ca nu ramane niciun reziduu pe piele.

Alternati locurile de introducere a senzorului pentru a evita
suprasolicitarea acestora.

Dupa fiecare folosire, aruncati senzorii si capacele acelor intr-un
recipient pentru obiecte ascutite, pentru a evita impunsaturi sau
intepéaturi accidentale.

Nu incercati sa curatati, resterilizati sau sa extrageti acul din capacul
acestuia. Ati putea sa va impungeti sau sa va intepati accidental.

Nu reutilizati senzorii. Reutilizarea unui senzor poate cauza
deteriorarea suprafetei acestuia si poate duce la obtinerea unor
valori imprecise ale nivelului de glucoza, la iritatii locale sau infectii.

Locul de inserare a senzorului

ATENTIE: Asigurati-va ca locul de amplasare a senzorului se
afla la o distanta de peste 2,5 cm (1 inch) de locul plasarii
pompei de infuzie a insulinei sau de locul administrarii
manuale a acesteia. De asemenea, atunci cand inlocuiti
senzorul, alegeti un alt loc care sa se afle la peste 2,5 cm

(1 inch) de locul precedent pentru a permite vindecarea zonei
utilizate anterior. Cicatrizarea sau intarirea tesutului poate
cauza administrarea imprecisa a insulinei sau o performanta
a senzorului lipsita de acuratete.

ATENTIE: Evitati zona din jurul ombilicului pe o raza de 5,0 cm
(2 inchi) pentru a contribui la asigurarea unui loc de insertie
confortabil si pentru a favoriza aderenta senzorului.

Alegeti un loc pentru inserare

care sa aiba o cantitate

adecvata de grasime

subcutanata. Imaginea

alaturata ilustreaza cele mai

potrivite zone de pe corp +
(hasurate) pentru inserarea ﬂ

senzorului.
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Nu inserati senzorul in muschi sau in zone in care imbracamintea
sau accesoriile impiedica libertatea miscarilor, ih zone cu piele
intarita sau tesut cicatrizat, in locuri supuse miscarilor viguroase
n timpul exerecitiilor fizice sau n locuri aflate sub centura sau pe
talie, pentru a asigura o performanta optima a senzorului si a evita
scoaterea accidentald a acestuia.

indepértarea senzorului

Céand este timpul sa va schimbati senzorul, deconectati
transmitatorul de la senzor dupa cum este ilustrat in ghidul de
utilizare al transmitatorului dvs. Trageti usor de senzor pentru a-I
scoate din corp. Puneti senzorul intr-un recipient pentru obiecte
ascutite.

Reactivi

Senzorul contine doi reactivi biologici: glucoxidaza si
serumalbumina umana (HSA). Glucoxidaza este obtinuta din
Aspergillus niger si produsa in conformitate cu cerintele din
domeniu privind extragerea si purificarea enzimelor pentru
utilizarea Tn scopuri diagnostice, imunodiagnostice si in aplicatiile
biotehnologice. Serumalbumina umana (HSA) utilizata pe

senzor consista din albumina uscata fractiune V, obtinuta din ser
uman pasteurizat reticulat cu glutaraldehida. Pentru fabricarea
fiecarui senzor se utilizeaza aproximativ 3 ug de glucoxidaza si
aproximativ 10 ug de HSA. Utilizarea HSA la oameni prin perfuzie
i.v. este aprobata n cantitati mult mai mari decat cele utilizate in
senzor.

Depozitarea si manipularea

ATENTIE: Nu congelati senzorul, depozitati-I ferit de lumina
solari directa, temperaturi extreme sau umiditate. in aceste
conditii senzorul se poate deteriora.

Depozitati senzorul exclusiv la temperatura camerei,
intre 2 °C si 27 °C (36 °F - 80 °F).

Aruncati senzorul dupa ,data expirarii” indicata pe eticheta sau in
cazurile in care pachetul este deteriorat sau sigiliul este rupt.

Durata de viata a senzorului

Senzorul este de unica folosinta si are o durata de functionare
maxima de 170 de ore (sapte zile). Durata de viata de 170 de ore
a senzorului incepe atunci cand senzorul este conectat la
transmitator.
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Componente

Dispozitiv Serter cu o singura
apasare

A. proeminenta pe ambele butoane
B. marcaj pentru degetul mare

Ansamblul senzorului de glucoza

A. suport

B. capacul acului

C.senzor

D.folie protectoare transparenta

Baza senzorului

A. conectorul senzorului
B. brate de fixare ale senzorului

Transmitator compatibil

Componentele senzorului si benzii
adezive
A. aripioara adeziva

B. baza senzorului
C.banda adeziva ovala
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Introducerea senzorului

AVERTISMENT: Daca aplicati senzorul altei persoane decét
dumneavoastra, puneti-va manusi pentru a evita contactul
cu sangele pacientului. Se poate produce o mica sangerare.
Contactul cu sangele pacientului poate cauza infectii.

1. Spalati-va pe maini.

2. Alegeti un loc
de introducere
pe abdomen
sau pe partea
superioara
a bratului

care sa aiba
o cantitate
adecvata de

tesut gras.

3. Curatati locul de introducere cu
alcool. Lasati zona sa se usuce la
aer.

4. Deschideti ambalajul senzorului.
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5. Apucati suportul si scoateti
ansamblul senzorului de glucoza
din ambalaj. Asezati suportul pe
o suprafata plana.

Nota: Suportul si ansamblul
senzorului de glucoza se refera
la definitiile indicate in tabelul cu
componente.

6. Asigurati-va ca
aripioara adeziva a
senzorului este pliata
sub conectorul si sub
bratele de fixare ale
senzorului.

7. Tinerea corecta a
dispozitivului Serter

Puneti degetul mare
pe marcajul pentru
deget pentru a tine
dispozitivul Serter fara
a atinge butoanele.

Tinerea incorecta a
dispozitivului Serter

Degetele dvs. nu
trebuie sa atinga
butoanele.
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8a—8b. Apucati dispozitivul Serter
punand degetul mare pe
marcajul pentru deget, fara
a tine butoanele. impingeti
cu grija dispozitivul Serter
in suport pana cand baza
acestuia atinge masa si auziti
un clic.

9a. Pentru a detasa dispozitivul
Serter de suport, puneti
degetul mare de la 0 mana pe
marcajul pentru deget si apucati
dispozitivul Serter fara sa
atingeti butoanele. Puneti doua
degete de la cealalta mana pe
bratele suportului.

9b. Trageti incet in sus de
dispozitivul Serter, fara sa tineti
butoanele. Nu detasati suportul
de dispozitivul Serter in aer,
deoarece acest lucru poate
cauza deteriorarea senzorului.

Nota: Sageata din partea laterala a
dispozitivului Serter se aliniaza cu
acul din interiorul acestuia.

-109 -




AVERTISMENT: Nu orientati niciodata un dispozitiv Serter
incarcat catre nicio parte a corpului unde nu se doreste
introducerea. Prin apasarea accidentala a unui buton, acul
poate injecta senzorul intr-un punct nedorit, cauzand leziuni

nesemnificative.

10a.

Mentineti dispozitivul Serter
ferm pe locul de inserare
curatat, fara a-1 impinge prea
adanc in piele.

Nota: Daca nu tineti ferm dispozitivul
Serter perpendicular cu suprafata
corpului dvs. in timpul introducerii,
dupa apasarea butoanelor, dispozitivul
ar putea sa ricoseze si sa cauzeze o
introducere incorecta a senzorului.

10b-10c. Mentinand
dispozitivul
Serter in pozitie
perpendiculara
cu corpul, apasati
si eliberati
proeminenta de pe
ambele butoane in
acelasi timp.

. Continuati sa tineti dispozitivul

Serter perpendicular cu
suprafata corpului timp de cel
putin cinci secunde, pentru

a permite adezivului sa se
lipeasca de piele.

10e.

Ridicati incet dispozitivul Serter
si indepartati-| de corp, avand
grija sa nu apasati pe butoane.
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Daca va aplicati singur senzorul, parcurgeti pasul 11a. Daca
sunteti un cadru medical sau un ingrijitor care a aplicat senzorul
unui pacient, parcurgeti pasul 11b.

: Pacient:

11a. Mentineti baza senzorului
sprijinitd usor pe piele
tinand de conectorul
senzorului si de capatul
opus al bazei senzorului.
Apucati capacul acului
de partea superioara

si trageti-l usor n sus,
indepartandu-I de senzor.

SAU

Cadru medical sau ingrijitor:

11b. infasurati pansamentul
steril Tn jurul senzorului
(dupa cum este indicat in
figura 11b). Mentineti baza
senzorului sprijinita usor pe
piele tindnd de conectorul
senzorului si de capatul
opus al bazei senzorului.
Apucati capacul acului

de partea superioara

si trageti-l usor n sus,
indepartandu-l de senzor.

AVERTISMENT: Urmariti daca apar semne de séangerare la
locul introducerii. Daca se produce sangerarea dedesubtul, in
jurul sau deasupra senzorului, aplicati o presiune constanta
asupra senzorului acoperindu-l cu un pansament steril sau

o carpa curata, timp de maximum 3 minute. Utilizarea unui
pansament nesteril poate cauza o infectie. Daca sangerarea
nu se opreste, scoateti senzorul si continuati sa aplicati
presiune constanta pana la oprirea sangerarii.
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Nota: Adezivele Medtronic sunt sensibile la presiune. Apasarea
adezivului pe piele asigura ca senzorul ramane lipit pe piele pe

toata perioada purtarii.

Nota: Dupa introducere,
utilizarea unor produse
adezive ca Skin Tac™
pe langa banda adeziva
este optionald. Daca

se utilizeaza produse
adezive optionale,
aplicati-le pe piele sub
compresa adeziva,
inainte de indepartarea
foliei antiaderente.
Produsele se pot aplica
si pe compresa adeziva
sau pe pielea din jurul
bazei senzorului. Lasati
produsul sa se usuce.

12a.

Mentineti senzorul in pozitie

si indepartati cu atentie folia
antiaderenta de sub compresa
adeziva. Nu indepartati folia
antiaderenta de pe aripioara adeziva
dreptunghiulara. Aceasta aripioara
va folosi la fixarea transmitatorului
intr-unul din pasii succesivi.

12b.

Apasati ferm compresa adeziva pe
piele pentru a va asigura ca senzorul
ramane lipit de aceasta.

13a.

Scoateti aripioara adeziva de sub
conector.
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13b. Tndreptati aripioara adeziva a
@ senzorului, astfel incat sa se aseze

@ uniform pe piele.

"

Aplicarea benzii ovale

o 1. Indepartati folille antiaderente

15si2.

e 2. Aplicati banda adeziva dupa
m cum este indicat si apasati ferm.

Partea lata a benzii adezive
acopera jumatate din baza
senzorului.

3. Indepértati folia antiaderenta
3 de pe ambele parti.
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° K 4. Neteziti banda adeziva.

5. Conectati transmitatorul la
senzor.

e Nota: Asteptati ca indicatorul
luminos verde de pe transmitator
E sa se aprinda intermitent. Daca
indicatorul luminos verde nu se
aprinde intermitent, consultati
sectiunea despre remedierea

problemelor din ghidul de utilizare
a transmitatorului.

6. Acoperiti transmitatorul cu

e aripioara adeziva.
 ~ Nota: Nu intindeti prea mult
% aripioara adeziva.

a 7. Pentru a aplica o a doua banda
adeziva, indepartati foliile
antiaderente 1 si 2.
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8. Aplicati a doua banda adeziva
in sens contrar primei benzi

si asezati-o pe transmitator.
Apasati ferm.

Partea lata a benzii
adezive acopera capatul
transmitatorului si pielea.

9. Indepértati folia antiaderenta
3 de pe ambele parti.

10. Neteziti banda adeziva.

Nota: Nu uitati sa verificati regulat
locul de insertie al senzorului. Daca
dispozitivul nu este bine fixat, mai
aplicati un adeziv suplimentar din
comert.

11. Pentru detalii despre
introducerea setarilor
senzorului in pompa sau
dispozitivul dvs. mobil,
consultati ghidul de utilizare
corespunzator.

-115-




Tabel cu pictograme

E Data expirarii

® De unica folosinta

(1x) Un senzor per recipient/ambalaj
(5x) Cinci senzori per recipient/ambalaj
(2x) Doua benzi adezive per ambalaj
(10x) Zece benzi adezive per ambalaj
Uﬂ Consultati instructiunile de utilizare
Numar de catalog sau de model
LOT] Cod de lot

[STERILE[R] Sterilizat prin iradiere

}.ﬁ,{ o Limita de temperatura

g Deschideti aici
o

Producator

A nu se resteriliza

A se pastra uscat

Reciclati cartonul, hartia, ambalajele de plastic ale
accesoriilor si materialele tiparite neutilizate.

! Fragil, a se manipula cu atentie

m Reprezentanta autorizatd in Comunitatea Europeana.

Marcaj de conformitate: Acest simbol atesta

( € 0459 conformitatea deplina a dispozitivului cu Directiva

MDD 93/42/CEE (NB 0459).

Functionare riscantd in medii de rezonantd magnetica
(RM): evitati apropierea de echipamente de imagistica
prin rezonantd magnetica (IRM).

X Apirogen - nu contine endotoxine.

©2016 Medtronic MiniMed, Inc. Toate drepturile rezervate.
MiniMed™ si Guardian™ sunt marci comerciale ale Medtronic MiniMed, Inc.
Skin Tac™ este o marca comerciald a Torbot Group, Inc.
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Africa:
Medtronic Africa (Pty) Ltd.
Tel: +27 (0) 11 677 4800

Argentina:
Corpomedica S.A.
Tel: +(11) 4 814 1333
Medtronic Directo 24/7:
+0800 333 0752

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

Azerbaijan:
Isomed
Tel: +994 (12) 464 11 30

Bangladesh:

Sonargaon Healthcare Pvt Ltd.

Mobile: (+91)-9903995417
or (+880)-1714217131

Belarus:
010 “Bagxun”
Tel: +375 17 313 0990

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

Bosnia and Herzegovina:
Medimpex d.o0.0.
Tel: +387 33 476 444
or +387 33 476 400

Brasil:
Medtronic Comercial Ltda.
Tel: +(11) 2182-9200
Medtronic Directo 24/7:
+0800 773 9200

Bulgaria:
RSR Ltd.
Tel: +359 885 428 900

Canada:
Medtronic of Canada Ltd.
Tel: 1-800-284-4416

Chile:
Medtronic Chile
Tel: +(9) 66 29 7126
Medtronic Directo 24/7:
+1230 020 9750
Medtronic Directo 24/7 (From
Santiago): +(2) 595 2942

China:

Medtronic (Shanghai) Ltd.
24 Hour HelpLine (Cell):
+86 400-820-1981
24 Hour HelpLine (Land):

+86 800-820-1981

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:
Medtronic Adriatic d.o.o.
Tel: +385 1 488 11 20

Ceska republika:
Medtronic Czechia s.r.o.
Tel: +420 233 059 111
NON-STOP HELPLINE (24/7):
+420 233 059 059
Z&kaznicky servis (8:00-17:00):
+420 233 059 950

Danmark:
Medtronic Danmark A/S
Tel: +45 3248 18 00

Deutschland:
Medtronic GmbH
Geschéftsbereich Diabetes
Telefon: +49 2159 8149-370
24-Stdn-Hotline: 0800 6464633

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

Espaiia:
Medtronic Ibérica S.A.
Tel: +34 91 625 05 42
24 horas: +34 900 120 330

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) 15538 17 00
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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 World Trade
Corporation
Tel: (+972) 9 972 44 00

Italia:
Medtronic Italia S.p.A.
Tel: +39 02 24137 261
Servizio assistenza tecnica:
N° verde 24h: 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)
+7 717 224 48 11 (Astana)
KpyrnocyTouHast nuHus
nogaepxku: 8 800 080 5001

Latin America:
Medtronic, Inc.
Tel: 1(305) 500-9328

Latvija:

Ravemma Ltd.
Tel: +371 7273780

Macedonia:
Alkaloid Kons Dooel
Tel: + 389 2 3204 430

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

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

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

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

Montenegro:
Glosarij
Tel: +382 20 642 495

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

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

Poccus:
000 «MeaTpOHMK»
Tel: +7 495 580 73 77
KpyrnocyToyHasi nuHus
nopaepxku: 8 800 200 76 36

Polska:
Medtronic Poland Sp. z 0.0.
Tel: +48 22 465 6934
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Portugal:
Medtronic Portugal Lda
Tel: +351 21 7245100

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

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

Romania:
Medtronic BV Reprezentanta
Tel: +40 372 188 000

Schweiz:
Medtronic (Schweiz) AG
Tel: + 41 (0) 31 868 0160
24-Stunden-Hotline:
0800 633333

Serbia:
Medtronic B.V. Serbia
Tel: +381 11 2095 900

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

Slovenija:
Zaloker & Zaloker d.o.o.
brezplacna Stevilka: 080 1880
Tel.: +386 1 542 51 11

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

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

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

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

Ukraine:
Medtronic B.V. Representative
office in Ukraine
Tel: +38 044 392 04 01
JNiHist uinogoboBoI NiATPUMKK:
0800 508 300

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

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
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Medtronic MiniMed

18000 Devonshire Street

Northridge, CA 91325

USA MMT-7020
800 646 4633

818 576 5555

Medtronlc B.V.

Earl Bakkenstraat 10
6422 PJ Heerlen
The Netherlands
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