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mwellion
LEONARDO

Wellion® LEONARDO CHOL Teststreifen

WICHTIG: BITTE LESEN SIE DIESE INFORMATION UND IHR
WELLION LEONARDO GLU/CHOL HANDBUCH BEVOR SIE
WELLION LEONARDO CHOL TESTSTREIFEN VERWENDEN.

FUR FRAGEN UND HILFESTELLUNGEN KONTAKTIEREN SIE BITTE
DEN HERSTELLER.

Ver g
Die Wellion LEONARDO CHOL Teststreifen werden gemeinsam
mit dem Wellion LEONARDO GLU/CHOL Messgerét verwendet,
um die Konzentration des Blutcholesterins im Kapillarblut aus
den Fingerspitzen zu messen.

Wellion LEONARDO CHOL Teststreifen sind plasmakalibriert, um
den Vergleich mit Laborergebnissen zu erleichtern. Sie sind zur
Selbstmessung fiir Personen zu Hause oder zur Verwendung in
medizinischen Einrichtungen durch Fachpersonal gedacht.

Einfiihrung

Der Wellion LEONARDO CHOL Teststreifen misst das
Gesamtcholesterin im Blut mittels einer enzymatischen
Reaktion, wobei eine bestimmte Strommenge entsteht. Eine
Blutprobe aus der Fingerspitze wird durch Kapillarwirkung
zur Reaktionszone eingesaugt, wo sich das Enzym befindet.
Die durch die Reaktion produzierte Strommenge wird vom
Gerat gemessen und steht in direkter Korrelation zu der
Konzentration des Gesamtcholesterins im Blut. Das Messgerat
zeigt das Messergebnis nach 90 Sekunden an.

Zusammensetzung des Reagens
Jeder cm? des Teststreifens enthalt:
Cholesterin Esterase 10%
Cholesterin Oxidase 12%
Enzymstabilisator 59%
Enzymaktivator 19%

und Vorsic

Der Wellion LEONARDO CHOL Teststreifen wird auBerhalb des
Kérpers angewendet. (IN VITRO-diagnostische Verwendung).

[1] Verwenden Sie die Teststreifen nicht nach deren Ablaufdatum.
Bitte Uiberpriifen Sie das Ablaufdatum auf der Teststreifenpackung.
[2] Verwenden Sie keine nassen oder beschadigten Teststreifen.
[3] Teststreifen diirfen nicht wiederverwendet werden. [4]
Die Ergebnisse mit den Teststreifen sollten nicht als Basis einer
Diagnose fiir die Erkrankung eines erhohten Cholesterinspiegels
im Blut oder Fett- und Proteinstoffwechselstérungen dienen. [5]
Nehmen Sie keinesfalls Anderungen an Ihrer Behandlung vor
und ignorieren Sie Symptome ohne lhren Arzt zu konsultieren.
[6] Die Betriebstemperatur fiir das Messgerét und die Teststreifen
liegt zwischen 18°C-38°C (64°F-100°F).  [7] Fir eine korrekte
Kalibrierung miissen Sie den Code Chip bei der Verwendung
einer neuen Schachtel Teststreifen in Ihr Messgerdt stecken.
Der Code Chip ist in jeder Teststreifenschachtel enthalten und
ist chargenspezifisch. Stellen Sie sicher, dass der Code, der
am Geratedisplay angezeigt wird, mit dem Code, der auf der
Teststreifenpackung aufgedruckt ist, tibereinstimmt.

Lagerung und Handhabung

[11 Lagern Sie die Teststreifen zwischen 4°C-30°C
(39°F-86°F). Nicht einfrieren. [2] Vermeiden Sie direktes
Sonnenlicht. [3] Ungedffnete Teststreifen sind bei korrekter
Lagerung bis zum auf der Teststreifenpackung gedruckten
Ablaufdatum haltbar. [4] Das Ablaufdatum gilt bis zum Ende des

Monats, der auf die Packung gedruckt ist. [5] Verwenden Sie die
Teststreifen nicht mit nassen oder schmutzigen Handen.

Prob: und Vork

Die Messung muss sofort nach der Gewinnung der Blutprobe
durchgefiihrt werden.

Messvorgang

Sehen Sie das Kapitel ,Messen Ihres Blutzuckers” im

Wellion LEONARDO GLU/CHOL Handbuch.

Zielbereich fiir Cholesterin
Konsultieren Sie lhren Arzt oder medizinisches Fachpersonal, um
den geeigneten Cholesterinbereich fiir Sie festzulegen.

Gesamtcholesterinwerte:

<200 mg/dL erstrebenswert
200-239mg/dL  grenzwertig
=240 mg/dL hoch

Referenz: 1 “High Blood Cholesterol - What You Need to Know”.
NHLBI. Publication No. 05-3290

Qualitétskontrolle

Fiihren Sie Level 1 oder Level 2 Kontrollldsungstests durch. Folgen
den Anweisungen im Handbuch. Fiihren Sie Kontrollmessungen
in folgenden Fallen durch:

[1] Mindestens einmal pro Woche, um sicherzustellen, dass
das Messgerat und die Teststreifen korrekt funktionieren. [2]
Wenn lhre Teststreifen auBerhalb der Lagertemperatur oder des
Luftfeuchtigkeitsbereiches gelagert wurden. [3] Wenn Sie das
Messgerat zum ersten Mal verwenden. [4] Um lhre Messtechnik
zu tiben. [5] Wenn Sie Ihr Messgerét fallen gelassen haben.

Verwenden  Sie  ausschlieBlich ~ Wellion ~ LEONARDO
CHOL Kontrolllésung. Die Messwerte sollten innerhalb des
Bereiches liegen, der auf der Teststreifenpackung aufgedruckt
ist. Wiederholen Sie Messungen mit der Kontrolllésung, wenn
Messwerte auBerhalb des Kontrollbereichs liegen. Messwerte
kénnen aus folgenden Griinden auBerhalb des Kontrollbereichs
liegen:

[1] Fehler beim Messen mit der Kontrolllésung [2] Abgel e

prazky pri teplote a vlhkosti, ktoré nezodpovedaji vhodnym
podmienkam uchovévania. [3] Ked mera¢ pouzivate prvykrat.
[4] Aby ste si nacvicili techniku merania. [5] Ak Vam mera¢ padol.

Pouzivajte iba  kontrolny  roztok pre  cholesterol
Wellion LEONARDO. Vysledky merania by mali spadat do
kontrolného rozmedzia uvedeného na baleni testovacich
prazkov. Ak vysledky nespadaju do tohto rozmedzia, zopakujte
meranie s kontrolnym roztokom. Vysledky mézu spadat mimo
rozmedzia z nasledujucich dévodov:

[1] Chyby pri testovani s kontrolnym roztokom. [2] Kontrolnému
roztoku uplynul datum exspiracie alebo bol kontaminovany. [3]
Poskodeny testovaci prazok. [4] Porucha meraca.

DOLEZITE:  AK  VYSLEDOK AJ  NADALEJ  SPADA
MIMO  VYTLACENEHO ROZMEDZIA, KONTAKTUJTE
AUTORIZOVANEHO ZASTUPCU UVEDENEHO NA KONCI TEJTO
INFORMACIE PRE POUZIVATELA.

Riedenie problémov

[1] Skontrolujte, ¢i testovaciemu prizku neuplynul datum
exspiracie. [2] Uistite sa, ze krv vyplnila reakénd zénu. Ak je
krvi malo, zobrazi sa ,E 2. NEPRIDAVAJTE dalsiu kvapku krvi.
Odstraite pruzok z meraa a meranie opakujte s novym
testovacim prazkom. [3] Skontrolujte meraci systém pomocou
testu s kontrolnym roztokom. [4] Pre viac tipov si precitajte cast
.Riedenie problémov” v navode na pouZzitie.

Obmedzenia
[1] NEPOUZIVAJTE vzorky plazmy alebo séra. [2]1 NEPOUZIVAJTE
na meranie s krvnymi vzorkami novorodencov. [3]

NEPOUZIVAJTE na meranie so vzorkami krvi zo il alebo z
artérii. [4] Nadmorska vyska do 3150 m (10335 stop) nemé
vplyv na vysledky merani. [5] Rozsah hematokritu: 30-55%. [6]
Vysoka hladina kyseliny askorbovej (>1,5 mg/dl) méZze sposobit
nespravne vysledky. Aby Vase vysledky boli sprévne, merajte si
hladinu cholesterolu rano, najmenej po 8 hodinach nala¢no. [7]
L-DOPA (>0,5 mg/dI) v terapeutickej koncentrécii (1 mg/dl) méze
spdsobovat nespravne nizke vysledky.

Nasleduijtce interferenty mozu ovplyvnit vysledky merani, ak
je ich koncentrécia vy3sia ako terapeuticka alebo fyziologicka
koncentracia:

Koncentracia | Terapeuticka koncentracia/
Interferenty N PP
interferentov Referencny interval
Dopamin >0,5mg/dL 0,03 mg/dL
Metyldopa >0,75 mg/dL 0,1-0,75 mg/dL
I Triglycerid >308 mg/dL 30-300 mg/dL

Udaje o hodnoteni vykonnosti

Presnost

Pri testovani presnosti meracieho systému Wellion LEONARDO
GLU/CHOL boli pouzité tri 3arze testovacich prizkov na meranie
hladiny cholesterolu v krvi Wellion LEONARDO.

Stadia pre kapilarnu krv, v ktorej sa porovnaval meraci systém
Wellion LEONARDO GLU/CHOL a chemicky analyzator Hitachi
717, priniesla nasledujtice Gdaje:

Pocet merani: 327

Rozsah vzorky: 101 to 390 mg/dL

Celkovo v rdmci +/- 20 % ‘
314/327 (96,0%) |

Presnost

Na 3tadiu opakovatelnosti v rdmci jednej série bola
pouzitd 1 3arza testovacich prazkov na meranie hladiny
cholesterolu v krvi Wellion LEONARDO. Bola pouzita Zilova krv
3 réznych koncentrécii v heparinovych skimavkach. Hladina
cholesterolu v krvi sa zaznamenévala pocas 1 dila, vdaka comu
bolo zozbieranych 100 tidajovych bodov pre kazdu koncentraciu
tak, ako je uvedené v nasledujtcich tabulkach:

Studia opakovatelnosti

not be used as the basis for diagnosis of disorders involving excess
cholesterol in the blood and lipid protein metabolism disorders.
[5] Never make any changes in your treatment program or ignore
symptoms  without consulting your physician. [6] Operation -
temperature for meter and test strip is between 18°C-38°C 2
(64°F-100°F). [7] You must insert a code chip into the meter for 8
each new box of test strips for proper calibration. The code chip is 7
packaged inside the test strip box and is lot specific. Make sure that %
both code numbers as shown on the meter after the code chip has $
been inserted and the code number printed on the test strip box %’
match each other.

Storage and Handling
[1] Store the test strips between 4°C-30°C (39°F-86°F). Do not =2
freeze. [2] Store out of direct sunlight. [3] Unopened test strips are 5
stable until the expiration date printed on the box when stored 2
properly. [4] The month printed on the label refers to the END of
that month. [5] Do not handle the test strip with wet or dirty hands.

O

Sample Collection and Preparation
Testing must be performed immediately after the sample is
obtained.

£107/60 ¥AY |

Test Procedure
See,Testing Your Blood Cholesterol” in the Wellion LEONARDO GLU/

CHOL User’s Guide. s
Expected Values 3
Consult with your physician or healthcare professional to determine 2
an appropriate cholesterol target range for you. %
2
>
Total cholesterol levels: 8
<200mg/dL  Desirable g
200-239mg/dL  Borderline high >
> 240 mg/dL High
Reference: 1“High Blood Cholesterol - What You Need to Know”.
NHLBI. Publication No. 05-3290 =
Quality Control =
Run Level 1 or Level 2 control solution test. Follow the User’s Guide X
instructions. Do control tests: 3
[1] At least once per week to make sure the meter and test strip are 5
working properly. [2] If your test strips were stored at temperature g
and humidity outside proper storage conditions. [3] When you use g
your meter for the first time. [4] To practice your testing technique. g
3

[51If you drop your meter.

Use only Wellion LEONARDO Cholesterol Control Solution. Your test
results should fall within the control range printed on the test strip
bottle. Repeat control solution testing if results fall out of range.
Results may fall out of range due to:

[1] Errors in control solution testing [2] Expired or contaminated
control solution [3] Damaged test strip [4] Meter malfunction

M

IMPORTANT: IF THE RESULT CONTINUES TO FALL OUTSIDE OF THE
PRINTED RANGE; CONTACT THE AUTHORIZED REPRESENTATIVE
FOUND AT THE END OF THIS INSERT.

£10Z/60 ¥ARY LTOHIZ L

Problem Solving

[1] Confirm the test strip is not expired. [2] Make sure the blood fills
the reaction zone.“E 2" will show if there is too little blood. DO NOT
add a second drop of blood. Discard the test strip from the meter
and retest with a new test strip. [3] Check the system with a control
solution test. [4] Refer to “Solving Problems” in the User’s Guide for
more hints.

=

Limitations

[1] DO NOT use plasma or serum samples. [2] DO NOT test on
neonatal blood samples. [3] DO NOT test on venous or arterial
blood samples. [4] Altitudes up to 3150m (10335 feet) will not affect ‘5
test results. [5] Hematocrit range: 30-55%. [6] High level of ascorbic
acid (>1,5 mg/dL) may cause incorrect results. To get correct result,
test your cholesterol level in the morning after fasting for at least 8
hours. [7] L-DOPA (>0,5 mg/dL) can give falsely reduced results in

2/60 ¥ARY LTOHDZL-L

Pocet vysledkov 100 100 100
Priemer (mg/dI) 137 193 255
V% 6,5 58 6,3
mCV % NA 62 NA

@

Wellion® LEONARDO Cholesterol Test trip

IMPORTANT: PLEASE READ THIS INFORMATION AND YOUR
WELLION LEONARDO GLU/CHOL USER'S GUIDE BEFORE USING
WELLION LEONARDO CHOLESTEROL TEST STRIP.

FOR QUESTIONS AND ASSISTANCE, PLEASE CONTACT THE
AUTHORIZED REPRESENTATIVE FOUND AT THE END OF THIS
INSERT.

INTENDED USE

The Wellion LEONARDO Cholesterol Test Strip is intended to be
used with the Wellion LEONARDO GLU/CHOL Cholesterol Meter
to quantitatively measure cholesterol in capillary whole blood
drawn from fingertips. The Wellion LEONARDO Cholesterol Test
Strip is plasma-calibrated for easy comparison to lab results. It
is intended for self-testing by individuals at home or for clinical
settings by healthcare professionals.

INTRODUCTION

The Wellion LEONARDO Cholesterol Test Strip measures total
cholesterol in blood via enzymatic reaction which produces
a current. Blood from a finger tip is drawn into the reaction
area which contains the enzyme through passive capillary
action. The current produced by the reaction is measured by
the meter and is in direct correlation to the concentration of
the total cholesterol in the blood sample. The meter shows the
test result in 90 seconds.

Reagent C

oder kontaminierte Kontrolllgsung. [3] Beschédigter Teststreifen.
[4] Fehlfunktion des Messgerats

WICHTIG: WENN DAS MESSERGEBNIS WEITERHIN AUSSERHALB
DES AUFGEDRUCKTEN BEREICHES LIEGT, KONTAKTIEREN
SIE BITTE DEN HERSTELLER, DER AM ENDE DIESES INSERTS
GENANNT WIRD.

Problembehebung

[1] Fehler Stellen Sie sicher, dass die Teststreifen nicht
abgelaufen sind. [2] Stellen Sie sicher, dass geniigend Blut in
die Reaktionszone aufgesaugt wird. Bei zu wenig Blut wird ,E 2
angezeigt. Versuchen Sie nicht, einen zweiten Blutstropfen auf
den Teststreifen aufzutragen. Entfernen Sie den Teststreifen aus
dem Gerét und testen Sie erneut mit einem neuen Teststreifen.
[3] Prifen Sie das System mit einem Kontrollldsungstest. [4]
Wenden Sie sich an das Kapitel,,Problembehebung” im Handbuch
fiir weitere Hinweise.

Einschréankungen

[1] Messen Sie NICHT mit Plasma- oder Serumproben. [2]
Messen Sie NICHT bei Neugeborenen. [3] Messen Sie KEINE
venosen oder arteriellen Blutproben. [4] Hohen bis zu
3150m (10335 feet) beeinflussen das Testergebnis nicht. [5]
Hamatokritbereich: 30-55%. [6] Ein hoher Anteil Ascorbinsaure
(>1,5 mg/dL) kann falsche Resultate verursachen. Um korrekte
Resultate zu erhalten, testen Sie lhren Cholesterinspiegel
morgens nachdem Sie 8 Stunden niichtern waren. [7] L-DOPA
(>0,5 mg/dL) kann falsch-niedrigere  Ergebnisse in
therapeutischen Konzentrationen liefern (1 mg/dL).

Folgende Stoffe kénnen den Messwert beeinflussen, wenn

die therapeutische oder physiologische Konzentration

tberschritten ist:

Storstoffe Storstoff- Therapeutische Konzentra-
konzentrationen tion/Referenzintervall

Dopamin >0,5 mg/dL 0,03 mg/dL

Methyl- >0,75 mg/dL 0,1-0,75 mg/dL

Dopa

Triglyce- >308 mg/dL 30-300 mg/dL

ride

Leistungsbewertung

Genauigkeit

Drei Chargen von Wellion LEONARDO CHOL Teststreifen wurden
im Zuge des Genauigkeitstests fiir das Wellion LEONARDO
GLU/CHOL Messsystem verwendet.

Eine Vergleichsstudie mit Kapillarblut —zwischen dem
Wellion LEONARDO GLU/CHOL Messsystem und Hitachi 717
Chemistry Analyzer liefert folgende Daten:

Anzahl der Messungen: 327
Bereich der Blutcholesterinkonzentration: 101 bis 390 mg/dL

Gesamt innerhalb +/- 20 %
314/327 (96,0%)

Prézision

1 Charge Wellion LEONARDO CHOL Teststreifen wurden fiir
die Reproduzierbarkeitsstudie verwendet. Vendses Blut in
Heparin-Réhrchen wurde in 3 verschiedenen Konzentrationen
verwendet. Blutcholesterinmessungen wurden fiir einen
Tag aufgezeichnet und ergaben 100 Datenpunkte pro
Konzentration; wie in der folgenden Tabelle zu sehen:

Reproduzierbarkeitsstudie

Anzahl der Messungen 100 100 100
Mittelwert (mg/dL) 137 193 255
V% 6,5 58 6,3
mCV% NA 6,2 NA

€3

Testovacie pruzky na meranie hladiny
cholesterolu v krvi Wellion® LEONARDO

UPOZORNENIE: PRED POUZITIM TESTOVACICH
PRUZKOV NA MERANIE HLADINY CHOLESTEROLU V KRVI
WELLION LEONARDO SI PROSIM  PRECITAJTE TIETO
INFORMACIE A NAVOD NA POUZITIE VASHO MERACA
WELLION LEONARDO. AK MATE OTAZKY ALEBO POTREBUJETE
POMOC, KONTAKTUJTE ~ PROSIM  AUTORIZOVANEHO
ZASTUPCU UVEDENEHO NA KONCI TEJTO INFORMACIE PRE
POUZIVATELA.

ZAMYSLANE POUZITIE

Testovacie prazky na meranie hladiny cholesterolu v krvi
Wellion LEONARDO su ur¢ené na pouzitie s meracom hladiny
cholesterolu v krvi Wellion LEONARDO na kvantitativne meranie
hladiny cholesterolu v kapilarnej celej krvi odobranej z kon¢ekov
prstov. Testovacie prizky na meranie hladiny cholesterolu v krvi
Wellion LEONARDO su kalibrované na plazmu pre jednoduché
porovnanie s laboratérnymi vysledkami. Su uréené na
domace samotestovanie os6b a na pouzivanie zdravotnickym
personalom v zdravotnickych zariadeniach.

uvoD

Testovacie prizky na meranie hladiny cholesterolu v krvi
Wellion LEONARDO meraja hladinu celkového cholesterolu
v krvi pomocou enzymovej reakcie, pocas ktorej vznika
elektricky prud. Pasivnou kapilaritou je krv z konceka prsta
natiahnuta do reakénej zony, ktord obsahuje enzym. Meraé
potom zmeria elektricky prud, ktory vznikne pocas reakcie,
a ktory je v priamej korelacii s koncentraciou celkového
cholesterolu v krvnej vzorke.

Zlozenie reagencie

Kazdy cm? testovacieho prizku obsahuje:
Cholesterol esterdza 10%

Cholesterol oxidaza 12%

Stabilizétor enzymu 59%

Aktivator enzymu 19%

aop prip

Testovacie prizky na meranie hladiny cholesterolu v krvi
Wellion LEONARDO st uréené na vonkajsie pouZitie (pouZitie na
diagnostiku IN VITRO).

[1] Nepouzivajte testovacie prizky po uplynuti datumu
exspiracie. Skontrolujte prosim datum exspiracie uvedeny
na nadobke s testovacimi pruzkami. [2] Nepouzivajte vlhké
alebo poskodené testovacie pruzky. [3] Nepouzivajte pruzky
opakovane. [4] Testovacie pruzky by sa nemali pouzivat ako
zaklad pre diagnézu ochoreni, pri ktorych dochéadza k zvyseniu
hladiny cholesterolu v krvi a porich metabolizmu tukov a
bielkovin. [5] Nikdy vyrazne nemenite svoju liebu ochorenia,
ani neignorujte ziadne priznaky bez toho, aby ste sa poradili s
lekdrom. [6] Prevadzkova teplota meraca a testovacich prazkov
je v rozmedzi 18°C-38°C (64°F-100°F). [7] Pre spravnu kalibraciu
je potrebné pre kazdé nové balenie testovacich prazkov vlozit
do meraca kédovaci ¢ip. Kodovaci ¢ip je prilozeny k testovacim
prazkom v baleni a je $pecificky pre danu Sarzu. Uistite sa, ze kod
zobrazeny na displeji meraca po vlozeni kédovacieho prizku je
rovnaky, ako kod uvedeny na baleni testovacich prazkov.

Skladovanie a manipulacia

[1] Testovacie pruzky skladujte pri teplote 4°C - 30°C (39°F - 86°F).
Nezmrazujte. [2] Chrante pred priamym sinecnym Zziarenim. [3]
Pri sprdvnom uchovévani s neotvorené testovacie pruizky
stabilné az do datumu exspiracie vyznaéenom na baleni. [4]
Udaj o mesiaci uvedeny na stitku sa vztahuje na KONIEC daného
mesiaca. [5] Nemanipulujte s testovacimi pruzkami, ak mate
mokré alebo 3pinavé ruky.

Odber vzorky a priprava
Meranie musi prebehndt ihned po odobrani vzorky.

Postup merania
Precitajte si ¢ast,Meranie hladiny cholesterolu v krvi” v navode
na pouzitie merac¢a Wellion LEONARDO.

Oc¢akavané hodnoty

Poradte sa so svojim lekdrom alebo zdravotnickym pracovnikom
o vhodnom rozmedzi cielovych hladin cholesterolu vo Vasom
pripade.

Hladina celkového cholesterolu:
<200 mg/dL ZiadUca
200-239 mg/dL Hrani¢ne vysoka
> 240 mg/dL Vysoka

Referen¢na: 1“High Blood Cholesterol - What You Need to Know”.
NHLBI. Publication No. 05-3290

Kontrola kvality

Vykonajte meranie s kontrolnym roztokom urovne 1 alebo
urovne 2. Riadte sa pokynmi uvedenymi v navode na pouzitie.
Kontrolné meranie vykonajte:

[1] Aspon raz do tyzdia, aby ste sa uistili, Ze merac a testovacie
prazky funguju spravne. [2] Ak ste uchovavali testovacie

Each cm? of test strip contains:
Cholesterol Esterase 10%
Cholesterol Oxidase 12%
Enzyme Stabilizer 59%
Enzyme Activator 19%

Warnings and Precautions

The Wellion LEONARDO Cholesterol Test Strip is for use outside
the body (IN VITRO diagnostic use).

[1] Do not use test strip after their expiration date. Please check
the expiration date on the test strip box. [2] Do not use strips
that are wet or damaged. [3] Do not reuse the strips. [4] The test
strip should not be used as the basis for diagnosis of disorders
involving excess cholesterol in the blood and lipid protein
metabolism disorders. [5] Never make any changes in your
treatment program or ignore symptoms without consulting your
physician. [6] Operation temperature for meter and test strip is
between 18°C-38°C (64°F-100°F). [7] You must insert a code
chip into the meter for each new box of test strips for proper
calibration. The code chip is packaged inside the test strip box and
is lot specific. Make sure that both code numbers as shown on the
meter after the code chip has been inserted and the code number
printed on the test strip box match each other.

Storage and Handling

[1] Store the test strips between 4°C-30°C (39°F-86°F). Do not
freeze. [2] Store out of direct sunlight. [3] Unopened test strips are
stable until the expiration date printed on the box when stored
properly. [4] The month printed on the label refers to the END
of that month. [5] Do not handle the test strip with wet or dirty
hands.

Sample Collection and Preparation
Testing must be performed immediately after the sample is
obtained.

Test Procedure
See ,Testing Your Blood Cholesterol” in the Wellion LEONARDO
GLU/CHOL User’s Guide.

Expected Values
Consult with your physician or healthcare professional to

determine an appropriate cholesterol target range for you.

Total cholesterol levels:

<200 mg/dL Desirable
200-239 mg/dL  Borderline high
=240 mg/dL High

Reference: 1“High Blood Cholesterol - What You Need to Know”.
NHLBI. Publication No. 05-3290

Quality Control

Run Level 1 or Level 2 control solution test. Follow the User’s Guide
instructions. Do control tests:

[1] At least once per week to make sure the meter and test
strip are working properly. [2] If your test strips were stored at
temperature and humidity outside proper storage conditions. [3]
When you use your meter for the first time. [4] To practice your
testing technique. [5]If you drop your meter.

Use only Wellion LEONARDO Cholesterol Control Solution. Your
test results should fall within the control range printed on the
test strip bottle. Repeat control solution testing if results fall out
of range. Results may fall out of range due to:

[1] Errors in control solution testing [2] Expired or contaminated
control solution [3] Damaged test strip [4] Meter malfunction

IMPORTANT: IF THE RESULT CONTINUES TO FALL OUTSIDE
OF THE PRINTED RANGE; CONTACT THE AUTHORIZED
REPRESENTATIVE FOUND AT THE END OF THIS INSERT.

Problem Solving

[1] Confirm the test strip is not expired. [2] Make sure the blood
fills the reaction zone.“E 2" will show if there is too little blood. DO
NOT add a second drop of blood. Discard the test strip from the
meter and retest with a new test strip. [3] Check the system with
a control solution test. [4] Refer to “Solving Problems”in the User's
Guide for more hints.

Limitations

[1] DO NOT use plasma or serum samples. [2] DO NOT test on
neonatal blood samples. [3] DO NOT test on venous or arterial
blood samples. [4] Altitudes up to 3150m (10335 feet) will not
affect test results. [5] Hematocrit range: 30-55%. [6] High level
of ascorbic acid (>1,5 mg/dL) may cause incorrect results. To get
correct result, test your cholesterol level in the morning after
fasting for at least 8 hours. [7] L-DOPA (>0,5 mg/dL) can give
falsely reduced results in therapeutic concentration (1 mg/dL).

The following interferents may affect test results if concentration
is greater than therapeutic or physiological concentration:

Interfe- Interference Therapeutic Concentration/
rents Concentration Reference Interval
Dopamine >0,5 mg/dL 0,03 mg/dL
Methyl- > 0,75 mg/dL 0,1-0,75 mg/dL

Dopa

Triglyce- >308 mg/dL 30-300 mg/dL

ride

Performance Evaluation Data

Accuracy

Three lots of Wellion LEONARDO Blood Cholesterol Test Strips
were used in the accuracy test of the Wellion LEONARDO
GLU/CHOL System.

A capillary blood comparison study between the
Wellion LEONARDO CHOL System and Hitachi 717 Chemistry
Analyzer yields the following data:

Number of Readings: 327

Sample Range: 101 to 390 mg/dL

[ Total within +/-20 %

ic concentration (1 mg/dL). =

The following interferents may affect test results if concentration is 5

greater than therapeutic or physiological concentration: 8

=

Therapeutic Concen- 2

Interference ¢ >

Interferents N tration/ Reference 3

Concentration Interval §

Dopamine >0,5mg/dL 0,03 mg/dL S
Methyl-Dopa >0,75 mg/dL 0,1-0,75 mg/dL
Triglyceride > 308 mg/dL 30-300 mg/dL

Performance Evaluation Data

Accuracy §
Three lots of Wellion LEONARDO Blood — Cholesterol 2
Test Strips were used in the accuracy test of the »
Wellion LEONARDO GLU/CHOL System. B3
A capillary blood comparison study between the Wellion%
LEONARDO CHOL System and Hitachi 717 Chemistry %

Analyzer yields the following data:
Number of Readings: 327
Sample Range: 101 to 390 mg/dL

Total within +/-20 % ‘
314/327 (96,0%) ‘

Precision

1 lot of Wellion LEONARDO Cholesterol Test StripS was used for
within-run repeatability study. Venous blood in heparin-tubes was
spiked to 3 kinds of concentration. Blood cholesterol readings
were recorded for 1 day resulting in 100 data points for each
concentration; as shown in the following tables:

S
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S
>
b
g
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3

Repeatability Study

Number of Readings 100 100 100
Mean (mg/dL) 137 193 255
CV% 6,5 58 6,3
mCV% NA 6,2 NA
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Wellion® LEONARDO Cholesterol Test trip

IMPORTANT: PLEASE READ THIS INFORMATION AND YOUR
WELLION LEONARDO GLU/CHOL USER'S GUIDE BEFORE USING £
WELLION LEONARDO CHOLESTEROL TEST STRIP. I
FOR QUESTIONS AND ASSISTANCE, PLEASE CONTACT THE§
AUTHORIZED REPRESENTATIVE FOUND AT THE END OF THIS 2
INSERT.

INTENDED USE

The Wellion LEONARDO Cholesterol Test Strip is intended to be
used with the Wellion LEONARDO GLU/CHOL Cholesterol Meter to
quantitatively measure cholesterol in capillary whole blood drawn
from fingertips. The Wellion LEONARDO Cholesterol Test Strip is
plasma-calibrated for easy comparison to lab results. It is intended
for self-testing by individuals at home or for clinical settings by
healthcare professionals.

07/60 YA3Y
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INTRODUCTION

The Wellion LEONARDO Cholesterol Test Strip measures total
cholesterol in blood via enzymatic reaction which produces a
current. Blood from a finger tip is drawn into the reaction area
which contains the enzyme through passive capillary action.
The current produced by the reaction is measured by the meter
and is in direct correlation to the concentration of the total
cholesterol in the blood sample. The meter shows the test result
in 90 seconds.

£10Z/60 ¥ASY LTOHIZL-LL,

Reagent Composition

Each cm? of test strip contains:
Cholesterol Esterase 10%
Cholesterol Oxidase 12%
Enzyme Stabilizer 59%
Enzyme Activator 19%

£102/60 ¥ASY LTOHDZL-LLM

Warnings and Precautions

The Wellion LEONARDO Cholesterol Test Strip is for use outside the
body (IN VITRO diagnostic use).

[1]1 Do not use test strip after their expiration date. Please check the
expiration date on the test strip box. [2] Do not use strips that are
wet or damaged. [3] Do not reuse the strips. [4] The test strip should
not be used as the basis for diagnosis of disorders involving excess
cholesterol in the blood and lipid protein metabolism disorders.
[5] Never make any changes in your treatment program or ignore
symptoms without consulting your physician. [6] Operation
temperature for meter and test strip is between 18°C-38°C
(64°F-100°F). [7] You must insert a code chip into the meter for
each new box of test strips for proper calibration. The code chip is
packaged inside the test strip box and is lot specific. Make sure that
both code numbers as shown on the meter after the code chip has
been inserted and the code number printed on the test strip box
match each other.

=

I~
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Storage and Handling

[1] Store the test strips between 4°C-30°C (39°F-86°F). Do not
freeze. [2] Store out of direct sunlight. [3] Unopened test strips are
stable until the expiration date printed on the box when stored
properly. [4] The month printed on the label refers to the END of
that month. [5] Do not handle the test strip with wet or dirty hands.
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Sample Collection and Preparation
Testing must be performed immediately after the sample is
obtained.

Test Procedure 5
See ,Testing Your Blood Cholesterol” in the Wellion LEONARDO z
GLU/CHOL User's Guide. Q
S
Expected Values %
Consult with your physician or healthcare professional to determine %
an appropriate cholesterol target range for you. §
Total cholesterol levels: Y
<200 mg/dL Desirable
200-239 mg/dL Borderline high
> 240 mg/dL High
=
Reference: 1“High Blood Cholesterol - What You Need to Know”. =
NHLBI. Publication No. 05-3290 8
3
Quality Control >
Run Level 1 or Level 2 control solution test. Follow the User’s Guide %
instructions. Do control tests: 8

[1] At least once per week to make sure the meter and test strip are 8
working properly. [2] If your test strips were stored at temperature ™
and humidity outside proper storage conditions. [3] When you use
your meter for the first time. [4] To practice your testing technique.
[5]If you drop your meter.

Use only Wellion LEONARDO Cholesterol Control Solution. Your test §
results should fall within the control range printed on the test strip
bottle. Repeat control solution testing if results fall out of range.
Results may fall out of range due to:

[1] Errors in control solution testing [2] Expired or contaminated
control solution [3] Damaged test strip [4] Meter malfunction

N
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IMPORTANT: IF THE RESULT CONTINUES TO FALL OUTSIDE OF THE ~
PRINTED RANGE; CONTACT THE AUTHORIZED REPRESENTATIVE
FOUND AT THE END OF THIS INSERT.

Problem Solving =
[1] Confirm the test strip is not expired. [2] Make sure the blood fills
the reaction zone. “E 2" will show if there is too little blood. DO NOT 5
add a second drop of blood. Discard the test strip from the meter g
and retest with a new test strip. [3] Check the system with a control =
solution test. [4] Refer to “Solving Problems” in the User’s Guide for
more hints.

£107/60 ¥ARY

| 314/327 (96,0%)

Precision

1 lot of Wellion LEONARDO Cholesterol Test StripS was used
for within-run repeatability study. Venous blood in heparin-
tubes was spiked to 3 kinds of concentration. Blood cholesterol
readings were recorded for 1 day resulting in 100 data points for
each concentration; as shown in the following tables:

Repeatability Study

[1] DO NOT use plasma or serum samples. [2] DO NOT test on
neonatal blood samples. [3] DO NOT test on venous or arterial
blood samples. [4] Altitudes up to 3150m (10335 feet) will not affect
test results. [5] Hematocrit range: 30-55%. [6] High level of ascorbic
acid (>1,5 mg/dL) may cause incorrect results. To get correct result, =
test your cholesterol level in the morning after fasting for at least 8
hours. [7] L-DOPA (>0,5 mg/dL) can give falsely reduced results in
therapeutic concentration (1 mg/dL).

The following interferents may affect test results if concentration is
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Wellion® LEONARDO Cholesterol Test trip

IMPORTANT: PLEASE READ THIS INFORMATION AND YOUR
WELLION LEONARDO GLU/CHOL USER'S GUIDE BEFORE USING
WELLION LEONARDO CHOLESTEROL TEST STRIP.

FOR QUESTIONS AND ASSISTANCE, PLEASE CONTACT THE
AUTHORIZED REPRESENTATIVE FOUND AT THE END OF THIS
INSERT.

INTENDED USE
The Wellion LEONARDO Cholesterol Test Strip is intended to be
used with the Wellion LEONARDO GLU/CHOL Chol: | Meter to

Number of Readings 100 100 100 greater than therapeutic or physiological concentration:

Mean (mg/dL) 137 193 255 Interference Therapeutic Concen-

V% 6,5 58 6,3 Interferents : tration/ Reference

Concentration

mCV% NA 6,2 NA Interval
Dopamine >0,5mg/dL 0,03 mg/dL
Methyl-Dopa >0,75 mg/dL 0,1-0,75 mg/dL
Triglyceride >308 mg/dL 30-300 mg/dL

Performance Evaluation Data

Accuracy

Three lots of Wellion LEONARDO Blood Cholesterol Test Strips were
used in the accuracy test of the Wellion LEONARDO GLU/CHOL
System.

A capillary blood comparison study between the Wellion
LEONARDO System and Hitachi 717 Chemistry

Analyzer yields the following data:

Number of Readings: 327

Sample Range: 101 to 390 mg/dL
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Total within +/- 20 % ‘

quantitatively measure cholesterol in capillary whole blood drawn
from fingertips. The Wellion LEONARDO Cholesterol Test Strip is
plasma-calibrated for easy comparison to lab results. It is intended
for self-testing by individuals at home or for clinical settings by
healthcare professionals.

INTRODUCTION

The Wellion LEONARDO Cholesterol Test Strip measures total
cholesterol in blood via enzymatic reaction which produces a
current. Blood from a finger tip is drawn into the reaction area
which contains the enzyme through passive capillary action.
The current produced by the reaction is measured by the meter
and is in direct correlation to the concentration of the total
cholesterol in the blood sample. The meter shows the test result
in 90 seconds.

Reagent Composition

Each cm? of test strip contains:
Cholesterol Esterase 10%
Cholesterol Oxidase 12%
Enzyme Stabilizer 59%
Enzyme Activator 19%

Warnings and Precautions

The Wellion LEONARDO Cholesterol Test Strip is for use outside the
body (IN VITRO diagnostic use).

[1] Do not use test strip after their expiration date. Please check the
expiration date on the test strip box. [2] Do not use strips that are
wet or damaged. [3] Do not reuse the strips. [4] The test strip should

314/327 (96,0%) ‘

Precision

1lotofWellion LEONARDO Cholesterol Test StripS was used for within-
run repeatability study. Venous blood in heparin-tubes was spiked to
3kindsofconcentration.Blood cholesterolreadings wererecordedfor
1 day resulting in 100 data points for each concentration; as shown
in the following tables:
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=
Repeatability Study h
Number of Readings 100 100 100 g

]
Mean (mg/dL) 137 193 255 s
Vo 65 58 63 g
mCV% NA 6,2 NA \94
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Wellion® LEONARDO Cholesterol Test trip

S IMPORTANT: PLEASE READ THIS INFORMATION AND YOUR
< WELLION LEONARDO GLU/CHOL USER’'S GUIDE BEFORE USING
WELLION LEONARDO CHOLESTEROL TEST STRIP.

FOR QUESTIONS AND ASSISTANCE, PLEASE CONTACT THE
AUTHORIZED REPRESENTATIVE FOUND AT THE END OF THIS
INSERT.

09/2017

W11-12CHOL

INTENDED USE

The Wellion LEONARDO Cholesterol Test Strip is intended to be
used with the Wellion LEONARDO GLU/CHOL Cholesterol Meter to
quantitatively measure cholesterol in capillary whole blood drawn
from fingertips. The Wellion LEONARDO Cholesterol Test Strip is
plasma-calibrated for easy comparison to lab results. It is intended
for self-testing by individuals at home or for clinical settings by
healthcare professionals.
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INTRODUCTION

The Wellion LEONARDO Cholesterol Test Strip measures total
cholesterol in blood via enzymatic reaction which produces a
current. Blood from a finger tip is drawn into the reaction area
which contains the enzyme through passive capillary action.
The current produced by the reaction is measured by the meter
and is in direct correlation to the concentration of the total
cholesterol in the blood sample. The meter shows the test result
in 90 seconds.

Reagent Composition

Each cm? of test strip contains:
Cholesterol Esterase 10%
Cholesterol Oxidase 12%
Enzyme Stabilizer 59%
Enzyme Activator 19%
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Warnings and Precautions

The Wellion LEONARDO Cholesterol Test Strip is for use outside the
body (IN VITRO diagnostic use).

[1] Do not use test strip after their expiration date. Please check the
expiration date on the test strip box. [2] Do not use strips that are
wet or damaged. [3] Do not reuse the strips. [4] The test strip should
not be used as the basis for diagnosis of disorders involving excess

Range Ematocrito: 30-55%. [6] Alti livelli di acido
ascorbico (>1,5 mg/dL) possono causare risultati non
corretti. Per avere risultati corretti testa | tuoi livelli di

colesterolo alla mattina dopo il digiuno per almeno 8 ore.
[7]1 L-DOPA (>0,5 mg/dL) pud dare risultati falsamente ridotti in
concentrazioni terapeutiche i (1 mg/dL).

| seguenti interferenti possono influenzare il risultato dei test se
la concentazione & maggiore di quella terapeutica o fisiologica :

Interfe- Concentrazione di | Concentrazione terapeuti-
renti interferenza ca/ intervallo di riferimento
Dopamina >0,5 mg/dL 0,03 mg/dL

Metil- >0,75 mg/dL 0,1-0,75 mg/dL
Dopa

Trigliceridi > 308 mg/dL 30-300 mg/dL

Performance Dati di valutazione

Accuratezza

Tre lotti di strisce per il test del coleterolo Wellion LEONARDO
sono stati usati per il test di accuratezza del sistema
Wellion LEONARDO GLU/CHOL .

Uno studio di cofronto del sangue capillare tra il Sistema Wellion
LEONARDO GLU/CHOL e lanalizzatore chimico Hitachi 717
produce | seguenti dati:

Numero di letture: 327
Range del campione: 101 a 390 mg/dL

\ Totalmente entro +/- 20 % \
\ 314/327 (96,0%) |

Precisione

1 lotto di Wellion LEONARDO strisce per il test del coletserolo &
stato utilizzato per lo studio di ripetibilita a distanza. Il sangue
venoso nelle provette con eparina ¢ stato fissato a 3 livelli di
concentrazione. Le letture del colesterolo nel sangue sono
state registrate per un giorno con 100 punti dati per ciascuna
concentrazoione come mostrato nelle seguenti tabelle:

Studio di ripetibilita

cholesterol in the blood and lipid protein
[5] Never make any changes in your treatment program or ignore
symptoms without consulting your physician. [6] Operation
temperature for meter and test strip is between 18°C-38°C
(64°F-100°F). [7] You must insert a code chip into the meter for
each new box of test strips for proper calibration. The code chip is
packaged inside the test strip box and is lot specific. Make sure that
both code numbers as shown on the meter after the code chip has
been inserted and the code number printed on the test strip box
match each other.

W11-12CHOL1 RevA 09/2017

Storage and Handling

[1] Store the test strips between 4°C-30°C (39°F-86°F). Do not
freeze. [2] Store out of direct sunlight. [3] Unopened test strips are
stable until the expiration date printed on the box when stored
properly. [4] The month printed on the label refers to the END of
that month. [5] Do not handle the test strip with wet or dirty hands.
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Sample Collection and Preparation
Testing must be performed immediately after the sample is
obtained.

Test Procedure
See,Testing Your Blood Cholesterol” in the Wellion LEONARDO GLU/
- CHOL User’s Guide.

1-12CHOL1 RevA 09/2017

w1

Expected Values
Consult with your physician or healthcare professional to determine
an appropriate cholesterol target range for you.

Total cholesterol levels:

<200 mg/dL Desirable
200-239 mg/dL Borderline high
2240 mg/dL High

Reference: 1“High Blood Cholesterol - What You Need to Know".
NHLBI. Publication No. 05-3290

W11-12CHOL1 RevA 09/2017

Quality Control

Run Level 1 or Level 2 control solution test. Follow the User’s Guide
instructions. Do control tests:

[1] At least once per week to make sure the meter and test strip are
working properly. [2] If your test strips were stored at temperature
and humidity outside proper storage conditions. [3] When you use
your meter for the first time. [4] To practice your testing technique.
[5] If you drop your meter.

Use only Wellion LEONARDO Cholesterol Control Solution. Your test
results should fall within the control range printed on the test strip
bottle. Repeat control solution testing if results fall out of range.
Results may fall out of range due to:

[1] Errors in control solution testing [2] Expired or contaminated
control solution [3] Damaged test strip [4] Meter malfunction

W11-12CHOL1 RevA 09/2017

IMPORTANT: IF THE RESULT CONTINUES TO FALL OUTSIDE OF THE
PRINTED RANGE; CONTACT THE AUTHORIZED REPRESENTATIVE
FOUND AT THE END OF THIS INSERT.

Problem Solving

[1] Confirm the test strip is not expired. [2] Make sure the blood fills
the reaction zone.“E 2" will show if there is too little blood. DO NOT
add a second drop of blood. Discard the test strip from the meter
and retest with a new test strip. [3] Check the system with a control
solution test. [4] Refer to “Solving Problems” in the User’s Guide for
more hints.

W11-12CHOL1 RevA 09/2017

Limitations

[1] DO NOT use plasma or serum samples. [2] DO NOT test on
neonatal blood samples. [3] DO NOT test on venous or arterial
blood samples. [4] Altitudes up to 3150m (10335 feet) will not affect
test results. [5] Hematocrit range: 30-55%. [6] High level of ascorbic
acid (>1,5 mg/dL) may cause incorrect results. To get correct result,
test your cholesterol level in the morning after fasting for at least 8
hours. [7] L-DOPA (>0,5 mg/dL) can give falsely reduced results in
therapeutic concentration (1 mg/dL).
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The following interferents may affect test results if concentration is
greater than therapeutic or physiological concentration:

= Therapeutic Concen-
& |Interferents Interferenge tration/ Reference
§ Concentration Interval

& | Dopamine >0,5mg/dL 0,03 mg/dL

g Methyl-Dopa > 0,75 mg/dL 0,1-0,75 mg/dL

§ Triglyceride >308 mg/dL 30-300 mg/dL

£ performance Evaluation Data

Accuracy

Three lots of Wellion LEONARDO
Test Strips were used in the accuracy
Wellion LEONARDO GLU/CHOL System.

A capillary blood comparison study between the Wellion
LEONARDO CHOL System and Hitachi 717 Chemistry

Analyzer yields the following data:

Number of Readings: 327

Sample Range: 101 to 390 mg/dL

Blood  Cholesterol
test of the

W11-12CHOL1 RevA 09/2017

Total within +/- 20 % ‘
314/327 (96,0%) ‘

Precision
1 lot of Wellion LEONARDO Cholesterol Test StripS was used for

g within-run repeatability study. Venous blood in heparin-tubes was
S spiked to 3 kinds of concentration. Blood cholesterol readings
f(: were recorded for 1 day resulting in 100 data points for each
& concentration; as shown in the following tables:
i
<]
T Repeatability Study
&
= | Number of Readings 100 100 100
=
Mean (mg/dL) 137 193 255
V% 6,5 58 6,3
mCV% NA 6,2 NA
~
&
S
g
<
(@
3 . . .
g Wellion® LEONARDO strisce per il test del
g colesterolo

IMPORTANTE: PREGO LEGGA QUESTE INFORMAZIONI E IL SUO
MANUALE D'USO WELLION LEONARDO GLU/CHOL PRIMA DI
USARE LE STRISCE PER IL TEST DEL COLESTEROLO WELLION
LEONARDO.

PER DOMANDE ED ASSISTENZA SI PREGA DI CONTATTARE IL
RAPPRESENTANTE AUTORIZZATO CHE SI TROVA ALLA FINE DI
QUESTO INSERTO

Destinazione d'uso

Le strisce per il test del colesterolo Wellion LEONARDO devono
-~ essere usate con lo strumento Wellion LEONARDO GLU/CHOL
= Cholesterol per la misurazione quantitative del colesteriolo nel
sangue intero capillare prelevato dal polpastrello. Le strisce per
il test del colesterolo Wellion LEONARDO Cholesterol Test sono
plasma cali brate per una facile comparazione con il dato di
laboratorio. E’ da intendersi per auto-test individuale a casa o
per uso da professionisti del settore sanitario.
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Introduzione

Le strisce per il test del colesterolo Wellion LEONARDO
misurano il colesterolo totale nel sangue attraverso una
reazione enzimatica che produce una corrente.

Il sangue dal polpastrello & guidato nella camera di reazione
contenente I'enzima attraverso una azione capillare passiva.
La corrente prodotta dalla reazione & misurata dallo
strumento ed & in correlazione diretta con la concentrazione
del colesterolo totale nel campione di sangue.

Lo strumento mostra | risultati in 90 secondi.
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Composizione del reagente

ogni cm? di strisce di test contiene:
Colesterolo Esterasi 10%
Colesterolo Ossidasi 12%

Enzima Stabilizzatore 59%

Enzima Attivatore 19%
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Avvertenze e Precauzioni

La striscia per il test del colesterolo Wellion LEONARDO
Cholesterol Test Strip & per uso esterno (Uso diagnostic IN VITRO).
[1] Non usare le strisce di test dopo la scadenza. Si prega di
controllare la data di scadenza sulla confezioe delle strisce. [2]
Non usare strisce bagnate o danneggiate. [3] Non riutilizzare
le strisce. [4] La striscia di test non deve essere utilizzata come
base per la diagnosi di disturbi che coinvolgono il colesterolo nel
sangue e nei disturbi del metabolismo lipidico. [5] Non apportare
cambiamenti al tuo programma di tattamento o ignorare I sintomi
senza consultare il tuo medico. [6] La temperatura operativa
dello strumento e delle strisce & tra 18°C-38°C (64°F-100°F). [7] E
necessario inserire un chip codificatore nel meter per ogni nuova
confezione di strice test per una corretta calibrazione. Il chip
codificatore & confezionato dentro la confezione delle strisce test
ed & lotto specifico. Assicurarsi che entrambi | numeri di codice,
quello mostrato dallo strumento dopo che & stato inserito il chip
di codifica e quello stampato sul foglio della striscia di prova
coincidano.
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Movimentazione e Stoccaggio

[1] Conservare le strisce di test tra 4°C - 30°C (39°F - 86°F). Non
congelare. [2] Conservare fuori dal contatto con la luce del sole. [3]
Le striscie chiuse sono stabili fino alla data di scadenza indicata sul
contenitore se conservato correttamente. [4] | mese indicato nell
‘etichetta si riferisce alla fine di quell mese. [5] Non maneggiare le
strisce di test con le mani bagnate o sporche.
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Raccolta e Preparazione

~
g Il test va effettuato immediatamente appena si & ottenuto il
g campione.

<

s

= Procedura di prova

Q Guarda ,misura il tuo colesterolo nel sangue” nella guida d'uso
& Wellion LEONARDO GLU/CHOL.

£ Valori attesi

Consultare il proprio medico o il peronale sanitario per
determinare un target di range di colesterolo per te.

Livelli di colesterolo totale:

<200 mg/dL Desiderabile
200-239 mg/dL  Limite alto
2240mg/dL  Alto

Referenza : 1“High Blood Cholesterol - What You Need to Know".
NHLBI. Publication No. 05-3290
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Controllo Qualita

Programma Level 1 or Level 2 test soluzione di controllo. Segui le
indicazioni della guida all'uso. Fare il test di controllo:

[1] Almeno una volta alla settimana per assicurarsi che lo
strumento e la striscia reattiva funzionino correttamente. [2] Se le
strisce reattive sono state conservate a temperature ed umidita
esterna adeguate alle condizioni di conservazione. [3] Quando usi
lo strumento per la prima volta. [4] Per fare pratica con la tecnica.
[5] Se ti cade lo strumento.

Usare solo soluzione di controllo colesterolo  per
Wellion LEONARDO. Il tuo test rientra nel range di controllo
stampato sulla confezione di strisce per il test. Ripetere il test con
la soluzione di controllo se | risultati sono fuori del range indicato.
i risultati possono essere fuori dal range per :

[1] Errori nel test con la soluzone di controllo. [2] Soluzione di
controllo scaduta o contaminata. [3] Strisce test danneggiate. [4]
Strumento mal funzionante.

W11-12CHOL1 RevA 09/2017

IMPORTANTE: SE IL RISULTATO CONTINUA A CADERE FUORI
DEL RANGE STAMPATO, CONTATTARE IL RAPPRESENTANTE
AUTORIZZATO CHE TROVATE ALLA FINE DI QUESTO INSERTO

Risoluzione dei problemi

[1] Controllare che le strisce di test non siano scadute. [2]
Assicurarsi che il sangue riempia la zona di reazione.“E 2" mostrera
se il sangue & insufficiente. NON aggiungere una seconda goccia
di sangue. Eliminare la striscia reattiva dallo strumento e ripetere il
test con una nuova striscia reattiva.

[3] Controllare il Sistema con un test con la soluzione di controllo.
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~
g [4] Fare riferimento a “risoluzione dei problemi” nella guida per
& I'utente per ulteriori suggerimenti.

~ Limitazioni

Q [1]1 NON utilizzare campioni di plasma o siero. [2] Non testare
E su campioni di sangue neonatale. [3] NON testare su campioni
= di sangue venoso o arterioso. [4] Laltitudine fino a 3150m
= (10335 feet) non influenzera | risultati del test. [5]

Numero di letture 100 100 100
i Significato (mg/dL) | 137 | 193 | 255
1SOrders. | s b (mg/dL) 65 58 | 63
CV% NA 6,2 NA
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SYMBOLE / SYMBOLY / SIMBOLOS /
SYMBOLEN / SYMBOLER / SUMBOLID
/SIMBOLI:

Beachten Sie die Gebrauchsanweisung /
Precitajte si ndvod na poutzitie / Consultar
instrugdes de utilizacdo / Kijk in de
gebruikshandleiding / Se bruksanvisning
/Vt kasutusjuhendit / Consultare le
istruzioni per l'uso

Temperaturbereich /Teplotné obmedzenia
/ Limites de Temperatura / Temperaturen
limieten / Temperaturbegransning /
Temperatuuripiirang / Limitazioni della
temperatura

Hersteller /Vyrobca / Fabricante / Fabrikant
/Tillverkare / Tootja / Produttore

In Vitro diagnostisches, medizintechnisches
Geriét / Diagnostické zdravotnicka
pomadcka in vitro / Dispositivo Médico para
Diagnéstico InVitro / In Vitro Diagnostisch
Medisch Hulpmiddel / In Vitro Diagnostic
Medical Device / In Vitro diagnostiline
meditsiiniseade / Dispositivvo medico per
uso diagnostico in vitro

Chargennummer / Kéd Sarze / Lote /
Batchnummer / Partikod / Partiikood /
Batch Code

Verwendbar bis /Spotrebujte do / Prazo de
Validade / Gebruik tot / Anvénd senast /
Kolblik kuni / Uso da

Nicht wiederverwenden /Nepouzivajte
opakovane / Nao Reutilizar / Niet
hergebruiken / Ateranvand ej / Mitte
korduvalt kasutada / Non riutilizzare

Bei beschadigter Verpackung nicht
verwenden / Nepouzivajte, ak je balenie
poskodené / Nao utilizar se a embalagem
se encontrar danificada / Gebruik niet
wanneer pakket beschadigd is / Anvénd
inte om férpackningen ar skadad / Mitte
kasutada, kui pakend on kahjustatud / Non
usare se la confezione é danneggiata

Vor Nésse schiitzen /Uchovévajte v suchu /
Manter seco / Houd droog / Forvaras torr /
Hoida kuivana / Mantenere asciutto

Vorsicht, bitte lesen Sie die beiliegenden
Dokumente /Pozor, preitajte si sprievodné
informécie / ATENGAO! Consulte os
restantes documentos / Waarschuwing,
raadpleeg de bijgevoegde documenten
/Varning, lés tillhérande dokument /
Tahelepanu! Vt seadmega kaasasolevaid
juhendeid / Attenzione consultare |
documenti di acccompagnamento

Bestellnummer /Katalogové ¢islo

/ Referéncia / Catalogusnummer /
Katalognummer / Katalooginumber /
Numero di catalogo

Direktes Sonnenlicht vermeinden /Chrarite
pred sine¢nym Zziarenim / Manter afastado
da luz solar direta / Niet in zonlicht/direct
licht plaatsen / Undvik solljus / Mitte hoida
péikesevalguse kdes / Tenere lontano dalla
luce solare
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