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Wellion® CALLA Teststreifen

WICHTIG: LESEN SIE DIESE INFORMATION UND DIE GEBRAUCH-
SANWEISUNG IHRES WELLION CALLA BLUTZUCKERMESS-
GERATS, BEVOR SIE EINE BLUTZUCKERMESSUNG MIT DEN WE-
LLION CALLA TESTSTREIFEN DURCHFUHREN.

W912griin 20221115

Wenden Sie sich an den autorisierten Vertragshandler. Informa-
tionen dazu finden Sie am Ende dieses Beipackzettels, auf der
Verpackung oder auf unserer Website unter www.medtrust.at/
www.wellion.at oder www.medtrust.de, www.wellion.eu/de.
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N EINSATZGEBIET

& Wellion CALLA Blutzuckerteststreifen werden mit dem Wellion
5 CALLA Blutzuc verwendet, um itativ den Blut-
mzucker im kapillédren Vollblut zu bestimmen. Das Wellion CALLA
o System ist Plasma-kalibriert, was leichte Vergleichbarkeit mit
2 Laborwerten gewdhrleistet. Das Wellion CALLA Messgerat dlent

Mit Wellion CALLA Classic Messgerét
Tabelle 1: Genauigkeit fiir Blutzuckerwerte <100 mg/dL

(5,6 mmol/L,
Innerhalb Innerhalb Innerhalb
Probenart +5mg/dL +10mg/dL +15mg/dL
(£0,3mmol/L) | (+0,6mmol/L) | (+08mmol/L)
kapillar | 104/210 (49,5%) | 186/210 (88,6%) | 210/210 (100%)

Tabelle 2: Genauigkeit fiir Blutzuckerwerte > 100 mg/dL
(5,6 mmol/L)

der Selbstmessung von Diabetikern und kann auch von
schem Fachpersonal verwendet werden.

Einfiihrung

Auf den Biosensor-basierten Wellion CALLA Blutzuckerteststrei-

fen ist das Enzym Glukoseoxidase aufgebracht, das spezifisch

den Blutzucker zwischen 20 und 600 mg/dL (1,1 und 33,3 mmol/L)

bestimmen kann. Der auf die Teststreifen gedruckte Pfeil zeigt an,
2wo die Blutprobe vom Teststreifen angesaugt wird. Kommt das
= Ende des Teststreifens in Kontakt mit Blut aus der Einstichstelle,
cW"d es durch Kapillarwirkung zur Reaktionszone gesaugt. Das
5 Enzym reagiert mit der Glukose im Blut und produziert dadurch
‘Cein e\eklrlsches Signal. Dieses Signal wird mit dem Wellion
SCALLA Das gebnis wird in 6 Sekun-
2 den angezeigt.

Zusammensetzung des Reagens

Jedercm? enthalt die folgenden inanné-
hernder Konzentration wie unten gelistet:

Glukoseoxidase (A. Niger) 2,3%
Elektronentransportsystem 25,0%

Nicht-reaktive Inhaltstoffe 72,7%

0 und i
=[1] Wellion CALLA Blutzuckerteststreifen sind fiir die Anwen-
Ndung auBerhalb des Korpers gedacht (IN VITRO Diagnostischer
NGebrauch) [2] Verwenden Sie die Teststreifen nicht nach dem
5 Ablaufdatum. Das Ablaufdatum finden Sie sowohl auf der Verpa-
&'ckung als auch am Etikett der Teststreifendose aufgedruckt. [3]
gVerwenden Sie keine feuchten oder beschadigten Streifen. [4]
Teststreifen konnen nicht wiederverwendet werden. [5] Erhalten
Sie ein Messergebnis unter 50 mg/dL (2,8 mmol/L) oder hoher als
250 mg/dL (13,9 mmol/L), fiihren Sie eine Messung mit Kontrolllo-
sung durch, umsicher zu stellen, dass das System ordnungsgemaR
arbeitet. Wiederholen Sie dann die Messung mit Blut von der Fin-
gerbeere. Wenn das Ergebnis noch immer gleich ist, kontaktieren
Sie sofort Ihren Arzt. [6] Wenn Sie Symptome spiiren, die nicht
zu Ihrem Messergebnis passen und Sie Ubliche Fehlerquellen
W, bereits laut dem Handbuch ausgeschlossen haben, kontaktieren
= Sie sofort lhren Arzt. [7] Verédndern Sie niemals entscheidend Ih-
& ren Diabetes-Behandlungsplan, ohne Ihren Arzt zu konsultieren.
g < Ignorieren Sie niemals Symptome [8] Verwenden Sle das Wellion

=CALLA Blutzuc einem p bereich zwi-
Zschen 10°Cund 40°C (50°F und 104°F)
2

= Lagerung und Umgang
[11 SchlieBen Sie die Teststreifendose immer unverziglich, nach-
dem Sie einen Teststreifen entnommen haben, um Feuchtigkeit
und direkte Sonneneinstrahlung zu verhindern. [2] Bewahren Sie
die Teststreifen bei Temperaturen zwischen 4°C und 30°C (39°F
und 86°F) auf. [3] Setzen Sie sie nicht direktem Sonnenlicht aus;
nicht einfrieren oder kiihlen. [4] Ungedffnete Teststreifenpackun-
gen sind bei ordnungsgemaBer Lagerung bis zum Ende des Ab-
laufdatums stabil, das Sie auf der Dose finden. [5] Der genannte
2 Monat bedeutet, dass die Streifen bis zum ENDE dieses Monats
= stabil sind. [6] Verwendung innerhalb von 6 Monaten nach dem
Gersten Offnen. [7] Beriihren Sie Teststreifen nicht mit nassen oder
s schmutzwgen Handen.

b und Vorbereitung

= Frisches Kapillarblut aus der Fingerbeere kann in heparinisierten
oder EDTA Testrohrchen gesammelt werden und sollte innerhalb
von 15 Minuten verwendet werden. Messen Sie nicht aus Plasma
oder Serumproben. Verwenden Sie keine fluoridhaltigen Konser-
vierungsmittel.
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Messdurchfiihrung

Wenden Sie sich an den Abschnitt “Messen des Blutzuckers” im

Handbuch des Wellion CALLA Messgerats.

= Messen an alternativen Messstellen
& Das Wellion CALLA Blutzuckermesssystem kann den Blutzucker
"‘ auch am Daumenballen oder Unterarm messen (Messen an alter-
5 nallven Messstellen, AST). Physiologische Unterschiede zwischen
I S der Fingerbeere, dem Daumenballen und dem Unterarm konnen
g zu unterschiedlichen i fiihren . In Si
tuationen sollten Sie weder am Daumenballen noch am Unterarm
messen, sondern die Fingerbeere verwenden:
[1] Sie leiden unter Hypoglykédmie-Wahrnehmungsstérungen. [2]
Sie dass sich Ihr Blutzucl iegel rasch veréndert, weil
Sie Sport betrieben, rasch-wirksames Insulin gespritzt oder inner-
halb der letzten zwei Stunden gegessen haben. [3] Sie fahren mit
dem Auto oder fiihren riskante Tatigkeiten aus wie das Bedienen
einer Maschine. [4] Sprechen Sie mit lhrem Arzt, um zu entschei-
den, ob Messung an alternativen Messstellen fir Sie geeignet ist.
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& Erwartete Werte
b & Der Blutzuckerwert héngt von vielen Faktoren ab. Der ideale Be-
S reich fiir erwachsene Diabetiker ist.
5. Weniger als 100 mg/dL (5,6 mmol/L) vor dem Essen
&+ Weniger als 140 mg/dL (7,8 mmol/L) nach dem Essen @
S Esist wichtig, dass der geeignete Zielbereich fiir Sie mit dem Arzt
und medizinischen Betreuungsteam besprochen wird.

Qualitatskontrolle

Fiihren Sie Level 0, Level 1 oder Level 2 Kotrolllssungstests durch.

Folgen den Anweisungen im Handbuch. Sie kdnnen einen Test mit

Kontrolllosung in folgenden Féllen durchfiihren:

[1] Die Messergebnisse stimmen nicht mit lhrem subjektiven

Befinden iiberein. [2] Einmal wochentlich, um sicher zu stellen,
—dass at und Teststreifen ordnur B arbeiten. [3] Die
I ifen wurden bei Te und Luflfeuchtlgke\t au-
o Berhalb der Lagerbedingungen gelagert. [4] Wenn Sie eine neue
c Packung Teststreifen ffnen. [5] Zum Uben Ihrer Messtechnik. [6]
mWenn das Gerat zu Boden gefallen ist.

3 Verwenden Sie ausschlieBlich Wellion CALLA Kontrolllosung. Die
Messergebnisse sollten innerhalb des Bereichs liegen, der auf der
Teststreifendose zu finden ist. Falls die Messergebnisse auBerhalb
dieses Bereichs liegen, wiederholen Sie den Test. Die Ursache fiir
auBerhalb des Bereichs liegende Messwerte konnte sein:
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‘Wellion CALLA Dialog > ze =

(Udsan 01) Jofge Voo < pll Sew 5amn 831\ Ul @
| Probenart | Innerhalb + 5% | Innerhalb + 10% | Innerhalb + 15% | FTYY: PR Tk
| kapillar | 264/390 (67,7%) | 369/390 (94,6%) | 385/390 (98,7%) | ‘ e T &l 1o
AN Al VA A %0\, AR Bgadll Ol st
‘ Probenart ‘ Innerhalbt15mg/dL‘ +15% ‘ [ evwnvewd oo n-n (foj Z{” ] A”‘» bt
‘ Kapillir ‘ 505/600 ‘ 99,.2% ‘ (Um0 01 JsTgle Vo € 55Ul 58T pall § Sl 555mn B3 1 ¥ Uil
Das Ergebnis zeigt gute Ubereinstimmung des Wellion CALLA } - 0 h‘} - - h‘} - 2 h‘} B
Systems mit dem YSI 2300 Glucose Analyzer und entspricht den (AN MV YA T GALY) ¥/
Leistungskriterien, die in EN 1SO 15197:2015 definiert wurden. [ 00 b 00 e Tl w‘ B
Priizision [ any| 0| el S| S
3 Chargen Wellion CALLA Teststreifen wurden fiir die Prd Wellion CALLA Light Wz‘,
onsstudie verwendet. Vendses Blut in Heparin-Rohrchen wurde (Uhdsan 01) Jofile Ve < pll S Ssins B> \J;b.ng
in 5 verschiedenen Konzentrationen verwendet. Blutzucker- - =
messungen wurden iber 1 Tag aufgezelchnel wodurch sich ‘ a0 bag) alo Ve + b e 0 hag] P )m‘ &
300 D: fiir jeden Konzentrati h ergaben, wie (Jpee A 2) (dgear %) L | B
die folgende Tabelle zeigt: [aomem ] e nen] gonvieme] ggeal ol
Mit Wellion CALLA Dialog Messgerét (Um0 sTgla Vo € g5 sl 58T pall Sl G5is B ¥ Uil
Zahl der 300 | 300 | 300 | 300 | 300 [ o id] o] o o] P
2 0. 2 >
Mittelwert mg/dL (mmol/L) (25%) (;19) (173;‘) “222(;) (135) [ v casorerer] ey raavor] e ol
ichung 37 | 38 | 49 | 80 | 104 - - -
ma/dL (mmol/L) 02| 02| 03 | 04| 08 } “?if‘} ““,::‘} = “‘_"‘} <
ionskoeffizient (%) | - | - | 37 | 36 | 32 ar Aofo] et el
Mit Wellion CALLA Light Messgerét Wellion CALLA Mind Sz 2oy
Zahl der Messungen 300 | 300 | 300 | 300 | 300 (Uldgen 0 U5fgke 1+ < pll S 5ime 851 gl i

) 50 | 71 | 134 | 219 | 328 ‘ EOST: T eleox bt e ‘8
Mittelwert mg/dL mmolll) | (3¢) | (30) | (74) | 1221 182) FATANSOSPS| Y 7IOVER S M SO %) e
Standardabweichung 36 | 36 | 48 | 76 | 110 | | L_eanvrers] armmenve]  coronem  aparoneslZ
mg/dL (mmol/L) 0.2) | (0.2) | (0.3) | (04) | (0,6) (UIdsaan 0,1) Usfle V- gl s 55Tl § Sl g3im &5 1 ¥ Ul
Korrelationskoeffizient (%) | - - 36 | 35 | 34 ‘ o] o] - 70:&-‘ ]

- . — - 0o 0. 2 sl yaa)
Mit Wellion CALLA Mini Messgerat | oman ] ooy rver] ey o] ageut o]
Zahl der 300 | 300 | 300 | 300 | 300

I 50 | 71 | 134 | 220 | 328 [ 010 be 00 he &l ,m\
Mittelwert mg/dL (mmol/l) | (> g) | (3.9) | (7.4) | (12.2)| (182) \ ] Veodond]

ichung 37 36 | 48 | 77 [ 103 lon oL st 5
mg/dL (mmol/L) 02 ] (02) | (03) | (04) | (06) s re
K . = [OHE - 35 | 35 | 31 (Udsan 0,1) ol Voo < pll S 5iunn 851 ) el S :
Mit Wellion CALLA Classic Messgerat U‘/‘-j“ o J”‘] u’i/i; . if‘) u/jh ° ir“) FIRTINN g

1assic Messg Ax 1 sae Y &)
Zahl der Messungen 300 { 300 {300 1 300 | 300 [ womemd] e o smaronem| S
Mittelwert mg/dL (mmol/L) 01 71| 134 ] 219 | 328 i =
! 9! 28) | 39 | 74 |0122) (182 (U dgme 0) Jofahe Vo <= 5 55T pall § Sl yin 5 ¥ Uy =
lat ung 35 36 | 50 [ 73 | 97 |[] 010 be | 0 bad] G e
mq/dL (mmoI/L) 02) 1 (02) 1 (03) 1 0A4) L OS] | ™ Ganyyvamnel caey raosra]  pavw v el colyn
Korrelationskoeffizient (%) - - 3,7 33 3,0
Anwender Studie [ 110 dnd] 110 dnd] sl ]
GemaB EN ISO 15197:2015, wurden 100 Blutproben aus der Fin- [ | ef0%0] ggeatl et

gerbeere zur Evaluierung der Systemgenauigkeit herangezogen.
Dazu wurden sowohl 23 Messwerte in einem Blutzuckerbereich
unter 100 mg/dL (5,6 mmol/L) als auch 77 Messwerte in einem
Blutzuckerbereich hoher oder gleich 100 mg/dL (5,6 mmol/L)
verwendet.

Die Evaluierung der Systemgenauigkeit an Fingerbeere wurde
durch Laienanwender durchgefiihrt. Als Vergleich diente der YSI
2300 Blood Glucose Analyzer.

Mit Wellion CALLA Dialog Messgerat

Tabelle 1: Genauigkeit fiir Blutzuckerwerte <100 mg/dL
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Wellion CALLA Dialog jlgz zo =

(5,6 mmol/L) v v vl vl v s
Innerhalb Innerhalb Innerhalb e e B
3 B o N )/, Jol Jasdl Bel,
Probenart]  +5mg/dL +10mg/dl | +15mg/dL OMDY ] ] MOV W 0| W) S5/l daeki 8413
(£03mmol/L) | (£0,6mmol/L) | (+0,8mmol/L) CUYVSE GO A C) €3] (N YA V] (Udsea) U5 ple Camd SD
kapillar | 15/23 (65,2%) | 22/23(95,7%) 23/23 (100%) A4 Al A8 (%) Gz CV
Tabelle 2: Genauigkeit fir Blutzuckerwerte > 100 mg/dL Wellion CALLA Light jlgz g«
(5,6 mmol/L) N N N N N e
[ Probenart | Innerhalb £ 5% [ Innerhalb  10% Innerhalb £ 15% | . B BT B L
kapillar 48/77(623%) | 70/77(90,9%) | 75/77 (97,4%) | (AT YA (V1) T4 g V| (VA) 00| (Udsas) U5/ gle Jumll 3ol 3] E
CO Ve VA el (YA () Y| (Udses) 5/ e cines SDIS
[ Probenart [Innerhalb + 15mg/dL| +15% | e o T - e (&: "‘?!fcv s
kapillar [ 98/100 [ 98,0% ] Ny ===y
We CALLA Mini jlg= 2o
Mit Wellion CALLA Light Messgerat llion ni e e
Tabelle 1: Genauigkeit fiir Blutzuckerwerte <100 mg/dL Yeof ¥eel ¥eel weel e e, sas| G
(5,6 mmol/L om0 0| (Urdsan) dsf e disti 513
Innerhalb Innerhalb Innerhalb ovnl (el
Probenart +5mg/dL +10mg/dL +15mg/dL ) 1] (.v;: (1:)\ NP NV (Uses) s/ e ines SD)
(+03mmol/L) | (+06mmol/L) | (+0,8mmol/L) . "
kapillér | 13/23(56,5%) | 23/23(100%) | 23/23 (100,0%) T tel ro = = (1) uhend CV
Tabelle 2: Genauigkeit fiir Blutzuckerwerte > 100 mg/dL Wellion CALLA Classic jgz ga
(5,6 mmol/L) [ voo | vl e el Al sas)
[ Probenart | Innerhalb 5% | Innerhalb + 10% | Innerhalb + 15% | o ml orn T e vl o o] Gy g e doott s B
[kapillar | 44/77(57,1%) | 64/77(83,1%) | 76/77(987%) | | 0O el TV 0 0] (gan) I gl dasli515| €
o] covren ol em el (Wdses) dsf gl cims DS,
Probenart [Innerhalb + 15mg/dL| +15% | v, Tyl v (4) ams CV| 3,
}7. r 8
kapillar [ 99/100 [ 99,0% | N
Mit Wellion CALLA Mini Messgerét U B ok g s Vo “M\A@mwuuué&w YOIRVaY wrwmg,m u,

Tabelle 1: Genauigkeit fiir Blutzuckerwerte <100 mg/dL
(5,6 mmol/L.

S OIS Sl 30 W 5 (U 01 Ja/ke V- (s J5T b Sl $52n S

(U5an 01 o/ o Vo

[1] Fehler bei der Durchfiihrung des Konti [2] Ab-

gelaufene oder verunreinigte Kontrolllosung. [3] Teststreifen ist

defekt. [4] Fehlfunktion des Messgerits.

Liegen auch nach Wiederholung der Messung die Ergebnisse au-
1 Berhalb des Bereiches, wenden Sie sich bitte an den autorisierten
= Fachhéndler um Hilfe. Die Kontaktinformation finden Sie am Ende
8 d\eses Beipackzettels oder auf der Verpackung.

] 2 Problembehebung
2[1] Kontrollieren Sle, ob die Teststreifen noch nicht abgelaufen
‘g sind. [2] Stellen Sie sicher, dass die Reaktionszone komplett mit

Blut gefiillt ist. Das Wellion CALLA Messgerat wird eine Fehler-

meldung anzeigen, wenn zuwenig Blut vorhanden ist. Es ist KEIN

Nachtropfen méglich; entfernen Sie den Streifen aus dem Mess-

gerét und messen Sie noch einmal mit einem neuen Streifen. [3]

Uberpriifen Sie das System, indem Sie einen Test mit Kontrolll6-

sung durchfiihren. [4] Wenden Sie sich an das Kapitel “Problem-

behebung” im Handbuch fiir weitere Informationen.

Rufen Sie unseren autorisierten Fachhandler an. Die Kontaktin-
 formation finden Sie am Ende dieses Beipackzettels oder auf der
= Verpackung.

]

N
S Einschrinkungen
5 [1] Verwenden Sie KEINE Plasma- oder Serumproben. [2] Messen
&Sie NICHT bei Neugeborenen. [3] Messen Sie KEINE vendsen oder
o arteriellen Proben. [4] Eine Seehéhe bis 2.000 Meter hat keinen
Einfluss auf die Messergebnisse. [5] Hamatokritbereich: 35% bis
50%. [6] Triglyzeride: 260 bis 360 mg/dL (2,9 bis 4,0 mmol/L) hat
keinen erkennbaren Einfluss auf die Messergebnisse (Normalbe-
reich: 36 bis 165 mg/dL oder 2 bis
9,2 mmol/L). [7] Icodextrin und seine Metaboliten (Maltose, Mal-
totriose und Maltotetraose) haben keinen erkennbaren Einfluss
auf die Messergebnisse. [8] Folgende Stoffe haben keinen Ein-
fluss auf die Messergebnisse, sofern sie in tblichen Blutkonzen-
., trationen vorliegen: Ascorbinséure (Vitamin C), Harnsaure oder
= Methyl-Dopa. [9] Therapeutische Konzentrationen von Dopamin
I oder L-Dopa kénnen die Messergebnisse beeinflussen. Menschen,
& die diese Medikamente nehmen, sollten dieses System nicht zur
= Blutzuckermessung verwenden. [10] Hohere als therapeutischen
E.Konzentva&ionen von Acetaminophen oder Glibenclamid konnen
o die Messergebnisse beeinflussen. Menschen, die diese Medika-
= mente nehmen, sollten dieses System nicht zur Blutzuckermes-
sung verwenden.

EVAL
Genauigkeit
GeméB EN 1SO 15197:2015, wurden 600 Blutproben aus der Fin-
gerbeere zur Evaluierung der Systemgenauigkeit herangezogen.
Dazu wurden sowohl 210 Messwerte in einem Blutzuckerbereich
unter 100 mg/dL (5,6 mmol/L) als auch 390 Messwerte in einem

0 Blutzuckerbereich héher oder gleich 100 mg/dL (5,6 mmol/L)

= verwendet.

q

TEN ZURLEIST TUNG

8 = Die Evaluierung der Systemgenauigkeit an Fingerbeere wurde
’durch medizinisches Fachpersonal durchgefiihrt. Als Vergleich
ad d\ente der YSI 2300 Blood Glucose Analyzer.

Mit Wellion CALLA Dialog Messgerét
Tabelle 1: Genauigkeit fir Blutzuckerwerte <100 mg/dL
(5,6 mmol/L)

Innerhalb Innerhalb Innerhalb

Probenart +5mg/dL +10mg/dL +15mg/dL
(£0,3mmol/l) | (+0,6mmol/L) | (+08mmol/L)
kapillar | 108/210 (51,4%) | 167/210 (79,5%) | 205/210(97,6%)

« Tabelle 2: Genauigkeit fiir Blutzuckerwerte > 100 mg/dL
(5 6 mmol/L)

Probenar( | Innerhalb + 5% [ Innerhalb + 10% | Innerhalb + 15% |
387/390 (99.2%)

Probenart Innerhalb + 15mg/dL|
kapillar 592/600
Mit Wellion CALLA Light meter
Tabelle 1: Genauigkeit fiir Blutzuckerwerte <100 mg/dL
(5,6 mmol/L)

+15%
98,7%

W912griin 20221

Innerhalb Innerhalb Innerhalb

Probenart +5mg/dL +10mg/dL +15mg/dL
(£0,3mmol/L) | (+0,6mmol/L) | (+0,8mmol/L)
kapillar | 116/210 (55,2%) | 186/210 (88,6%) | 210/210 (100%)

wn Tabelle 2: Genauigkeit fiir Blutzuckerwerte > 100 mg/dL

1
g
o
3
3
s
=

Innerhalb + 5% | Innerhalb + 10% | Innerhalb + 15%
262/390 (67,2%) | 367/390 (94,1%) | 386/390 (99,0%)

Probenart
kapillar

Probenart Innerhalb + 15mg/dL|
kapillar 596/600
Mit Wellion CALLA Mini Meter
Tabelle 1: Genauigkeit fiir Blutzuckerwerte <100 mg/dL
(5,6 mmol/L)

+15%
99,3%

W912griin 20221

Innerhalb Innerhalb Innerhalb
Probenart | +5mg/dL +10mg/dL +15mg/dL
(£03mmol/L) | (+0,6mmol/L) | (+0,8mmol/L)
kapillar | 110/210(52,4%) | 175/210 (83,3%) | 207/210 (98,6%)

2 Tabelle 2: Genauigkeit fiir Blutzuckerwerte > 100 mg/dL

= (5,6 mmol/L)

Probenart
kapillar

Innerhalb + 5% | Innerhalb + 10% | Innerhalb + 15%
252/390 (64,6%) | 353/390 (90,5%) | 387/390 (99,2%)

W912griin 202

Innerhalb + 15mg/dL|
594/600

+15%
99,0%

Probenart
kapillar

Innerhalb Innerhalb Innerhalb f.mJ,La:&a)mm?},a,%;uwmet.ﬂ\;,e\h,\;\w
Probenart +5mg/dL +10mg/dL +15mg/dL B
(£0,3mmol/L) | (+0,6mmol/L) | (+08mmol/L)
kapillar 18/23 (78,3%) | 21/23(91,3%) | 23/23(100,0%) Wellion CALLA Dialog Sz g+
(Udgan O I3/l 1+ < p) S Sin 88351yl
Tabelle 2: Genauigkeit fiir Blutzuckerwerte > 100 mg/dL oo O g 1 <) 5 e 071
(5,6 mmol/L) ‘ erosbi  aletox b a0t b o w‘
Probenart | Innerhalb + 5% | Innerhalb + 10% | Innerhalb + 15% | (Uldsee - £)] (Uldsenr £)] (Uldsen ¥ )] = §
[ kapillir | 43/77(55,8%) | 66/77(85,7%) | 75/77(974%) | | [ co-eovem] — eomvrm|  caon i ggeircimnil 5
(Ulsan 00 Jofigle V€ 5 5 T pall § Sl G5inn 885 ¥ il S
Probenart [Innerhalb + 15mg/dL] +15% | Jye 0 Jo/gle sl sl ST el § S3ius v= s g
kapillar | 98/100 [ 98,0% | } e “} ak “‘} © ‘“} R
" " - (13v,6) Wivo) (8000) WIV- ) Wit dygel olmit| 2
Mit Wellion CALLA Classic Meter Rl el
Tabelle 1: Genauigkeit fiir Blutzuckerwerte <100 mg/dL [ | | P
(5.6 mmol/L [ | Vo dgedt et
Innerhalb Innerhalb Innerhalb i
Probenart | +5mg/dL +10mg/dL +15mg/dL done o e “i';"’“ CALLA ':f‘f'f‘\"j’j
(£0,3mmol/L) | (+06mmol/L) | (+08mmol/L) (o 07 gl 12 < 5 e 011
kapillar | 16/23 (69.6%) | 20/23(87,0%) | 22/23(95,7%) gl 10 £ b g+ b a0t b el e
- Udsaa A9 (UJsse )| (JiJsan -y ) '
(TabelleZ:l/Ge)naulgkeltfuvBlulzuckerwevlez 100 mg/dL [ o] oo e (0 Yry|
5,6 mmol/L i &
Probenart | Innerhalb 5% | Innerhalb + 10% | Innerhalb + 15% | (g 031 Jofghe V- = g5l 51 pll § S e 85 ”’”‘né
kapillir | 45/77(584%) | 69/77 (89,6%) | 77/77(1000%) | | | 00 L] 0 b o ] sl | S
[ (av,e) wive| (o) Wi o) Wit dygedl ot
Probenart [Innerhalb + 15mg/dL] +15% | E
kapillsr | 99/100 [ 98,0% | [ | 110 e ol o] 2
Schwerwiegende Vorkommnisse sind dem Hersteller und ‘ ] RSV IS (2
der nationalen Behdrde zu melden. Wellion CALLA Mini jlgz g=
A A . (Uldgan 0) s/l 1+ < pl S s 88351 sl
Wellion CALLA LYl Jasl [ovd e e ]
Ussndl Udsssnin)| (e x ) Sl
| S il Jlamial 6 Wellion CALLA plasial s Glastablos 318 oz pte | | [ caevye) veomy| s rm| ) YA gedl S|
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UPOZORENJE: PAZLJIVO PROCITAJTE OVE UPUTE/OVA UPUT-
STVA | WELLION CALLA PRIRUCNIK ZA KORISNIKE PRIJE/PRE
UPOTREBE CALLA TEST TRAKA ZA MJERENJE/MERENJE GLU-
KOZE U KRVI.

U sluéaju bilo kakvih pitanja molimo Vas da kontaktirate na broj
telefona naveden na pakiranju./U slucaju bilo kakvih pitanja moli-
mo Vas da nas kontaktirate na broj telefona naveden na pakovanju.

NAMJENA/NAMENA

Wellion CALLA test trake namijenjene/namenjene su za uporabu/ S
upotrebu s Wellion CALLA sustavom/aparatom za odredivanje ra- &
zine/nivoa glukoze u uzorcima pune kapilarne krvi. Welion CALLA 2
sustav/aparat je plazma bazdaren radi lakée usporedbe dobive-
nih/lakseg uporedivanja dobijenih rezultata sa laboratorijskim
rezultatima. Wellion CALLA sustav za pracenje razine glukoze u
krvi namijenjen je osobama koje boluju od 3ecerne bolesti, koje
ga mogu upotrebljavati kod kuce, te zdravstvenim djelatnicima
u zdravstvenim ustanovama./ Wellion CALLA aparat za pracenje
nivoa glukoze u krvi namenjen je osobama koje boluju od secerne
bolesti, koje ga mogu upotrebljavati kod kuce, kao i zdravstvenim
radnicima u zdravstvenim ustanovama.

zumﬁusM
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vod

Welllon CALLA test trake speclﬁcm su biosenzori koji odreduju ra- §
zinu/nivo glukoze pomocu enzima glukoza-oksidaza. Glukoza ok- &
sidaza je enzim specifi¢an za odredivanje glukoze u krvi u rasponu E
koncentracija od 20 do 600 mg/dL (1,1 do 33,3 mmol/I). Na svakoj =
test traci strelicama je oznaceno podrucje na koje se nanosi uzorak "
krvi. Test traka poput slamke uvla¢i uzorak krvi. Glukoza u uzorku
krvi reagira s/reaguje sa reagensom (enzim glukoza-oksidaza) u
traci pri Cemu nastaje elektricni signal. Uredaj detektira/detektuje
nastali elektri¢ni signal i prevodi ga u digitalni rezultat na zaslonu/
displeju uredaja. Koli¢ina produciranog/ proizvedenog elektri¢nog
signala odgovara kolicini glukoze u krvi.

Kemijski sastav/Hemijski sastav
Svaki cm? test trake sadrzi sliedece/sledece sastojke priblizne kon-
centracije navedene u nastavku:

Glukoza-oksidaza (A. Niger) 2,3%
Prijenosnici/Prenosnici elektrona 25,0%
Nereaktivni sastojci 72,7%

5111220z unibzL6m

Upozorenja i mjere/mere opreza

[1] Wellion CALLA test trake koriste se iskljucivo izvan tijela/
Wellion CALLA test trake su iskljucivo za vantelesnu upotrebu (IN
VITRO duagnostlka) [2] Nemojte kor\stm test trake ako im je iste-
kao rok ja. lj ja oznacen je na
vanjskom pakiranju/spoljnom pakovanju test lraka ina naljepnici/
nalepnici na bocici test traka. [3] Nemojte koristiti vlazne ili oste-
¢ene test trake. [4] Svaku test traku koristite samo jedanput. [5]
Ako dobijete rezultate mjerenja nize od 50 mg/dL (2,8 mmol/l) ili
vise od 250 mg/dL (13,9 mmol/l) provedite mjerenje kontrolnom £
otopinom kako biste provjenll da li uredaj radi ispravno., JAko 5 2
dobijete rezultate merenja nize od 50 mg/dL (2,8 mmol/l) ili vise od‘z
250 mg/dL (13,9 mmol/l) sprovedite merenje kontrolnim rastvorom 3,
kako biste proverili da li uredaj radi i ispravno. Nakon provjere kon
trolnom otopinom ponovite mjerenje u uzorku iz jagodice prsta. / =
Nakon provere kontrolnim rastvorom ponovite merenje u uzorku
iz jagodice prsta. Ako je i rezultat ponovljenog mjerenja/meren]a
nizak odnosno visok obavezno se javite svom lijecniku/lekaru. [6]
Ako oqecate/osefute simptome kO]I nisu u skladu s rezultanma
testa, a vi ste inisali uobicajene p 3k

kao 3to je opisano u priru¢niku, odmah se obratite Vasem lijecni-
ku/lekaru. [7] Nikada nemojte mijenjati/menjati princip lijecenja/
lecenja ili zanemarivati simptome bez konzultacija s lijecnikom/
konsultacija sa lekarom. [8] Koristite Wellion CALLA sustav/aparat
za pracenje razine/nivoa glukoze u krvi iskljucivo na radnoj tempe-
raturi sustava/aparata od 10°C do 40°C (50°F und 104°F).

Cuvanje

[1]1 Wellion CALLA test trake osjetljive/osetljive su na utjecaj/uticaj
vlage i svijetla/svetla. Nakon $to uzmete test traku iz bocice, od-
mah zatvorite bocicu. Nikada ne ostavljajte neiskoristene/neiskori- =
$cene test trake izvan bocice. [2] Cuvajte test trake na temperaturi
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od 4°C do 30°C (39°F und 86°F). [3] Nemojte izlagati test trake di-

rektnom utjecaju/uticaju sunca, ¢uvati ih u hladnjaku/frizideru ili

0 ih smrzavati. [4] Neotvorene test trake su ispravne za |spravne za
ki

Studija na korisnicima
Prema EN I1SO standardu 15197:2015, 100 uzoraka uzetih iz jago-
dice prsta pnkupljem su za evaluacuu tacnosti sistema. 23 uzor-

= kori3¢enje do datuma otisnutog

& (rok valjanosti/rok trajanja) uz uvjet/uslov da su pravilno skladi-
S itene. [5] Rok valjanosti/Rok trajanja se odnosi na posljednji/
S poslednji dan navedenog mjeseca/meseca. [6] Iskoristite test trake
Qu periodu od 6 mjeseci/meseci nakon prvog otvaranja bocice. [7]
g Nemojte dirati test trake prljavim ili vlaznim rukama.

ivanji janje uzorkai prip) ji j
Svjezi/Svezi uzorak krvi iz prsta mozete pnkupltl u epruvetu s he
parinom ili natrijevim/natrijumovim etilen diamin tetra acetatom
(NaEDTA) i iskoristiti ga u roku od 15 minuta. Nemojte koristiti
uzorak plazme ili krvnog seruma za testiranje. Nemojte koristiti
konzervanse na bazi florida.

., Postupak mjerenja/merenja
= Pogledajte poglavlje Testiranje razine/nivoa glukoze u krvi u
E priru¢niku za korisnike prilozenom uz Va3 Wellion CALLA uredaj.

=Tesllranje u uzorku uzetom s

ka imala su vrij i glukoze u krvi ispod 100 mg/dL
(5,6 mmol/L), a 77 uzoraka imalo je vrijednost/vrednost glukoze u
krviiznad ili jednako 100 mg/dL (5,6 mmol/L).

Procjena tacnosti sistema pri mjerenju na prstu su testirana od
strane korisnika i uporedena sa analizatorom glukoze u krvi YSI
2300.

g/dL (5,6 mmol/L)
Within +15%

Table 2: Accuracy for blood glucose level 2100
Sample ‘ Within£5% | Within  10%
Source

=

Capillary | 272/390 (69,7%) | 366/390 (93,8%) | 387/390 (99,2%) |2
&

Sample Source | Within + 15mg/dL | +15% | s
Capillary | 592/600 | 98,7% (]

8

With Wellion CALLA Light meter

Table 1: Accuracy for biood glucose level <100 mg/dL (5,6 mmol/L) =
Sample | Within + 5mg/dL |Within + 10mg/dL|Within + 15mg/dL
Source | (+03mmol/L) | (+0,6mmol/L) | (+0,8mmol/L)

m(ATS testiranje)

 Wellion CALLA uredaj moze testirati razinu/nivo glukoze i u uzorku

2 uzetom na alternativnim mjestima/mestima kao $to su podlaktica
idlan. Zbog fizioloskih razlika u cirkulaciji krvi u razli¢itim dijelovi-
ma tijela/delovima tela, moguce su razlike u rezultatima odrediva-
nja razine/nivoa glukoze u krvi u uzorcima uzetim izjagodice prsta
iuzorcima s alternativnih mjesta/mesta.

¢im situacijama:

Sa Wellion CALLA Light mjeracem/meracem
Tablica 1: Tocnost/Tacnost za uzorke s razinom/nivoom glukoze

<100 mg/dL (5,6 mmol/L)
Nemojte koristiti uzorke iz dlana ili podlaktice u sljedecim/slede- Unutar Unutar Unutar
Izvor uzorka +5mg/dL +10mg/dL +15mg/dL
[1] Ako patite od r hi ikemij: 0sjl caja (ne (£ 0,3mmol/L) | (+0.6mmol/L) | (+08mmol/L)
hi je ili ne mozete reci kad Vam | | Kapilarna krv | 13/23 (56,5%) | 23/23(100%) | 23/23(100,0%)

o Je nizak secer u krvi).[2] Ako mje pvoslo barem dva sata od jela, tje-
« lesne/telesne aktivnosti ili uzimanja lijeka/leka (injekcije brzodje-

Tablica 2: To¢nost/Tacnost za uzorke s razinom/nivoom glukoze
2100 mg/dL (5,6 mmol/L)

8 Iujuceg/brzodelu/u(eg insulina). [3] Ako r

S < upravljati at ili stroj ] iraj
‘S te/savjetujte sa sa svojim zdravstvenim radnikom zbog odluke o
It promjeni mjesta mjerenja koja je adekvatno za vas.

2

Ocekivani rezultati

Razina/Nivo glukoze u krvi ovisi o utjecaju/zavisi od uticaja mnogih
faktora. Idealan raspon vrijednosti razine/vrednosti nivoa glukoze
u krvi za zdravu odraslu osobu trebao bi biti:

Izvor uzorka | Unutar+5% | Unutar+10% | Unutar = 15%
Kapilarna krv | 44/77 (57,1%) | 64/77 (83,1%) | 76/77(98,7%)
[~ lzvor uzorka _|Unutar + 15mg/dL]

\ Kapilarna krv \ 99/100 \

Sa Wellion CALLA Mini mjeratem/meracem
Tablica 1: To¢nost/Tacnost za uzorke s razinom/nivoom glukoze

+15% |
99,0% |

100 mg/dL (5,6 /L)
«nizi od 100 mg/dL (5,6 mmol/L) prije/pre obroka <100 ma/dl.( mmlj}nut)ar Unutar Unutar
+ nizi od 140 mg/dL (7,8 mmol/L) nakon obroka

Zajedno sa svojim Iuecnlkom/lekarom odredite raspon u kojem fzvor uzorka +i053mg/dbL +i01gmg/dll/.L +t01gmg/dll/.|—

Zzelite da se krecu Vase izmj i vrednosti. - (£03mmol/L) _ (+0,6mmol/L) | (+0,8mmol/L)
- Kapilarna krv | 18/23 (78,3%) | 21/23(91,3%) | 23/23 (100,0%)
E P Tablica 2: Tocnost/Tacnost za uzorke s razinom/nivoom glukoze
8 rasl‘vamm 2100 mg/dL (5,6 mmol/L)
S Provedite  provjeru/Uradite proveru uredaja  kontrolnom [TIzvor uzorka | Unutar£5% | Unutar+10% | Unutar 15% |

5 otopinom/kontrolnim ~ rastvorom prema uputama/uputstvima
navedenim u Priruniku za korisnike u sljedecim/sledecim
& situacijama. Mozete izvriiti testiranje kontrolnom/kontrolnim
= otopinom/rastvorom:

Kapilarna krv | 43/77(55,8%) | 66/77 (85,7%) | 75/77 (97,4%)

[ Izvor uzorka _ [Unutar + 15mg/dL +15% |
[ Kapilarna krv 98/100 | 98,0% ]

[1] Ako se loSe osjecate/osecate a rezultati mjerenj
to ne pokazuju. [2] Jednom sedmi¢no da provjerite/proverite
da li mjera¢/merac | test trake rade ispravno. [3] Ako test trake
nisu Cuvane na |spravan nacin

Sa Wellion CALLA Classic mjeracem/meracem
Tablica 1: To¢nost/Tacnost za uzorke s razinom/nivoom glukoze

temperatura, utjecaj/uticaj vlage). [4] Kada otvorite novu bocu
test trake. [5] Da biste uvjezbali/uvezbali postupak mjerenja/
merenja. [6] Ako Vam je uredaj ispao ili se ostetio.

27a provjeru kontrolnom otopir i

Fkoristite isklju¢ivo Wellion CALLA “kontrolnu otopinu/kontrolni
'= rastvor. Dobiveni/Dobijeni rezultat mora biti unutar raspona nave-
= < denog na bocici test traka. Ukoliko rezultat nije unutar

za Sa Wellion CALLA Dialog mjeratem/meracem
Tablica 1: To¢nost/Tacnost za uzorke s glukoze
<100 mg/dL (5,6 mmol/L) Capillary | 116/210(55,2%) | 186/210 (88,6%) | 210/210 (100%) |
Unutar Unutar Unutar .
\zvor uzorka +5mg/dL +10mg/dL +15mg/dL Tast;I;;i:ccuracby ff)r blood \ucos}e I?vel 2100 m g/dL‘ (5‘,6 mmol/L)
: (£03mmol/L) | (+06mmol/L) | (0,8mmol/L) g”ce ‘ Within£5% | Within £10% | Within £ 15%

Kapilarna krv | 15/23 (65,2%) | 22/23(95,7%) | 23/23 (100%) || [Capillary | 262/390 (67,2%) | 367/390 (94,1%) | 386/390 (99,0%) |
Tablica 2: To¢nost/Tacnost za uzorke s razinol glukoze 3
>100 mg/dL (5,6 mmol/L) Sample Source | Within + 15ma/dL | +15% | 2
lzvor uzorka | Unutar+5% | Unutar+10% | Unutar +15% Capillary [ 596/600 [ 99,3% | <€
I Kapilarna krv | 48/77 (62,3%) | 70/77(909%) | 75/77(974%) || with Wellion CALLA Mini Meter 2
Table 1: Accuracy for blood glucose level <100 mg/dL (5,6 mmol/L) &
[ lzvoruzorka [Unutarz 15mo/dL[ 5% | Sample | Within  5mg/dL [Within  10mg/dL|Within £ 15mg/dL|=
[Kapilarnakrv | 987100 [ 980% | Source | (+03mmoi/L) | (+06mmol/l) | (+08mmolll) |”

Capillary | 1107210 (52,4%) | 175/210 (83,3%) | 207/210 (98,6%) |
Table 2: Accuracy for blood glucose level 2100 mg/dL (5,6 mmol/L)
Sample

e | Within£5% ‘ Within£10% | Within £ 15% ‘
| Capillary | 252/390 (64,6%) | 353/390 (90,5%) | 387/390 (99,2%)
Sample Source \ Within + 15mg/dL \ +15% \
Capillary [ 594/600 [ 99,0% |

unibzLem

With Wellion CALLA Classic Meter
Table 1: Accuracy for blood glucose level <100 mg/dL (5,6 mmol/L) 5
Within +5mg/dL Within + 10mg/dL|Within + 15mg/dL|S
Source L) £ 0,.8mmol/L)
210/210 (100%)

LLizzot

0.6mmol/L)
186/210 (88,6%)

Table 2: Accuracy for bloodg ucose level 2100 mg/dL (S,Gmmol/L)
2RI | Withinx5% | Withinx10% | Within::15% ‘
| Capillary | 264/390 (67,7%) | 369/390 (94,6%) | 385/390 (98,7%) |

["Sample Source | Within + 15mg/dL | +15% |
Capillary | 595/600 | 992% |

The result showed the Wellion CALLA System compares well with £
the YSI 2300 Glucose Analyzer and meets the minimum accept- &
able performance criteria defined in EN 1SO 15197:2015.

Precision

Three lots of Wellion CALLA Test Strips were used for within-run
precision study. Venous blood in heparin-tubes was spiked to 5 3
concentrations. Blood glucose readings were recorded for 1 day
resulting in 300 data points for each concentration; as shown in
the following tables:

L1zz0z unibz L

mvaspona svakako ponovite mjerenje/merenje. Razlozi pogresnog
5 rezultata mogu biti sljedeci/sledeci:

3[1] Nepravilno izvodenje mjerenja/merenja s kontrolnom otopi-
nom/kontrolnim rastvorom; nepridrzavanje uputa/uputstva. [2]
Koristenje kontrolne otopine kojoj je istekao rok valjanosti ili one-
ciscene kontrolne otopine./Koris¢enje kontrolnog rastvora kome je
istekao rok trajanja ili kontaminiranog kontrolnog rastvora. [3] Ko-
ridcenje/Koriscenje ostecenih test traka. [4] Greska u radu uredaja.
Ako rezultati ponovljenih mjerenja/merenja i dalje ne ulaze u na-
vedeni raspon, molimo Vas da kontaktirate G-M Pharmu Zagreb/
Pharma Maac Sarajevo/Pharma-Maac Beograd na telefon nave-

2 den na kraju ove upute/ovog uputstva ili na vanjskom pakiranju/

5 spoljnom pakovanju.

g

< Rjesenje/Resenje problema

'2[1] Uvjerite/Uverite se da test trakama nije istekao rok

"‘tmjanja [2] Make sure the blood completely fills the reaction

2 zone. NEMOJTE dodavati jo$ krvi na test traku. Izvadite test traku
iz uredaja i ponovite mjerenje/merenje sa novom test trakom. [3]
Provjerite/Proverite uredaj kontrolnom otopinom/kontrolnim ra-
stvorom. [4] Pogledajte poglavlje Otklanjanje smetnji u priru¢niku
za koristenje/koriscenje.
Molimo Vas da za pomo¢ kontaktirate MED TRUST d.o.0., Pharma
Maac Sarajevo/Pharma-Maac Beograd na telefon naveden na
kraju ove upute/ovog uputstva ili na vanjskom pakiranju/spoljnom
pakovanju ili kontaktirajte svog lije¢nika/lekara.

= Ograniéenja
~[1] NEMOJTE koristiti uzorke plazme ili seruma. [2] NEMOJTE
'; koristiti za odredivanje razine/nivoa glukoze u krvi novoroden-
:cad\ [3] NEMOJTE koristiti za odredivanje razine/nivoa glukoze
N u arteruskoj ili venskoj krvi. [4] Nadmorska visina do 2000 metara
g nece utjecati/uticati na rezultate testa. [5] Hematokrit: 35% -
509%. [6] Trigliceridi: u koncentraciji od 260 do 360 mg/dL (2,9 do
4,0 mmol/l) nece utjecati/uticati na rezultate (uobicajena vrijed-
nost/vrednost je od 36 do 165 mg/dL ili 2 do 9,2 mmol/l). [7] ko-
dekstrin i njegovi metaboliti (maltoza, maltotrioza i maltotetroza)
nemaju znacajan utjecaj/uticaj na rezultate mjerenja/merenja. [8]
Sljedece tvari/Sledece supstance u koncentracijama koje su oce-
kivane u uzorku krvi nece utjecati/uticati na dobivene/dobijene
rezullate askorbmska kiselina (vitamin C), mokraéna klselma |I|
" [9] Terapijske koncentracije ina ili L- di
ffemla\amna (L-dopa) mogu utjecati/uticati na rezultate. Osobama
& koji uzimaju lijekove/lekove koji sadrze dopamin ili L- dihidroksife-
2 nilalanin ne preporuca/preporucuje se koristenje/koriscenje ovog
S sustava/aparata za odredivanje glukoze u krvi. [10] Veca koncen-
Stracija od terapijske koncentracije acetaminofena ili glibenklami-
& da moze utjecati/uticati na rezultate.
= Osobama koji uzimaju lijekove/lekove koji sadrze acetaminofen ili
glibenklamid ne preporuca/preporucuje se koristenje/koriséenje
ovog sustava/aparata za odredivanje glukoze u krvi.

PROCJENA PODATAKA
Toénost/tacnost
Prema EN ISO standardu 15197:2015, 600 uzoraka uzetih iz jagodi-
ce prsta prikupljeni su za evaluaciju tacnosti sistema. 210 uzorka
imala su vrijednosti/vrednosti glukoze u krvi ispod 100 mg/dL
2 (5,6 mmol/L), a 390 uzoraka imalo je vrijednost/vrednost glukoze u
= krviiznad ili jednako 100 mg/dL (5,6 mmol/L).
8
< Eva\uacua tocnosti/tacnosti sistema uzorkom iz jagodice prsta
U.radena je od strane zdravstvenih profesionalaca, te uporedena sa
= S uredajem za laboratorijsku primjenu/primenu YSI 2300.
2

Sa Wellion CALLA Dialog mjeracem/meracem
Tablica 1: To¢nost/Tacnost za uzorke s razinom/nivoom glukoze
<100 mg/dL (5,6 mmol/L)

Unutar Unutar Unutar
Izvor uzorka +5mg/dL +10mg/dL +15mg/dL
(+03mmol/L) | (+0,6mmol/L) | (+0,8mmol/L)
Kapilarna krv | 108/210 (51,4%) | 167/210 (79,5%) | 205/210(97,6%)

n Tablica 2: Tocnost/Tacnost za uzorke s razinom/nivoom glukoze
2100 mg/dL (5,6 mmol/L)

Izvoruzorka | Unutar+5% | Unutar+10% | Unutar+15%
Kapilarna krv |272/390 (69,7%) | 366/390 (93,8%) | 387/390 (99,2%)

plasma-calibrated for easy comparison to lab result. The Wellion
CALLA Blood Glucose Monitoring System is intended for self-
testing by persons with diabetes and by health care professionals.

Introduction

The biosensor-based Wellion CALLA Blood Glucose Test Strips
employs the enzyme Glucose Oxidase that is specific for blood
glucose measurement from

20t0 600 mg/dL (1,1 to 33,3 mmol/L). The arrow printed on the test
strip indicates the side of the test strip where it sips in the blood
sample. When blood from a puncture site touches the tip of the
test strip, capillary action leads the blood into the reaction zone.
The enzyme reacts with glucose in blood and produces an electri-
cal signal. This signal is measured by the Wellion CALLA Meter. Test
result will be displayed in 6 seconds.

Reagent Composition
Each cm? of test strip contains the following ingredients in the ap-
proximate concentrations listed below:

Glucose Oxidase (A. Niger) 2,3%
Electron Shuttle 25,0%
Non-Reactive Ingredients 72,7%

Warnings and Precautions
[1] The Wellion CALLA Blood Glucose Test Strips are for use out-
side the body (IN VITRO diagnostic use). [2] Do not use test strips
after expiration date. The expiration date is printed on the car-
ton and on the label of the test strip bottle. [3] Do not use strips
that are wet or damaged. [4] Do not re-use the strips. [5] If your
test result is below 50 mg/dL (2,8 mmol/L) or above 250 mg/dL
(13,9 mmol/L); perform the Control Solution Test to make sure
your system is working properly and then repeat testing once
more using blood from your fingertip. If the result is still the same;
contact your healthcare professional immediately. [6] If you have
symptoms that are inconsistent with your test results and you
have eliminated common errors as described in the user’s guide;
contact your healthcare professional immediately. [7] Never make
significant changes in your diabetes treatment program or ignore
symptoms without consulting your physician. [8] Use the Wellion
CALLA Blood Glucose Monitoring System within

<100mg/dL (5,6 '"'"SVL‘) T T With Wellion CALLA Dialog Meter
nutar nutar nutar o
Number of Read: 300 300 300 300 300
voruzorka | +5mo/dL | x1omg/dl | +1smo/d || freet e R 3T 20 327
(x03mmol/l) | (x06mmol/L) | (+08mmol/L) || |ma/di mmoit) |0 @8 |71 B 74 | (122 | (181)
Kapilarna krv |_16/23 (69.6%) | 20/23 (87,0%) | 22/23(95,7%) || [Mean 5D mg/dL. 104 | =
Tablica 2: To¢nost/Tacnost za uzorke s razinom/nivoom glukoze (mmol/L) 37(02)[38(02)|49(03)|80 (04) ©06) |2
2100 mg/dL (5,6 mmol/L) |Mean CV (%) - - 37 36 32 |9
[zvor uzorka [ Unutar+5% | Unutar £ 10% | Unutar£15% | | with Wellion CALLA Light Meter 2
Kapilarna kr [ 45/77 (584%) | 69/77 (89,6%) | 77/77 (100.0%) | | [Number of Readings| 300 | 300 | 300 | 300 | 300 | &
[ Izvor uzorka _ [Unutar + 15mg/dL +15% | Average Reading 50(28)|71(39) 134 219 38 3
- mg/dL (mmol/L) (74) | (12.2) | (182
[ Kapilarna krv 99/100 | 98,0% | Mean 5D mg/dL 10
(mmol/L) 3,6(02)|36(02)48(03)(7,6 (04) 0, '6)
(HR) Ozbiljni incidenti moraju se prijaviti proizvodacu i Mean CV (%) - 36 35 34
nacionalnom tijelu. ihiean = = -
(SRB) Ozbiljni "incidenti moraju biti prijavljeni proizvoda¢u i | With Wellion CALLA Mini Meter
nacionalnim vlastima. Number of Readings| 300 300 300 300 300
. . Average Reading 134 220 328
GEN) Wellion® CALLA test strips ma/dLomoyt) %08 |G| g | (22 | g8 |
Mean SD mg/dL 103 |3
3,7(02)|3,6(0.2)(438(03)(7,7 (0,4) p =
IMPORTANT: PLEASE READ THIS INFORMATION AND YOUR| | [(mmol/L) ©2 ©2 03 o4 06) |&
WELLION CALLA USER GUIDE BEFORE USING THE CALLA TEST | | [Mean CV (%) - 35 35 31 E
n STRIPS TO TEST YOUR BLOOD SUGAR. With Wellion CALLA Classic Meter %
Please call our authorized representative by using the information | [Number of Readings| 300 300 300 300 300 |2
printed at the end of this insert or on the box or visit our website, | [Average Reading [ ¢ ) g [ 3 6| 134 | 219 | 328 | &
mg/dL (mmol/L) . . (74) | (12.2) | (18,2
INTENDED USE Mean SD mg/dL
The Wellion CALLA Blood Glucose Test Strips are to be used with the | |(mmol/L) 350236 (0250003)|73 0497 (05)
Wellion CALLA Blood Glucose Meters to quantitatively measure | [Mean CV (%) - - 37 33 30
glucose in capillary whole blood. The Wellion CALLA System is | ygay Study

According to EN 1SO 15197:2015, total of 100 fingertip blood data
were collected for system accuracy evaluation, 23 data were from
glucose level below 100 mg/dL (5,6 mmol/L) and 77 data were <
from glucose level above or equal to 100 mg/dL (5,6 mmol/L).

The system accuracy evaluation of fingertip were tested by lay us-
ers, and compared to YSI 2300 Blood Glucose Analyzer.

With Wellion CALLA Dialog Meter
Table 1: Accuracy for blood glucose level <100 mg/dL (5,6 mmol/L) =

Tizz0z unibz L

Sample | Within + 5mg/dL [Within + 10mg/dL[Within + 15mg/dL|”
Source | (+0,3mmol/L) (+0,6mmol/L) (+0,8mmol/L)
Capillary | 15/23(652%) | 22/23(95,7%) | 23/23(100%) |
Table 2: Accuracy for blood glucose level 2100 mg/dL (5,6 mmol/L)
Ssi’l'}"’c'j Within + 5% i( Within+10% | Within +15%
Capillary | 48/77(623%) | 70/77(90,9%) | 75/77(97,4%) |
Sample Source | Within + 15mg/dL +15% b
Capillary 98/100 98,0% 5
E
s

With Wellion CALLA Light meter
Table 1: Accuracy for blood glucose level <100 mg/dL (5,6 mmoI/L)

Sample | Within + 5mg/dL |Within + 10mg/dL{Within +15mg/dL|= S
Source | (+0,3mmol/L) | (+0,6mmol/L) | (+08mmol/L)
Capillary | 13/23 (56,5%) | 23/23(100%) | 23/23(100,0%) \
Table 2: Accuracy for blood q\fcose level 2100 mg/dL (5,6 mmol/L)

Sample - "~ —
Source Within + 5% Within +10% Within +15%

Capillary | 44/77 (57,1%) | 64/77(83,1%) | 76/77 (98,7%)
Sample Source | Within + 15mg/dL +15%
Capillary 99/100 99,0% £
With Wellion CALLA Mini Meter S

Table 1: Accuracy for blood glucose level <100 mg/dL (5,6 mmol/L) S
Sample | Within + Smg/dIETNithin +10mg/dL{Within + 15mg/dL |3,
Source | (£03mmol/L) | (+0,6mmol/L) | (+08mmol/L) IS

Capillary | 18/23 (783%) | 21/23(91,3%) | 23/23(100,0%) >

range of 10°C to 40°C (50°F to 104°F).

Storage and Handling

[1] Always close the vial cap tightly after removing a test strip
to avoid moisture and direct sunlight. [2] Store the test strips at
temperatures between 4°C to 30°C (39°F to 86°F). [3] Store out
of direct sunlight; do not refrigerate or freeze. [4] Unopened test
strips are stable until the expiration date printed on the bottle
when stored properly. [5] The month printed refers to the END of
that month. [6] Use within 6 months after first opening. [7] Do not
handle the test strips with wet or dirty hands.

Unutar + 15mg/dL
592/600

Sa Wellion CALLA Light mjeracem/meracem
Tablica 1: To¢nost/Tacnost za uzorke s razinom/nivoom glukoze

+15%
98,7%

lzvor uzorka
Kapilarna krv

W912griin 2022111

<100 mg/dL (5,6 mmol/L)
Unutar Unutar Unutar
Izvor uzorka +5mg/dL +10mg/dL +15mg/dL
(+03mmol/L) | (+0,6mmol/L) | (+0,8mmol/L)
Kapilarna krv | 116/210 (55,2%) | 186/210 (88,6%) | 210/210 (100%)

nTablica 2: To¢nost/Tacnost za uzorke s razinom/nivoom glukoze
= 2100 mg/dL (5,6 mmol/L)

Izvoruzorka | Unutar+5% | Unutar+10% | Unutar+15%
Kapilarna krv | 262/390 (67,2%) | 367/390 (94,1%) | 386/390 (99,0%)

+15% |
99,3% |

Izvor uzorka _|Unutar + 15mg/dL|
Kapilarna krv [ 596/600 [

Sa Wellion CALLA Mini mjeracem/meracem

Tablica 1: To¢nost/Tacnost za uzorke s razinom/nivoom glukoze

<100 mg/dL (5,6 mmol/L)

W912griin 2022

Sample Collection and

Fresh finger stick capillary whole blood maybe collected into
heparin or sodium EDTA test tubes and should be used within
15 minutes. Do not test on plasma or serum samples. Do not use
fluoride-based preservatives.

TestProcedure
Refer to ,Testing Your Blood Glucose” section in the User's Guide
of the Wellion CALLA Blood Glucose Meter.

Alternate Site Testing

The Wellion CALLA Blood Glucose Monitoring System can also
test for blood glucose from palm and forearm (alternate site test-
ing, or AST). Physiological differences between the finger or palm
and forearm may result in different blood glucose readings . You
should not test on palm and forearm and use finger tip testing
instead when:

[1] You have hypoglycemic unawareness. [2] You suspect your
blood glucose level is changing rapidly because of exercise or af-
ter rapid-acting insulin injection or it has been less then two hours
after a meal. [3] You will be driving a car or participating in risky
activities such as operating machinery. [4] Consult your health-

Unutar Unutar Unutar
Izvor uzorka +5mg/dL +10mg/dL +15mg/dL
(+03mmol/L) | (+0,6mmol/L) | (+0,8mmol/L)
Kapilarna krv |110/210 (52,4%) | 175/210 (83,3%) | 207/210 (98,6%)

Tablica 2: To¢nost/Tacnost za uzorke s razinom/nivoom glukoze
2100 mg/dL (5,6 mmol/L)

carep to decide if alternate site testing is right for you.

Expected Values

Blood glucose value depends on many factors. The ideal range for
adult with diabetes is:

« Less than 100 mg/dL (5,6 mmol/L) before meals

« Less than 140 mg/dL (7,8 mmol/L) after meals

Itisimportant to consult with your physician or healthcare profes-

Izvoruzorka | Unutar+5% | Unutar+10% | Unutar+15%
Kapilarna krv | 252/390 (64,6%) | 353/390 (90,5%) | 387/390 (99,2%)

W912griin 20221115

Unutar + 15mg/dL
594/600

Sa Wellion CALLA Classic mjeracem/meracem

Tablica 1: To¢nost/Tacnost za uzorke s razinom/nivoom glukoze

<100 mg/dL (5,6 mmol/L)

+15%
99,0%

lzvor uzorka
Kapilarna krv

Unutar Unutar Unutar
Izvor uzorka +5mg/dL +10mg/dL +15mg/dL
(+0,3mmol/L) | (+0,6mmol/L) | (+0,8mmol/L)
2| Kapilarna krv | 104/210 (49,5%) | 186/210 (88,6%) | 210/210 (100%)

S Table 2: Accuracy for blood glucose level 2100 mg/dL (5,6 mmol/L)

N\ Izvor uzorka | Unutar + 5% \ Unutar + 10% \ Unuta
2| Kapilarna krv | 264/390 (67,7%) |369/390 (94,6%) | 385/391

sional to di an appropriate target range for you.

Quality Control

Run Level 0, Level 1 or Level 2 control solution test. Follow the
User's Guide instructions. You can perform control solution test-
ing when: [1] Your test results do not agree with how you feel. [2]
Once per week to verify that the meter and test strips are working
properly together. [3] Your test strips were stored at temperatures
and humidity outside the specified storage conditions. [4] When
you open a new bottle of test strips. [5] Practice your testing tech-
nique. [6] You drop your meter.

Use only Wellion CALLA Control Solution. Your test results should
fall within the control range printed on the test strip bottle. If test
results falls outside this range; repeat the test. Results that fall out-
side the range maybe caused by:

[1] Error in performlng the control solution test. [2] Expired or

g\ Izvor uzorka _[Unutar + 15mg/dL]| £15% |
Kapilarnakry | 595/600 | 99,2% |

Procjena tocnosti/Procena tacnosti pokazala je podudarnost rezul-
tata mjerenja/merenja CALLA uredajem i rezultata dobivenim/do-
bijenim uredajem YSI 2300 i potvrdila da CALLA uredaj ispunjava u
potpunosti kriterije definirane/kriterijume definisane medunarod-
nim smjernicama/smernicama EN 1SO 15197:2015.

Preciznost
2U studiji procjene/procene preciznosti koristene/koriscene su tri
5 serije Wellion CALLA test traka. Uzorci venske krvi prikupljene su
c uheparizirane epruvete u 5 koncentracija. Odredivana/Odredivan
: je razina/nivo glukoze nakon 1 dana 300 puta za svaku koncentra-
c\CIjLI kao 3to je prikazano u slijedecoj/sledecoj tablici:

i control solution. [3] Test Strip is damaged. [4] Me-
(er malfunction.

If the result continues to fall out side of the printed range; please
call our authorized representative by using the information print-
ed at the end of this insert or on the box for assistance.

Problem Solving

[1] Confirm the Test Strips are within the expiration date. [2] Make
sure the blood completely fills the reaction zone. DO NOT add a
second drop of blood; discard the test strip from the meter and
retest using a new Test Strip. [3] Check the system by performing
the Control Solutions Test. [4] Refer to the “Solving Problems” sec-
tion in the User Guide for additional information.

Please call our authorized representative by using the information
printed at the end of this insert or on the box for assistance or your
healthcare professional.

[11 DO NOT use plasma or serum samples. [2] DO NOT test on
neonatal samples (new born). [3] DO NOT test on venous or ar-
terial samples. [4] Altitude up to 2,000 meters will not affect test
results. [5] Hematocrit range: 35% to 50%. [6] Triglycerides: 260 to
360 mg/dL (2,9 bis 4,0 mmol/L) has no significant effect on test
results (normal range 36 to 165 mg/dL or 2 to 9,2 mmol/L). [7]
Icodextrin and its metabolites (maltose, maltotriose and maltote-
traose) do not significantly affect test results. [8] The following will
not affect test results in expected blood concentrations: ascorbic
acid (Vitamin C), uric acid, or methyl-dopa. [9] Therapeutic con-
centration of dopamine or L-dopa may affect results. Individuals
taking these drugs should not use this system to test for blood
sugar. [10] Higher than therapeutic concentrations of acetamino-
phen may affect test results. Individuals taking these drugs should
not use this system to test for blood sugar.

PERFORMANCE EVALUATION DATA

Accuracy

According to EN SO 15197:2015, total of 600 fingertip blood data
were collected for system accuracy evaluation, 210 data were from
glucose level below 100 mg/dL (5,6 mmol/L) and 390 data were
from glucose level above or equal to 100 mg/dL (5,6 mmol/L).

The system accuracy evaluation of fingertip were tested by
healthcare professional, and compared to YSI 2300 Blood Glucose
Analyzer.

With Wellion CALLA Dialog Meter

Table 1: Accuracy for blood glucose level <100 mg/dL (5,6 mmol/L)
Fample Within + 5mg/dL |Within + 10mg/dL|Within + 15mg/dL
Source | (+03mmol/L) | (+06mmol/L) | (+0,8mmol/L)

3 Sa Wellion CALLA Dialog mjeratem/meracem
Broj mjerenja/merenja 300 | 300 | 300 | 300 | 300
Srednja vrijednost/vred- | 50 7 134 | 220 | 327
inost mg/dL (mmol/L) 28) | 39) | (74) |(12,2)| (18,1)
37 38 49 80 | 104
SDmg/dmmolt) | (0 | 02 | 03) | 04) | (06)
CV (%) - - 37 136 | 32
Sa Wellion CALLA Light mjeracem/meracem
‘0 |Broj mjerenja/merenja 300 | 300 | 300 | 300 | 300
= [Srednja vrijednost/vred- | 50 7 134 | 219 | 328
& nost mg/dL (mmol/L) (28 | 39) | (74) |(12.2)| (182)
c 36 36 48 76 | 110
2sDmo/dLmmolt) | o) | (02) | 03) | 021 | (©6)
1SV (%) - | - 136[35][34
= 5a Wellion CALLA Mini mjeracem/meracem
Broj mjerenja/merenja 300 | 300 | 300 | 300 | 300
Srednja vrijednost/vred- | 50 71 134 | 220 | 328
nost mg/dL (mmol/L) 28) | 39) | (74) |(12,2) | (18,2)
37 36 48 p 10,3
SDmg/dlmmol) | 19) | 0.2 | (03) | 0 | (08)
CV (%) - - 35 135131
., Sa Wellion CALLA Classic mjera cem
= |Broj mjerenja/merenja 300 | 300 | 300 | 300 | 300
& [Srednja vrijednost/vred- | 50 Ul 134 | 219 | 328
& Inost mg/dL (mmol/L) (28) | 39) | (7.4) 1(12.2)1(18,2)
S 35 36 50 73 97
gisomordLmmolt) | o3 | 02 | 03) | 041 | ©03)
g CV (%) - - 37 33 30

apillary | 108/210 (51,4%) | 167/210 (79,5%) | 205/210(97,
Capill 08/210 (51,4%) | 167/210 (79,5%) | 205/210(97,6%)

Table 2: Accuracy for blood glucose level 2100 mg/dL (5,6 mmol/L) *'
Sample | yighin+ 59 | Within £ 10% f Within15% |
|

Source
| Capillary | 43/77(55,8%) | 66/77(85,7%) | 75/77(97,4%)

+15% |
98,0% |

Sample Source | Within + 15mg/dL |
Capilary | 98/100 |

With Wellion CALLA Classic Meter

Table 1: Accuracy for blood glucose level <100 mg/dL (5,6 mmol/L) §
Sample | Within + 5mg/dL |Within + 10mg/dL|Within + 15mg/dL|3
Source | (+0,3mmol/L) | (+0,6mmol/L) +0,8mmol/L) |E

Capillary | 16/23(69,6%) | 20/23 (87.0%) | 22/23 (95,7%) |5

Table 2: Accuracy for blood glucose level 2100 mg/dL (5,6 mmol/L) E

5;"“"'9 Within£5% | Within£10% | Within + 15% ‘f"

ource

Capillary | 45/77 (584%) | 69/77 (89,6%) | 77/77(100,0%) |

[ Sample Source [ Within + 15mg/dL | £15% |
Capillary | 997100 | 98,0% |

Serious incidents must be reported to the manufacturer
and the national authorities.
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Bei beschadigter Verpackung nicht verwenden /

4aJ gl SIS 18] pusiud ¥/ Molimo, ne koristite
proizvod ostecenog pakovanja / Do not use if package
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Vor Nésse schiitzen / 3le Jadoxy/ Cuvati na suhom.
/Keep dry

Vorsicht, bitte lesen Sie die beiligenden Dokumente /
48, Ll Oluiud! g1y « ;dod / Oprez, procitajte
prilozenu dokumentaciju / Caution, consult
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Bestellnummer / il eg) / Kataloski broj / Catalogue
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/\l’/\ yunid] dsil e s Lghaas) / Cuvati dalje od
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sunlight
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