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Systém méreni
hladiny cukru
v krvi

Dékujeme Vam za nakup glukometru
2in1 STEP.

Abyste mohli systém 2in1 spravné pou-
Zivat, tak si pred prvnim pouzitim peclivé
prectéte tuto prirucku. Schovejte siji i pro
budouci pouziti.

Text, ktery je v navodu oznacen symbolem

., plati pro variantu glukometru 2in1
STEP.
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2inl).

2in1 STEP systém je snadno prenosny, Je vhodny jako krokomér
a méric¢ hladiny cukru v krvi v jakoukoli dobu. Je také velmi jedno-
duchy, lehky a spolehlivy. Nemusite si délat starosti s kddovanim
pristroje, protoze 2in1 STEP to déla automaticky. Pristroj by mél
byt pouzivan na testovani hladiny cukru pouze se vzorkem cerstvé
pIné kapilarni krve. Pristroj je uréeny pro vlastni kontrolu doma a

v klinické praxi. Nemél by byt pouzivan pro diagnozu diabetes nebo
testovani novorozencu.

Funkce 1. 2in1 STEP ma pouze jedno tlacitko,
kterym se lehce a snadno ovladaji vSechny
funkce.

2. Je maly, ma stylovy design, snadno se
pouziva a mizete ho mit kdekoliv.

3. Zobrazuje vSechny informace na displeji.

4. K méreni je nutny jen maly objem vzorku
(0,5uL) a vysledek se objevi na displeji
za 5 sekund.

5. Mze méit hladinu cukru v krvi v
alternativnim misté testovani.

6. MU(ze méfit koncentraci cukru, i kdyz je
vlozen prouzek bez zménéného
kédovaciho cisla nebo bez pouziti
kdédovaciho Cipu.
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2in1 STEP systém obsahuje:

2in1 STEP méfi¢c
Pouzdro
Lancetoveé pero
Lithiova baterie (CR2032)

Zavésnou $nlrku na krk (dostupna pouze u pfistroje 2in1 STEP)
2in1 STEP testovaci prouzky

Lancety

S

Dokumenty k pristroji zahrnuiji tuto uzivatelskou pfiruc¢ku, rychlého
priivodce a zarucni list.
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Upozornéni, prectéte si instrukce k pouziti
Pouze pro jednu osobu

Datum spotreby

Sériove Cislo

Lot ¢islo

Zdravotnicky prostredek In Vitro

Vyrobce

Autorizovany prodejce / distributor
Symbol pro teplotni omezeni

Viz navod k pouziti

Biologickeé riziko

Obsahuje uvedeny pocet prislusenstvi k provedeni <n> testd
Stejnosmérny proud

Oddélena likvidace od ostatniho domaciho odpadu



Doporucené pouziti

2in1 STEP systém je urceny pro vlastni testovani a monitoro-
vani hladiny cukru v pIné Cerstve krvi. 2in1. STEP systém

je uréen k zevnimu pouziti (in vitro diagnostické pouzivani)

na $picky prstt, predlokti, nadlokti, dlan, stehno a Iytko.

Zasady testovani

2in1 STEP systém je zalozen na mérfeni pomoci malého elek-
trického proudu produkovaného reakci cukru ve vzorku krve
s Cinidly na prouzku. Tento proud méni ¢astice cukru ve vzorku
krvi. Koncentrace cukru v krevnim vzorku je vypocitavana na
zakladé elektrického proudu a zobrazi se na displeji mérice.

Nastaveni data a ¢asu

Vas 2in1 STEP méri¢ ma prednastaveny ¢as, datum, rok

a mérici jednotku. Pred prvnim pouzitim Vaseho méfice nebo
zménou baterie, byste méli zkontrolovat nastaveni ¢asu a data.
Pokud jste nenastavovali Vas méri¢ pred prvnim pouzitim nebo
po vymeéné baterii uslysite 3 pipnuti, az budete vkladat testovaci

prouzek.

Viz strana 31 (nastaveni mérice) k ovéreni, ze se Vase
pozadované nastaveni ulozi.



Predni strana
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Testovaci prouzek
2in1 STEP

Displej
Zde si mizete precist namérené vy-
sledky testu, kroku a dalsi informace

TlaCitko M

Tlacitko M je pouzivano na vymazani
ulozenych vysledk( a k sefizovani
parametrd v rezimu nastaveni. Podr-
zenim tlacitka M na 3 sekundy pristroj
vypnete.

Port pro testovaci prouzky

Vlozte do portu konec 2in1. STEP tes-
tovaciho prouzku. Pfistroj se zapne,
jakmile prouzek vlozite dovnitr.

Stribrné elektrody

Konec testovaciho prouzku se vklada
do portu pro testovaci prouzky stribr-
nym koncem dovnitt.

Konec prouzku
konec testovaciho prouzku, do které-
ho se vsakuje krevni vzorek.



Nazvy a funkce casti

Otvor na Sndrku
Pro $ndrku na ruku nebo na krk.

Bocni pohled

Kryt baterie
Vysunite kryt
pfi vyméné
baterii.

Tlacitko SET
Pouziva se pfi vstupu
do rezimu nastaveni
pro zménu data, ¢asu
a jednotku méreni.

Zadni strana



— Zobrazuje rezim mérice
codememset w4 Upozomuje na nizky stav baterie

EEEEEEEEEEEEEEEEEE Zobrazuje vysledky, pocet krokd*,
IIIIIIIIIIIIIIIIIII stav méreni, chybova hlaseni
[ |

EEEEEEEEEEEEEEEEEE a dalélr InfOI'maCG

”steps mmol/L n‘g/dL“
— Vysledky jsou zobrazeny spolu s jed-
Displej notkami méreni
Prahledna krytka
[l |
@JQ ) O Vystrelovac lancety =~ Posuvny valec

Nastavitelna krytka  Drzak lancety Uvolriovaci tlacitko

Popis lancetového pera



Upozornéni

2in1 STEP piistroj je urCeny pouze pro
zevni pouzivani (in vitro diagnostika)
2in1 STEP pristroj pouziva k méreni
pouze ¢erstvou plnou kapilarni krev.

2in1 STEP méfi¢ by mél byt pouzivan
pouze s vhodnymi testovacimi prouzky a
kontrolnim roztokem.

Nepouzivejte 2in1 STEP pristroj pro
diagnostikovani diabetes, testovani
novorozencl a testovani arterialni krve.
2in1 STEP obsahuje malé ¢asti, které
mohou byt po spolknuti nebezpecné.
Pred zacatkem méreni zkontrolujte baleni.
Prectéte si uzivatelskou prirucku. Pred
zaGatkem méreni viozte opatmé testovaci
prouzek, ktery najdete v krabicce na
prouzky.

Nedélejte zadna rozhodnuti o Vasem zdravi
bez konzultace s Vasim lékarem a/nebo po
absolvovani nalezitého skoleni.



Upozornéni
pro méric

Drzte méfi¢ z dosahu déti. Pokud dité
spolkne baterii, kryt na baterii, ihned
zkontaktujte lékare.

Nehoupeijte méricem, kdyz ho mate na
$ndrce. Mlizete zranit sebe nebo ostatni.
Nevhazujte baterii do ohné.

Méri¢ nerozebirejte nebo neupravujte.
Nevystavujte méfic riznym sokdm,
zabrante padu a poslapani.

Méri¢ neni vodéodolny. Neomyvejte ho
nebo se ho nedotykejte mokryma rukama.
Neotirejte pristroj redidly nebo
abrazivnimi Cistidly.

Whnéte se vystavovani mérice vysokym
teplotam, vysoké vihkosti, desti nebo
prachu pri skladovani.

Netestujte cukr ihned potom, kdy je méric¢
premistén na misto s velkym teplotnim rozdi-
lem. Pred testovanim pockeijte 20 minut.



Upozornéni
pro testovaci
prouzky

Skladuijte testovaci prouzky v chladném a
suchém misté pri teploté 2 °C - 32 °C.
Chrante pristroj pred pfimym slunec¢nim
svétlem a salavym teplem.

Po wyjmuti testovaciho prouzku z krabicky
ihned krabicku pevné a tésné uzavrete.
Pokud bude krabicka delsi dobu otevrena,
mUze dojit k nepfesnostem.

Netisknéte testovaci prouzek mezi prsty.
Mizete zplisobit nepresnost.
Nepouziveijte testovaci prouzek, ktery se
zda poskozeny nebo byl uz pouzity.
Prouzek je urCeny pouze na jedno pouziti.
Skladujte prouzky pouze v originalni
krabicce.

Po wyjmuti testovaciho prouzku z krabicky
ho pouzijte k testovani do 3 minut.

Vzdy spotrebuijte prouzky do 3mésicl
(90 dni) od prvniho otevreni krabiCky.

S distyma a suchyma rukama se mizete
dotykat prouzku kdekoli, pfi odebirani
prouzku z krabicky a vlozeni do pristroje.
Nestrihejte, neohybeijte ani nijak
neupravujte testovaci prouzky.



*Dostupny pouze u pfistroje 2in1. STEP

2in1 STEP systém je Vas partner pfi chizi diky vestavénému
krokoméru. Muze Vam pomoci kontrolovat diabetes pocitanim
vasich kroku a testovanim hladiny cukru ve Vasi krvi.

Doporuc¢ujeme umistit krokomér do horni predni kapsy Vasi
bundy, v batohu ho umistéte natésno nebo si ho povéste kolem
krku pomoci $nlirky.

Umisténi krokoméru do Vasi kapsy

Neumistujte méri¢ do zadni kapsy Vasich kalhot. Umistéte ho
do kapsy, kde bude umistén natésno.

Umisténi krokoméru ve vasem batohu
Umistéte méfi¢ do kapsy nebo prihradky ve vasem batohu.

Noseni krokoméru okolo krku
pouzijte pribalenou $ndrku na krk a umistéte pristroj blizko Vasi

hrudi

Dulezité:

Meéri¢ pocita kroky pouze v nasleduiicich pripadech:
Kdyz je méric¢ vypnuty s nabitou baterii.
Tlacditko "M " stisknout a uvolnit.



Meéri¢ nebude pocditat kroky spravné v nasleduijicich pripadech.

Kdyz se zobrazuje pamét, Je testovana
hladina cukru v krvi nebo je méfi¢ zrovna
nastavovan.

Kdyz je predni ¢ast méfi¢e umisténa

v Uhlu mensim nez 60° nebo horizontalné
od zemé.

Kdyz je méfi¢ umistén v batohu, ktery se
pohybuje nepravidelné, protoze je
zasazen vasi nohou, opaskem nebo
horni ¢asti vasich kalhot.

Kdyz pristroj visi za Vas pasek, kalhoty
nebo batoh.

Kdyz chodite nepravidelnym tempem.
Kdyz pouzivate krokomér na misté, kde
je mnoho pohyb(i nahoru a dolli nebo na
misté s otresy.

Pokud jdete extrémné pomalu.



KROK 1

Umyijte si ruce v teplé vodé. Zvysite
cirkulaci krve ve Vasich prstech.
Ususte si ruce dikladné tak, aby byly
prsty suché.

KROK 2

Odsroubuijte vicko lancetového pera
otacenim proti sméru hodinovych
rucicek, zatimco pevné drzite pero.



KROK 3

Zatimco drzite lancetové pero, viozte
novou sterilni lancetu na dno nosice
na lancety.

KROK 4
Otocenim odstrante kryt lancety.

KROK 5

Vratte zpatky vicko na lancetové pero
a otocte ve sméru hodinovych
rucicek.

KROK 6

Drzte pevné posunovaci valec v jedné
ruce. Drzte pero pevné v jedné ruce
a druhou rukou vytahnéte posuvny
valecek. Takto natahnete lancetové
pero.



KROK 7

Nastavte spravnou hloubku priniku
otacenim vicka lancetoveho pera.
1-2 pro jemnou a tenkou kuzi, 3 pro
prameémou kazi, 4-5 pro silnéjsi a
ztvrdlou kiizi.

KROK 8

Umistéte lancetove pero na prislusné
misto. Drzte lancetové pero pevné kol
mo proti prstu. Zmacknéte uvolnovaci
tlacitko pro odebrani vzorku.

Upozornéni: Snizte riziko infekce.
Pred odebranim vzorku se ujistéte, ze mate misto
vpichu umyté mydlem.
Nesdilejte lancety nebo lancetove pero s nékym dalSim.
Vzdy pouzivejte novou lancetu - lancety jsou pouze
na jedno pouziti.

Udrzujte svij méric a lancetové pero Gisté.



2in1 STEP pristroj Vam umozni ziskat krevni vzorek z vaseho
predlokti, nadlokti, dlane, stehna nebo lytka. Ziskat vzorek kap-
ky krve z téchto ,alternativnich mist méreni“ by mélo byt méné
bolestivé nez ze Spicek prstd. Nasleduijici obrazek ukazuje,

na kterych mistech mohou byt pomoci 2in1 STEP pristroje
provadény testy. Vyhybeijte se materskym znaménkdm, Zzilam,
kostem a slacham. Pouziti alternativnich mist k testovani nejdrive
zkonzultujte s lékarem.

nadlokti
predlokti
ruka

Spicky prstd
stehno

Iytko
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Upozornéni:

Netestujte se na alternativnich mistech:
kdyz si myslite, Ze hladina cukru v krvi se méni rychle,
jako béhem 2 hodin po cviceni, po rychle plsobici inzulinové
injekci nebo pumpé nebo béhem 2 hodin po jidle.
pokud jste testovani na hypoglykemii (nizky obsah cukru
v krvi) nebo pokud trpite hypoglykemickou nevédomosti.

Ziskani krevniho vzorku z alternativnich mist je jiné, nez ziskani

vzorku ze Spicky prstu.

Po viozeni nové sterilni lancety na dno
lancetového nosice, viozte prihlednou
AMT krytku na lancetové pero.

Umistéte lancetoveé pero na pokozku
vybraného mista, stisknéte a drzte lan-
cetové pero nepretrzité na par sekund,
pak stisknéte uvolnovaci tlacitko pro
odebrani vzorku. Sledujte prostrednic-
tvim prdhledné krytky odebrani krevniho
vzorku, dokud neni dosazeno dosta-
te¢né mnozstvi. Pokud zde neni dost
krve, jemné masirujte misto, dokud neni
dostatecny vzorek posbiran.



KROK 1

Podrzte testovaci prouzek stribrnym
koncem nahoru. Vlozte stfibrmy konec
do portu na testovaci prouzky na spod-
ni strané pristroje. Zasunutim testovaci-
ho prouzku se pfistroj se zapne.

KROK 2

Na chvili se zobrazi ¢as. Potom se zob-
razi kodovaci ¢islo a symbol prouzku.
Symbol prouzku signalizuje priprave-
nost pristroje k méreni.

KROK 3

Ujistéte se, Ze kddovaci Cislo zobrazené
na displeji je stejné Cislo, ktere je vytisk-
nuté na krabicce s testovacimi prouzky.
Pokud je kodovaci &islo na displeji

jiné nez Cislo natisknuté na krabic¢ce

s prouzky, zkuste vloZit novy prouzek.
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KROK 4

Preneste na $picku testovaciho prouzku
kapku krve lehkym dotekem. Drzte, do-
kud pristroj nezapipa. Krev se automa-
ticky nasaje do testovaciho prouzku.

DuleZité: Obsah krevniho vzorku
musi byt alespon 0,5 mikrolitru.

KROK 4
MEéric zobrazi vysledek béhem
5 sekund.

KROK 4

Vysledek testu je zobrazen v okamziku,
kdy pristroj zvukem oznami ukonceni
meéreni. Hladina cukru ve Vasi krvi je
zobrazena na displeiji.




Dulezité:
Pokud je test okolo 33,3 mmol/L
(600 mg/dL), objevi se na displeji
slovo ,,HIGH" (vysoky).
Pokud je test nizsi nez
0,6 mmol/L (10 mg/dL), zobrazi
se na displeji slovo ,,LOW* (nizky).

KROK 1

Pro vypnuti méfic¢e jednoduse
vytahnéte pouzity testovaci prouzek.
Pristroj se vypne automaticky.
Vysledek Vaseho testu se automaticky
ulozi do paméti s namérenymi kroky

z posledniho méreni.

DulezZité: Pristroj se vypne automa-
ticky po minuté, kdy neni pouzivan.
Pokud se toto stane, vysledek se ulozi
do paméti.

Upozornéni: Pouzité testovaci prouzky a lancety
jsou povazovany za biologicky odpad. Ujistéte se,
ze dodrzujete predpisy o likvidaci.
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Neocekavané vysledky

Pokud je vysledek vaseho testu nizsi nez 2,8 mmol/L (50 mg/
dL), nebo wyssi nez 13,9 mmol/L (250 mg/dL) nebo kdyz vidite
slova ,,LOW* nebo ,HIGH" na displeje pristroje, ihned zavolejte
Vasemu lékari. Pokud budou neocekavané vysledky pokra-
Govat, zkontrolujte systém méri¢e kontrolnim roztokem. Viz
Kontrolni testovaci roztok (str. 68)

Rozsah ocekavanych vysledku
Hladina cukru v krvi se lisi podle pfijmu potravy, davky léka,
stresu a cviceni. S vasim lékarem zkonzultujte hodnotu, které je
pro Vas vhodna. Predpokladana hladina cukru v krvi pro lidi bez
diabetes:

Nala¢no: Méné nez 5,6 mmol/L (100 mg/dL)

2 hodiny po jidle: Méné nez 7,8 mmol/L (140 mg/dL)



2in1. STEP kontrolni roztok obsahuje presné definované
mnozstvi glukdzy a je pouzivany ke kontrole, zda méri¢ a testo-
vaci prouzky pracuiji spravné.
Kontrolni roztok je dostupny oddélené.
S kontrolnim roztokem provadeéijte kontrolni test:
test bez pouziti krve
kdykoli otevrete novou krabic¢ku s prouzky
pokud mate podezieni, ze pristroj nebo testovaci prouzky
nepracuji spravné
pokud méate opakované neocekavané vysledky
pokud je Vas pristroj poskozen

KROK 1

Podrzte testovaci prouzek stfibrnym
koncem nahoru. Vlozte stfibrny konec
do portu na testovaci prouzky na spod-
ni strané pristroje. Zasunutim testovaci-
ho prouzku se pristroj se zapne.

e KROK 2
'i i"" i""i Na'ch'vl'li se z’ovk?razi Gas. Potom s? zob-
i ---I i II 4 razi kédovaci Cislo a symbol prouzku.
iR Symbol prouzku signalizuje priprave-
nost pristroje k méreni

| |
mEm  EEEm amre
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KROK 3

Ujistéte se, ze kddovaci Gislo zobrazené
na displeji je stejné cCislo, které je vytisk-
nuté na krabicce s testovacimi prouzky.

Pokud je kddovaci ¢islo na displeji

jiné nez Cislo natisknuté na krabic¢ce

s prouzky, zkuste vlozit novy prouzek.

KROK 4

Protrepeite lahvickou s kontrolnim
roztokem a sundejte vicko. Jemné se
dotknéte kapkou roztoku Spicky testo-
vaciho prouzku. Drzte, dokud neza¢ne
pristroj pipat.

1

KROK 5
Pristroj ukaze vypocitany vysledek
béhem 5 sekund.




KROK 6

Vysledek testu je dokoncen, jakmi-

le uslysite pipnuti. Vysledek testu
pomoci kontrolniho roztoku se objevi
na displeii.

KROK 7

Porovnejte vysledek testu s rozsahem
roztoku, ktery je vytisknuty na krabicce
s testovacimi prouzky. Pokud se
vysledek nenachazi v tomto rozsahu,
pristroj a prouzky nebudou pravdépo-
dobné fungovat spravné.

Zopakujte test kontrolniho roztoku.
Vysledky mimo testovaci rozsah mohou zpUsobit:
nedodrzeni instrukci v uzivatelské priru¢ce
prosly, kontaminovany nebo zfedény kontrolni roztok
proslé nebo poskozené testovaci prouzky
test kontrolniho roztoku byl proveden venku v 20 °C az 25 °C
(68 °Faz 77 °F)
problém s pristrojem
Pokud budete pokracovat v ziskavani vysledk(l pomoci kontrolni-
ho roztoku, které spadaji mimo rozsah vytisknuty na krabicce
s testovacimi prouzky, nepouzivejte pristroj, testovaci prouzky
nebo kontrolni roztok. Zavolejte mistnimu distributorovi.

KROK 8
Pro vypnuti pristroje, vyjméte pouzity
testovaci prouzek.

27
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mem

mem

mmol/L

KROK 1

(Pro vstup do rezimu krokomér)*

U vypnutého pristroje stisknéte tlacitko
M. Na displeji se zobrazi pocet Vasich
kroku. Pokud pfipevnite pristroj spravne,
méric zacne pocitat pocet Vasich krokd.

Dulezité:
Na displeji se zobrazi kazdych
5 ujitych krok.

Pamét vasich kroku se vynuluje
na hodnotu ,,0“ vzdy o plilnoci
nebo stisknutim tlacitka “Set” na

2 sekundy v rezimu krokoméru.

KROK 2

(pro vstup do rezimu glukdéza)

V rezimu krokomér stisknéte a podrzte
tlacitko "M . Zobrazi se posledni vysle-
dek méreni hladiny cukru v krvi. Uvol-
néte tlacitko "M . Zobrazi se posledni
vysledek méreni hladiny cukru v krvi.



Dulezité:

pokud nejsou v paméti ulozeny vysledky, pristroj

zobrazi - - -,.

Pristroj zobrazi ¢as, datum a vysledek postupné do
3 sekund od stisknuti tlacitka ,M".

e
mmol/L

KROK 3*

Stisknéte a uvolnéte tlacitko 'M".
Zobrazi se pocet namérenych kroku
mezi predeslym a nasledujicim méreni
hladiny cukru v krvi.

KROK 4

Stisknéte a podrzte tlacitko M ".
Zobrazi se vysledek nasledujicino
meéreni cukru v krvi. Uvolnéte tlacitko
"M’. Zobrazi se nasleduijici vysledek
naméreného cukru v krvi. Pokazdé,
kdyz stisknete a uvolnite tlacitko
"M’ pristroj zobrazi az dalsich 500
vysledkd.
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KROK 5 (pfezkoumani pruméru)

V prezkoumani 7 denniho prdimémého
vysledku, pomalu zatfeste pristrojem

(v rezimu prezkoumani). Pristroj zobrazi
7 denni primérny vysledek.

Zatresenim pfistroje znovu mlzete
posouvat vpred 14-ti denni a 30-ti denni
praméry s pipnutim.

Pokracuijte stisknutim tlacitka "M " pro
zobrazeni ulozenych vysledki test.

Dulezité:
Vas priimérny vysledek neobsahuje
vysledek kontrolniho testu.

KROK 6
Pristroj se vypne po stisknuti a podrzeni
tlacitka "M "na 2 sekundy.



KROK 1
Kdyz je pristroj vypnuty, sejméte kryt
baterie.

KROK 2

Poté zmacknéte tlacitko SET "umisténé
pod krytem baterie. Pristroj je nyni

v rezimu nastaveni. M(izete zadit

s nastavenim pristroje.

KROK 3

Prvné se objevi nastaveni roku. Stisk-
néte tlacitko "M "dokud nenastavite
spravny rok. Stisknéte tlagitko SET "k
prejiti na nastaveni formatu data.

KROK 4

Pri blikani ,,m-d“ nebo ,,d.m", stisknéte
tlacitko "M "k vybéru formatu data
~-month-day" (mésic-den) nebo ,,day.
month* (den.mésic). Stisknéte tlacitko
"SET " a prejdéte k nastaveni mésice.
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1. =t | KROK5

i" = i" Pri blikani mésice, stisknéte tlacitko
I8 .- & L. 'M’dokud s neobjevi spravny meésic.
Stisknéte tlacitko "Set "a prejdéte na
nastaveni dne.

ek KROK 6
i'i 'i i Priblikani dne, stisknéte tlacitko
- & | M, dokud se neobjevi spravny den.

I I Stisknéte tlacitko “Set "a prejdéte na
nastaveni hodin.

1. =t | KROK7

i" I'i Pri blikani hodin, stisknéte tlacitko

L. L4 M’ doku se neobjevi spravna hodina.
Pristroj zobrazuje ¢as pouze ve 24
hodinovém formatu. Stisknéte tlacitko
"SET "a prejdéte k nastaveni minut.

— &, KROKS8

™ % Pri blikani minut, stisknéte tlacitko

. LY "M’ dokud se neobjevi spravny cas.
Stisknéte tlacitko "SET " a prejdéte na
nastaveni jednotky.




Nastaveni pristroje

KROK 9

Kdyz blika jednotka, stisknéte tlacitko
‘"M avwyberte ,mg/dL" nebo ,,mmol/L.
Stisknéte tlacitko "SET " pro dokonceni
kompletniho nastaveni pfistroje

a pfistroj vypnéte.
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KROK 1

Pripravte si 3V lithiovou baterii
(CR2032). Stisknéte pevné kryt baterie
a posunte ho ve sméru Sipky.

KROK 2
Vyjméte starou baterii a umistéte novou
do prostoru baterie, ,,+“ nahoru.

Dulezité: Zlikvidujte baterii podle
predpist o Zivotnim prostredi

mmm - Odevzdeite ji do tfidéného odpadu.

KROK 1
Umistéte kryt baterie zpét na misto a
pevné zavrete.

Dulezité: Pokud nevyménite novou
baterii béhem minuty, co jste vyndali
starou baterii, budete muset znovu
nastavit datum a ¢as. Vyména baterie
nema vliv na pameét pristroje nebo
uzivatelské nastaveni.



Zobrazi se, kdyz je teplota
prostredi nizsi, nez je pracovni
teplotni rozsah. Pracovni

= teplotni rozsah je 10740 °C

(507 104° F). Opakujte test
poté, az pristroj a testovaci
prouzky dosahnou teplotniho
rozsahu.

Zobrazi se, kdyz je teplota

o prostredi vy$si, nez je pracov-
ni teplotni rozsah. Pracovni
teplotni rozsah je 10740 °C
(507 104°F). Opakuite test

poté, az pristroj a testovaci
prouzky dosahnou teplotniho
rozsahu.

Chybové hlaseni Err1 se zobrazi se, kdyz
vkladate pouzity testovaci prouzek. Provedte test
s novym testovacim prouzkem.
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steps

Tato zprava Err 2 znadi, ze je prouzek viozen
nespravné nebo je zde jiny problém. Opakujte
vyjmuti a vioZeni testovaciho prouzku nebo
opakuite test s novym testovacim prouzkem.

Tato zprava Err3 znaci, Ze je problém s pristrojem.
Prezkoumeite instrukce a provedte test s novym
testovacim prouzkem. Pokud se tato zprava objevi
znovu, kontaktujte mistniho distributora

i prodejce.

Baterie je vybita, ale stale mlizete provést maly
pocet testll. Vyménte baterii, jakmile to bude
mozné.

wa| Zobrazi se, kdyz je teplota
i prostredi nizsi, nez je pracovni
i teplotni rozsah. Pracovni teplotni




Pristroj nevstupuje do testovaciho rezimu po viozeni tetovaciho prouzku.
Co délat

Pravdépodobné pric¢iny

Baterie je vybita.

Vyménite baterie.

Baterie je viozena do pristroje
nespravné nebo Uplné chybi

Zkontrolujte, jestli je baterie vioZzena
spravné kladnym polem (+) nahoru.

Testovaci prouzek je viozen svrchni
stranou doll, Spatnym koncem

nebo je neuplné viozen do pfistroje.

Vlozte testovaci prouzek s potisk-
nutou stranou nahoru a stribrmym
koncem do portu pristroje pro testo-
vaci prouzky.

Vadny pfistroj nebo testovaci
prouzky.

Kontaktujte svého mistniho prodej-
ce nebo distributora.

Krev nebo cizi predmeéty byly vioze-
ny do testovaciho portu.

Kontaktujte svého mistniho prodej-
ce nebo distributora.

Pristroj neprovadi test po aplikaci krevniho vzorku na prouzek.

Pravdépodobné pric¢iny

Co délat

Krevni vzorek je prilis maly.

Zopakuite test s novym testovacim

prouzkem a vétsim krevnim vzorkem.

Vadny pfistroj nebo testovaci
prouzky.

Zopakuite test s novym testovacim
prouzkem. Pokud dochazi ke
stejnym problémdm, kontaktujte
mistniho distributora.

Vzorek byl aplikovan po ¢asovém
limitu (1 minuta) a vypnuti pristroje.

Opakuijte test s pouzitim nového
testovaciho prouzku.

Krev nebo cizi predméty byly vioze-
ny do testovaciho portu.

Kontaktujte svého mistniho prodej-
ce nebo distributora.
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Presnost systému

byla stanovena porovnanim

vysledku méreni ziskané od pacienta s vysledkem ziskaného
z laboratorniho pristroje Glucose Analyzer YSI2300“

Vysledky piesnosti systému koncentrace glukozy

<4,2 mmol/I (75mg/dl).

System
+0,28 mmol/L (5 mg/dL) 87% (26/30)
+0,56 mmol/L (10 mg/dL) 100% (30/30)
+0,83 mmol/L (15 mg/dL) 100% (30/30)
Vysledky presnosti systému pfi koncentraci glukézy
2 4,2 mmol/L (75mg/dl) E—
+5% 63% (107/170)
+10% 95% (162/170)
+15% 99% (169/170)
+20% 100% (170/170)
Regresni statistiky
System
Sklon 0,9955
Intercept 0,11 mmol/I (-1,9843 mg/dL)
R? 0,9954
Cislo vzorku 100
Rozsah testu 1,8 - 24,1 mmol/I (31,4~ 430)mg/dL)




Pfesnost vzorku (100 Zilnich krevnich testl z kazdé hladiny cukru)

System
Glukéza Standardni odchylka | Koeficient kolisani
mmol/I (mg/dl) (%)
2,3 mmol/L(41 mg/dL) 0,07 (1,2) 3,0
5,7 mmol/L(102 mg/dL) 0,15 (2,8) 2,7
8,2 mmol/L(147 mg/dL) 0,17 (2,9) 2,0
13,2 mmol/L(237 mg/dL) 0,24 (4,3) 1,8
21,9 mmol/L(394 mg/dL) 0,55(9,9) 2,5

Celkova piesnost (100 kontrolnich roztoku testovanych na kazdou hladinu
cukru)

System
Glukéza Standardni odchylka | Koeficient kolisani
mmol/I (mg/dl) (%)
2,2 mmol/L(40 mg/dL) 0,05 (0,8) 2,1
5,9 mmol/L(106 mg/dL) 0,14 (2,5) 2,4
17,9 mmol/L(322 mg/dL) 0,45 (7,8) 2,4
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Vas 2in1. STEP systém nepotrebuje zadnou zviastni udrzbu.

Skladovani pristroje

Po kazdém pouziti ulozte pristroj, prouzky a kontrolni roztok

v pouzdre. Skladujte v chladném, suchém misté do 32 °C (90°
F), ale nevystavuijte pfistroj mrazu. Drzte veskeré predméty
mimo dosah pfimého slunce a tepla.

Uzavrete tésné vicko krabicky s testovacimi prouzky a kont-
rolnim roztokem ihned po pouZiti, kvili zabranéni kontaminaci
nebo poskozeni. Skladuijte testovaci prouzky pouze v jejich
originalnim obale.

Kontrola doby spotreby testovacich prouzki a kontrolniho
roztoku.

Testovaci prouzky a kontrolni roztok maji vytisknutou dobu
spotreby na jejich krabickach. Kdyz poprvé otevrete krabicku
s testovacimi prouzky nebo lahvic¢ku s kontrolnim roztokem,
poznacte si datum otevreni krabicky na etiketu. Spotfebuijte
vSechny testovaci prouzky do 3 mésici po prvnim otevreni
krabiCky.

Upozornéni:
Nepouzivejte pouzité prouzky nebo kontrolni roztok po
uplynuti data spotreby, uvedené na krabicce nebo
uvedeném datu (datum prvniho otevreni krabicky + 3 mésice)
nebo Vase vysledky budou nepresné.
Nepouzivejte testovaci prouzky, pokud je krabicka poskozena
nebo oteviena na vzduchu. Toto muze vést ke zpravam error
nebo vysledky mohou byt vyssi, nez ve skuteénosti jsou.



Cisténi pristroje

Otrete pristroj po povrchu jemnym navihéenym hadrikem, vodou
a saponatem. Nepouzivejte alkohol nebo rozpoustédia.
Nedavejte zadnou kapalinu, Spinu, prach, krev nebo kontrolni
roztok do pristroje skrz testovaci port.

Cisténi lancetového pera a &isténi AST vicka

Vycistéte vnéjsi stranu lancetového pera navlhéenym jemnym
hadrikem napusténym jemnym saponatem a vodou. Umyjte
nastavitelné vicko a vycCistéte AST vicko mékkym mydlem. Nepo-
nofuijte lancetové pero do zadné kapaliny.
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Model

PG-201 (2in1. STEP Blood Glucose
Monitoring Systém)

Testovaci metoda

Elektrochemickeé senzory

Kalibra¢ni metoda

Plazma

42

Vzorek PIna kapilari krev

Velikost vzorku 0,5uL

Doba testu 5 vtefin

Pamét 500 vysledkt krevniho cukru a krokl

Rozsah vysledku 0,6~ 33,3 mmol/L (107600 mg/dL)

Maxim krokél S%igngﬁ l;r:)_l;ﬂ p()dostupné pouze

Hematokrit 20-60%

Pracovni teplota 10740° C

Operachni relativni vihkost 10 - 90%

Nadmorska vyska Do 3 048 m (10 000 stop)

i Batefie_ CR?OSZ, 3V, lithiova baterie,
vymeénitelna

Velikost 36,7 mm x 61,7 mm x 15,8 mm

Vaha 30g



Elektrické a bezpecnostni standardy

Pristroj byl testovan na odolnost viici elektrostatickym vybojim,
které jsou specifikované v IEC 61000-4-2. Pristroj byl testovan
na odolnost v{i¢i radiovym frekvencim a frekvenénimu rozsahu a
zkusebni urovné specifikované v IEC 61000-4-3. Pristroj byl tes-
tovan na elektromagnetické emise specifikované v IEC 61326.

Zaruka

BONECO CR, s.r.o. zaruc¢uje, ze vas 2in1. STEP nebude mit
zavady na materialu a zpracovani po dobu 2 roky, platné od data
nakupu. Zaruka se vztahuje pouze na prvniho zakaznika a neni
prenosna.

V pripadé jakychkoliv problém(i se obraceijte na distributora:
BONECO CR, s.r.o.

Husovo namesti 42

588 13 Polna

Tel: 774 162 396
e-mail: info@boneco-cr.cz
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Blood glucose
monitoring system
for self testing use

Thank you for purchasing the
2in1. STEP.

\ Please read this User Guide carefully

before using to ensure correct use.

Please keep this User's Guide for your
future reference.

“* *indicates “Available only in
2in1. STEP".

1 ENG

USER GUIDE



2inl).

2in1. STEP system is very easy to carry around and able to be used
for measuring the glucose level in whole blood and steps* anytime.
It is also very simple, easy and foolproof. You don’t have to worry
about coding your meter because the 2in1. STEP meter does it
automatically. The system should be used only for testing glucose
and only with fresh capillary whole blood samples. The system is
intended for self-testing by persons with use in the home and in
clinical settings. It should not be used for the diagnosis of diabetes
or the testing of newborn.

Features 1 2in1. STEP has only one button to
navigate all functions easily with simple
operation.

2 ltis small size, stylish design, and ease of
use allows you to take it everywhere.

3 It can show all information variously.

4 It requires very small volume (0.5ulL) and
display the result in 5 seconds.

5 It can measure glucose in whole blood at
AST (Alternate site testing).

6 It can measure glucose concentration
when the test strip inserted without
changing the code number or using the
code chip.



Content of 2in1. STEP

Before Starting

Name and Function of the Parts
Cautions

About the STEP meter*
Obtaining Blood Drop

About Alternate Site Testing
Testing Your Blood Glucose
Control Solution Testing
Reviewing Results

Setting the Meter

Replacing the Battery

Error Messages
Troubleshooting

Performance Characteristics
System Care and Maintenance
Specifications

48
49
51
54
57
59
62
64
68
71
74
77
78
80
81
83
85

*Available only in 2in1. STEP.
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2in1. STEP system includes:

. 2in1. STEP meter
. Carrying Case

. Lancing Device
. Lithium Battery (CR2032)
. Neck Strap (Available only with 2in1. STEP)
. 2in1. STEP Blood glucose test strips

. Lancets

NOoOoOo~MWN =

The address and related CE marks of lancets manufacturer and
the address of lancing device manufacturer are mentioned on the
outside box of starter kit packaging. Lancets and lancing device
are covered by Medical Device Directive (MDD).

Documents in your system include USER GUIDE and QUICK GUIDE.
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Symbols:

¢ IO >

LO

I~IRLBEE

| <4

134

Caution, see instructions for use
Single use only

Expiration date

Serial number

Lot number

In Vitro Diagnostic medical device
Manufacturer

Authorised representative
Symbol for temperature limitation
Consult instructions for use
Biological risks

Contains sufficient for <n> tests
Direct current

Separate disposal from other household waste

49



Intended Use

2in1. STEP system is intended for self-testing to monitor glucose
concentrations in fresh whole blood. 2in1. STEP system is for use
outside body (in vitro diagnostic use) in fingertips, forearm, upper
arm, hand, thigh and calf testing.

Test principle

The 2in1. STEP system is based on measurement of a small
electrical current produced by the reaction of glucose in the blood
sample with the reagents on the strip. This current changes with the
amount of glucose in the blood sample. The glucose concentration
in the sample is calculated based on the electrical current and
displayed on the meter.

Setting the time and date

Your 2in1. STEP meter comes preset time, date, year and measure
unit. Before using your meter for the first time or if you change the
meter battery, you should check and set the time and date. If you
do not set your meter for the first time or after changing the battery,
you can hear 3 beeps when inserting the test strip.

See page 30 (Setting the Meter) to ensure your desired settings
are saved.
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Display Screen
This is where you read your test results,
steps and other informations.

M-button

The ‘M’ button is used to recall the
stored results and adjust the
parameters in set-up mode. You can
turn the meter off by pressing and
holding the ‘M’ button for 3 seconds.

Test Strip Port

Front View Insert the end of a 2in1. STEP test strip
here. The meter will turn on when you
insert the test strip.

Silver Electrodes
The end of the test strip is inserted into
the test strip port of the meter with the

B\ silver end facing up.
~ Sample Tip

The end of the test strip where the

blood sample is drawn into.
2in1. Test Strip P
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Strap Hole
0 It is for hand-strap or neck-strap.

Side View

Battery Cover
Slide cover off to
replace batteries.

SET Button

Used to enter the setup
mode for changing

the date and time and
unit of measure.

Back View

52



— Displays the mode of meter.
code memset VA Warns when the battery is low or must

iiIIIIIIIIIIIIIIIii oo

1 Display test results, steps*, measuring

IIIIIIIIIIIIIIIIIII status, error messages and other
EEEEEEEEEEEE N informations.

”s’ceps mmol/L mg/dL“

L Results are displayed along with the

Display units of measure.

Clear AST cap

d Lancet ejector Sliding barrel
Adjustable cap Lancet holder Release button

Lancing Device
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Cautions for
System

54

The 2in1. STEP System is intended for
use outside the body (in vitro diagnostic
use) only.

The 2in1. STEP System is used only for
measuring fresh capillary whole blood.

The 2in1. STEP meter should only be
used with 2in1. STEP Test Strip and 2in1.
sSTEP Control Solution.

Do not use the 2in1. STEP System for
the diagnosis of diabetes, testing on
newborns and testing of arterial blood.

The 2in1. STEP System contains
small parts that may be dangerous if
swallowed.

Check the package before starting the
measurement.

Be sure to read user guide and the test
strip insert found in the test strip box
carefully before testing.

Do not make any decision of medical
relevance without first consulting your
physician and/or having recieved
appropriate training.



Cautions for
Meter

Keep the meter out of reach of children.
If a child swallows battery, battery cover,
immediately consult with a doctor.

Do not swing the meter by holding the
neckstrap. You may injure yourself or
other people.

Do not throw the battery into fire.
Do not disassemble or modify the meter.

Do not subject the meter to severe
shock, drop or step on meter.

The meter is not waterproof. Do not
wash it or touch it with wet hands.

Do not wipe the meter with thinner, or
abrasive cleaners.

Avoid the meter being exposed to high
temperature, high humidity, rain and/or
dust when using or storing the meter.

Do not test glucose instantly when the
meter is moved to a place with a great
difference in temperature. Wait 20
minutes and start testing.
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Cautions for
Test Strip

56

Store the test strip in a cool, dry place
between 2° and 32°C (36° and 90°F).

Keep away from direct sunlight and heat.

After removing test strip from the vial,
immediately close the vial cap tightly.

You may get an inaccurate if vial cap
opened long period of time.

Do not drop the blood on the surface of
test strip directly.

Do not press the test strip against your
finger. This may affect inaccurate aspiration
of blood.

Do not use a test strip that appears
damaged or has been used. Test strips are
for single use only.

Store test strips in their original vial.

After you take a test strip out of the vial, be
sure to use it within three minutes.

Always use test strips within 3
months (90 days) after first opening.

With clean, dry hands, you may touch the
test strip anywhere when removing it from
the vial or inserting it into the meter.

Do not bend, cut, or alter test strips.



*Available only with 2in1. STEP

The 2in1. STEP System is your walking partner, along with built-in
STEP meter and can help you control your diabetes by counting
your steps and testing your blood glucose level.

We recommend that you place the meter in the upper front pocket
of your jacket, in a bag you hold tightly, or wear the meter with neck
strap around your neck.

Place the meter in your pocket
Do not place the meter in the back pocket of your pants.
Place the meter in the pocket you hold tightly.

Place the meter in your bag
Place the meter in your pocket or the partition of your bag.

Wear the meter with neck strap around your neck
Use the supplied neck strap and place the meter near your chest.

Important:

The meter can count steps only in the following cases:

=When the meter is off with battery installed.

= ‘M’ button is pressed and released when the meter
is off.
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The meter may not be able to count the steps correctly in the
following cases.

When the memory is being displayed, the
blood glucose is being tested or the meter
is being set.

When the front of the meter is placed in the
angle of less than 60° or horizontally to the
ground.

When the meter is placed in the bag that
moves irregularly because it hits your foot,
your belt or the top of your pants.

When the unit hangs from your belt, the top

. 60° of your pants or a bag.
- When you walk at an inconsistent pace.
When you use the meter in the place where
. O lots of up and down movements or vibrations
300 take place.

When you walk extremely slowly.
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STEP 1

Wash your hands carefully with warm water
to increase the circulation of the blood into
the fingers. Dry hands thoroughly until the
finger to be pricked is completely dry.

STEP 2

Unscrew the cap of the lancing device by
turning it counter-clockwise while holding
the base firmly.
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STEP 3

While holding the lancet carrier, insert a new
|:> sterile lancet into the bottom of lancet
% carrier.

STEP 4
Twist the cap of the lancet off.

STEP 5
Put the cap of the lancing device back on
and turn it clockwise.

STEP 6

Hold the tip firmly in one hand then pull out
[> the sliding barrel with the other hand. This
will cock the lancing device.




STEP 7

Set the proper depth of penetration by
rotating the cap of lancing device. 1-2 for
soft or thin skin, 3 for average skin, 4-5 for
thick or calloused skin.

STEP 8

Place the lancing device in place. Hold the
lancing device firmly against the side of the
finger, with the cap resting on the finger.
(The harder it is pressed the deeper the
puncture). Press the release button to take
a sample.

Caution: To reduce the chance of infection:
Make sure to wash the puncture site with soap and
water before sampling.

= Do not share a lancet or a lancing device with

= Always use a new lancet - lancets are for single

= Keep your meter and lancing device clean.
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The 2in1. STEP lets you obtain a blood sample from your upper arm,
forearm, hand, thigh or calf. Obtaining a drop of blood from these
“alternate site testing” may be less painful than a fingertip sample.
Following figure shows the areas where you can test with the 2in1.
STEP System. Avoid moles, veins, bones and tendons. Consult to
your healthcare professional before using alternate site testing.

/7 Upper Arm
ﬁ Forearm
Hand
Fingertips
Thigh

Calf
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Caution: Do not test on alternate sites:

= When you think your blood glucose level is changing
rapidly, such as within two hours of exercise, a rapid-
acting insulin injection or insulin pump bolus or within
two hours after a meal.

= |f you are testing for hypoglycemia (low blood glucose)
or if you suffer from hypoglycemia unawareness.

Obtaining a blood sample from alternate sites is different than
getting a sample from fingertips.

After inserting a new sterile lancet into the
bottom of lancet carrier, put the clear AST
cap to the lancing device.

Place the lancing device on the skin at the
chosen site, press and hold the lancing
device continuously for a few seconds, then
push the release button to take a sample.
Watch through the clear cap until a sufficient
blood sample is taken. If there is not enough
blood, gently massage the area until a
sufficient sample has been collected.
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STEP 1

Hold the test strip with the silver end facing
up. Insert the silver end into the test strip
port on the meter. Insert a new test strip into
the meter until it stops. The meter will turn
on.

STEP 2

Time will be displayed for a moment. Then
Code number and strip symbol will be
displayed. A strip symbol with filling blood
will appear letting you know the meter is
ready to test.

STEP 3

Make sure the code number showed on the
screen is the same as the code number
printed in the test strip vial. If the code
number on the screen is different from the
code number printed on the strip vial, try to
insert new strip.



STEP 4

Bring tip of the test strip to lightly touch the
drop of blood. Hold until the Meter beeps.
Blood is automatically pulled into the test strip.

Important: The volume of blood
sample must be at least 0.5 microliter

” o

(real size ".%).

STEP 5
The Meter will now show counting progress
of 5 seconds.

STEP 6

The test result is complete when you hear
beeps. Your blood glucose test result is
shown on the display screen.
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Caution:

= If your test is above 600 mg/dL (33.3
mmol/L), “HIGH” will appear on the
display screen.

= If your test result is lower than 10
mg/dL (0.6 mmol/L), “LOW” will
appear on the display screen.

STEP 7

To turn your Meter off, simply remove the
used test strip. The Meter turns off
automatically. Your test result will
automatically be stored in memory with your
steps* from last blood glucose test.

Important: The meter turns off
automatically after one minute of no use.
When this happens, test results are still
saved in memory.

Caution:

Used test strips and lancets may be considered
(g'),\ biohazardous waste in your area. Be sure to follow
your local regulations for proper disposal.
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Unexpected results

If your test result is below 50mg/dL (2.8mmol/L), above
250mg/dL (13.9mmol/L), or you see “LOW” or “HIGH” on the
mterer display, call your physician or healthcare professional
immediately. If you continue to get unexpected results, check
your system with control solution. See Control Solution Testing
(page 24).

Range of expected results
Blood glucose levels will vary depending on food intake,
medication dosages, health, stress or exercise. Consult your
healthcare professional for the target value that is appropriate for
you. Expected blood glucose levels for people without diabetes:
Fasting: Less than 100 mg/dL (5.6 mmol/L)
2 hours after meals : Less than 140 mg/dL (7.8 mmol/L)
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2in1. STEP control solution contains a known amount of glucose
and is used to check that the meter and the test strips are working
properly. Control solution is available separately.

Control solution is not included and is not contained in the starter kit of meter or strips
package. Control solution can be ordered and purchased separately. Please contact
your distributor in your country or manufacturer in case of requirement of control
solution. For additional information about conditions for ordering and purchasing the
control solution please contact following address: VPD Bled, Pot na Lisice 4, S| -
4260 Bled, Slovenia; Customer Service, Tel: +386 457 45 070.

Do a control solution test:
to practice the test process instead of using blood,
whenever you open a new vial of test strips,
if you suspect the meter or the test strips are not working properly,
if you have had repeated unexpected blood glucose results, or
if your meter is damaged.

- STEP 1

O Hold the test strip with the silver end facing
up. Insert the silver end into the test strip

port on the meter. Insert a new test strip into

the meter until it stops. The meter will turn

on.

STEP 2

= "™ ™1 Time will be displayed for a moment. Then
Code number and strip symbol will be
displayed. A strip symbol with filling blood
will appear letting you know the meter is
68 ready to test.




STEP 3

Make sure the code number showed on the
screen is the same as the code number
printed on the test strip vial. If the code
number on the screen is different from the
code number printed on the strip vial, try to
insert new strip.

STEP 4

Shake the control solution vial and remove
the cap. Gently touch a drop of control
solution to the tip of the test strip. Hold until
the meter beeps.

1

STEP 5
The meter will now show counting progress
of 5 seconds.
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STEP 6

The test result is complete when you hear
beeps. Your control solution test result is
shown on the display screen.

STEP 7

Compare the result displayed on the meter
to the control solution range printed on the
test strip vial. If the results you get are not
within this range, the meter and strips may
not be working properly. Repeat the control
solution test.

Out of range results may be caused by:
not following the instructions on this USER GUIDE,
expired, contaminated or watered-down control solution,
expired or damaged test strip,
control solution test done outside 20°C to 25°C (68°F to 77°F),
or a problem with the meter.

If you continue to get control solution results that fall outside the
range printed on the test strip vial, do not use the meter, the test
strips, or the control solution. Call the local distributor.

STEP 8
To turn your meter off, remove the used test
strip.
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STEP 1

(To enter STEP meter mode)*

With the meter off, press and release the ‘M’
button on the meter. The number of your
steps will be displayed. If you attach the
meter properly, the meter will start to count
the number of your step.

Important:

= The meter’s display will not change or
display steps until after you have
walked more than 5 steps.

= The number of your step is reset to
zero at every midnight or when
pressing ‘SET button for 2 seconds in
STEP meter mode.

STEP 2

(To enter review mode)

In the STEP meter mode, Press and hold the
‘M’ button. The number of last glucose result
will be displayed. Release the ‘M’ button.
The last glucose result will be displayed.

7



Important:
= If there is no result, the meter will display “- - -".
= The meter will display time, date and

the result alternatively after no

pressing ‘M’ button for 3 seconds.

mem

mmol/L
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STEP 3*

Press and release the ‘M’ button. The counts
of steps between previous and next glucose
results will be displayed.

STEP 4

Press and hold the ‘M’ button. The number of
next glucose result will be displayed. Release
the ‘M’ button. The next glucose result will be
displayed. Each time you press and release
the ‘M’ button, the meter will display the next
result up to the last 500 test results.



STEP 5 (To review average)

To review your 7-day average, shake the
meter slowly in the review mode. The meter
will display 7-day average and “7DAY”
alternatively.

Shaking the meter again allows you to scroll
forward to 14- and 30-day averages with

beep.

i § ™| Continue to press the ‘M’ button to view
==z et Stored test results.

Important:
mem Your average result does not contain
i.i " " i i control test result.
1
STEP 6

The Meter is off if you press and hold ‘M’
button for 2 seconds.
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STEP 1
When the meter is off, remove the battery
cover.

STEP 2

Then press the ‘SET button located in the
battery compartment. The meter is now in
the setting mode. You can start setting up
the meter.

STEP 3

The year will appear first, with the year
flashing. Press the ‘M’ button until the
correct year appears. Press the ‘SET button
to move to the date format setting.

STEP 4

With “m-d” or “d.m” flashing, press the ‘M’
button to select “month-day” or “day. month”
format. Press the ‘SET button to move to the
month setting.



~
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STEP 5

With the month flashing, press the ‘M’ button
until the correct month appears. Press the
‘SET button to move to the day setting.

STEP 6

With the day flashing, press the ‘M’ button
until the correct day appears. Press the
‘SET button to move to the hour setting.

STEP 7

With the hour flashing, press the ‘M’ button
until the correct hour appears. The meter
displays only the 24-hour time format. Press
the ‘SET button to move to the minute
setting.

STEP 8

With the minute flashing, press the ‘M’ button
until the correct minute appears. Press the
‘SET button to move to the unit setting.
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Setting the Meter
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STEP 5

With the unit flashing, press the ‘M’ button to
select “mg/dL’ or “mmol/L’. Press the ‘SET
button to complete meter set-up and turn off
the meter.



STEP 1

Prepare the 3V lithium battery (CR2032) for
replacement. Press firmly on the battery
cover and slide in the direction of the arrow.

STEP 2
Remove the old battery and place the new
one in the tray with the “+” side facing up.

Caution: Dispose of battery
according to your local

mmm environmental regulations.

STEP 3
Slide the battery cover back into place and
close firmly.

Important: If you do not replace the
new battery within one minute of taking
the old one out, you have to reset the
date and time. Removing the battery
does not affect the meter's memory or
user settings.
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Appears when environmental
" temperature is BELOW system
operation range. System
operation range is 10740°C
(507 104°F). Repeat the test after

the meter and test strip have
reached the above temperature
range.

Appears when environmental
temperature is ABOVE system
operation range. System
operation range is 10740°C
(507 104°F). Repeat the test after
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the meter and test strip have
reached the above temperature
range.

Appear when inserting a used test strip. Re-test
with a new test strip.



This error message indicates the test strip may
be inserted incorrectly or there is a problem.
Repeat to remove and re-insert the test strip or
repeat the test with a new test strip.

This error message indicates the meter has

a problem. Review the instructions and re-test
with a new test strip. If this message appears
again, contact the local dealer.

Battery is low but you can still perform a few
tests. Replace the battery as soon as possible.

va Battery is too low to perform a
"I 1 test. Replace the battery
I immediately.
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Meter does not enter the test mode after inserting a test strip.

Probable cause What to do

The battery is dead. Replace the battery.

The battery is installed Check that the battery is installed
incorrectly or there is no correctly with the positive (+) sign
battery in the meter. facing upward.

Test strip inserted upside Insert the test strip with the printed side
down, wrong end in, or up and the silver end of the strip into

incompletely inserted into the the test strip port on the meter.
meter.

Defective meter or test strips. Contact your local distributor.

Blood or foreign objects put Contact your local distributor.
into the test strip port.

Test does not start after applying the blood sample.

Probable cause What to do

Blood sample is too small. Repeat the test with a new test strip
and a larger blood sample.

Defective meter or test strips. Repeat the test with a new test strip. If
the same problem occurs, contact your
local distributor.

Sample applied after meter Repeat the test using a new test strip.
times out (one minutes) and
turns off.
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Clinical accuracy

The accuracy of the 2in1. STEP System was assessed by comparing
blood glucose results obtained by patients with those obtained
using a YSI 2300 Glucose Analyzer.

System accuracy result for glucose concentrations
<75 mg/dL (4.2 mmol/L)

2in1. STEP System

within +5 mg/dL (0.28 mmol/L) 87% (26/30)
within 10 mg/dL (0.56 mmol/L) 100% (30/30)
within +15 mg/dL (0.83 mmol/L) 100% (30/30)

System accuracy result for glucose concentrations
275 mg/dL (4.2 mmol/L)

2in1. STEP System

within 5% 63% (107/170)
within £10% 95% (162/170)
within £15% 99% (169/170)
within £20% 100% (170/170)

Regression statistics

2in1. STEP System

Slope 0,9955
Intercept -1,9843 mg/dL
R? 0,9954

No. of samples 100
Range tested 31,47430 mg/dL
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Within run precision (100 venous blood tests per glucose level)

2in1. STEP System

Mean glucose Stand(amrg/%el_\;iation Coeffioier(lg/sf variation
41 mg/dL (2,3 mmol/L) 1.2 3.0
102 mg/dL (5,7 mmol/L) 2.8 2.7
147 mg/dL (8,2 mmol/L) 2.9 2.0
237 mg/dL (13,2 mmol/L) 4.3 1.8
394 mg/dL (21,9 mmol/L) 9.9 2.5

Total precision (100 control solution tests per glucose level)

2in1. STEP System

Standard deviation Coefficient of variation
Mean glucose (mg/dL) %)
40 mg/dL (2,2 mmol/L) 0.8 21
106 mg/dL (5,9 mmol/L) 25 2.4
322 mg/dL (17,9 mmol/L) 7.8 2.4
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Your 2in1. STEP System does not need any special maintenance.

Storing your system

Store your meter, strips and control solution in your carrying case
after each use. Store each item in a cool, dry place below

32°C (90°F), but do not refrigerate. Keep all items away from direct
sunlight and heat.

Tightly close the cap on the test strip vial and/or control solution
vial immediatly after use to avoid contamination or damage. Store
test strips only in their original vial.

Checking for expiration to strips and control solution

Test strips and control solution have expiration dates printed on
their vials. When you first open a test strip or control solution vial,
you must record the opening date in the space provided on the
label. Use all test strips within 3 months after the first opening.

Caution:

= Do not use the strips or control solution after the expiration
date printed on the vial or the discard date (date first opened
plus 3 months), whichever comes first, or your results may
be inaccurate.

= Do not use test strips if the vial is damaged or left open to air.
This could lead to error messages or tests that read higher
than the actual result.
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Cleaning your meter

To clean your meter, wipe the outside with a soft cloth dampened
with water and mild detergent. Do not use alcohol or another
solvent to clean your meter.

Do not get any liquids, dirt, dust, blood, or control solution inside
the meter through the test port.

Cleaning your lancing device and clear AST cap

Clean and wipe the outside of the lancing device with a soft cloth,
dampened with mild soap and water. Wash the adjustable cap and
clear AST cap with mild soap. Do not immerse the lancing device in
any liquid.
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Specifications

Model

Test Method
Calibration Method
Sample

Sample Size

Test Time

Memory

Result Range

Maximum Step

Hematocrit

Operating
Temperature

Operating Relative
Humidity

Altitude
Power Source

Size

Weight

PG-201 (2in1. STEP Blood Glucose Monitoring
System)

Electrochemical sensor

Plasma

Whole blood, capillary

0.5 L

5 seconds

2in1. STEP:
500 Blood glucose tests and steps

107600 mg/dL (0,6733,3 mmol/L)

99.999 steps
(available only in 2in1. STEP)

20-60%

10740°C

10-90%

Up to 3,048 meters (10,000 feets)

One CR2032, 3 volt, lithium battery, replaceable

36.7mm x 61.7mm x 15.8mm
(1.44” x2.43" x 0.62")

30g (1.060z2)

ssil



Electrical and safety standards

The meter has been tested for immunity to electrostatic discharge
as specified in IEC 61000-4-2. The meter has been tested for
immunity to radio frequency interference at the frequency range
and test levels specified in IEC 61000-4-3. The meter has been
tested for electromagnetic emissions specified in IEC 61326.

Warranty

VPD, Bled, d.o.o. warrants that your 2in1. STEP will be free of
defects in materials and workmanship for 5 years, valid from
the date of purchase. The warranty extends only to the original
purchaser and is not transferable.
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