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Onemli Bilgiler

Uygun Alternatif Bolge Testi: Avug ici ve 6n kol

Alternatif Bolge Testi (ABT), kan sekeri seviyenizi kontrol etmek icin daha hassas olan
parmak uclariniz haricinde vicudunuzun diger kisimlarindan da faydalanabileceginiz
anlamina gelmektedir. plusmed fasTTest Kan Sekeri Olctim Sistemi, parmak ucundan
yapilan test ile esdeger sonuglar veren avug igi ve 6n koldan teste izin verir.

ABT acisindan sinirlamalar
bulunmaktadir.

Liitfen ABT gerceklestirmeden énce
hekiminize basvurun.

Avug ici—

On kol



Yemek sonrasinda, insulin aldiktan sonra, egzersiz yaparken, hasta yahut stresli
oldugunuz zamanlar gibi glikoz seviyelerinin hizla degistigi anlarda alternatif bolge
sonuclari parmak ucundan elde edilen sonuglardan farklilik gosterir. Su durumlarda
alternatif bolge yerine parmak ucundan kan alin:

e kan sekerinizin dusuk oldugunu dustnutyorsaniz;

e kan sekerinizin dusuk olduguna dair diizenli semptomlara sahip degilseniz;

e hissiyatiniz alternatif boélgeden elde edilen sonuclar ile uyusmuyorsa;

e kisa sUre 6nce insulin aldiysaniz veya egzersiz esnasinda veya sonrasinda;

e hastallk gibi, o gtin ortaya cikan bilinmeyen degiskenler mevcut ise;

e ara¢ kullanacaksaniz

DIKKAT:
1. Parmak ve diger test bolgeleri mesela 6n kol ve avug i¢i arasindaki sirkulas-
yondaki fiziksel farkliliklar, diger test bolgeleri ve parmak uglarinizdan elde
edilen kan sekeri dlgiimlerinde farkliliklara neden olabilir. Kan sekerindeki
degisimler parmaktan alinan kan ¢rneklerinde, 6n kol ve diger alternatif bolge-
lerden alinan kan érneklerinden daha kisa surede gézlenir. Kan almadan énce
yaklasik 20 saniye slreyle alternatif test bolgelerini ovusturun. Hipoglisemi
(dusuk kan sekeri) testi yaplyorsaniz veya hipogliseminin farkinda degilseniz,
parmak uglarinizdan él¢ctin yapmanizi tavsiye ederiz.




2. Alternatif bolge testinin sizin acginizdan uygun olup olmadigini doktorunuz
ile gorusun. Diyabetli hastalar agisindan daha sik test yapilmasi iyidir. Sunu
unutmayin: Hassas, glncel bir kan sekeri 6lcUmU almak istediginizde, parmak
ucunuzdan 6lgiim yapin.

3. ABT'yi YALNIZCA su araliklarda tavsiye etmekteyiz:
¢ Yemek oncesinde veya a¢ karnina (en son yenilen yemekten en az 2 saat sonra)
e instilin aldiktan en az 2 saat sonra
e Egzersiz yaptiktan en az 2 saat sonra

Su durumlarda ABT'den FAYDALANMAYIN:

e Kan sekerinizin dustk oldugunu dtstntyorsaniz;

e Hipogliseminin farkinda degilseniz;

e Hissiyatiniz alternatif bélgeden elde edilen sonuglar ile uyusmuyorsa;
e Hiperglisemi (ylUksek kan sekeri) testi yapiyorsaniz

e Rutin glukoz sonuglariniz siklikla dalgalanma sergiliyor ise

® Gebe iseniz




e DusUk veya yUksek kan sekeri 6lcUmleri, potansiyel olarak ciddi bir tibbi
durumun gostergesi olabilir. Kan sekeri dlcimuintz olagandisi sekilde dusuk
veya yUksek ise veya sonuclarla hissettikleriniz értismuyor ise, testi yeni bir
test stribi ile tekrar edin. Eger sonuglar semptomlariniz ile tutarl degilse veya
kan sekeri sonucunuz 60 mg/dL’den (3.3 mmol/L) dusik veya 240 mg/dL’'den
(13.3 mmol/L) yuksek ise hekiminize bagvurun.

e Bir hekimin veya saglik profesyonelinin izni ve tavsiyesi olmadan plusmed
fasTTest kan sekeri test sonuclarina dayanan bir ilag degisikligi veya
uygulamasinda bulunmayiniz.

e Siddetli dehidrasyon ve asiri su kaybi hatall derecede dustk sonuglara yol
acabilir. Siddetli dehidrasyon sikayetiniz varsa derhal hekiminize basvurun.
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Giris

Biyosensor teknolojisindeki en ileri cihaz olan plusmed fasTTest Kan Sekeri Olcim
Sistemini sectiginiz igin tesekkur ederiz.

Kullanim kolayligi ve hizli yanit stresi ile taninan plusmed fasTTest Kan Sekeri Olgim
Sistemi, in vitro tanilara yonelik olarak sadece kigUk bir miktarda kan almak sure-
ti ile dogru sonuglari gostermek Uzere tasarlanmistir. plusmed fasTTest Kan Sekeri
Olcuim Sistemi, parmak ucundan, avuc icinden ve 6n koldan elde edilen tam kan
sekeri seviyelerini gérinttlemek Uzere evde ve profesyonel yerlerde kullanima yonelik
planlanmistir. Recetesiz temin edilebilen bir trtndur.

Litfen bu Uriini kullanmadan énce Kullanim Kilavuzunu dikkatle okuyunuz.



Uriin Hakkinda

plusmed fasTTest Kan Sekeri Olciim Sisteminiz birkac bilesenden olusmaktadir.
Bu kilavuz size ayrintili yonlendirmeler ve resimler ile sistemin isleyisi hakkinda yol
gosterme amaci tagir. plusmed fasTTest Kan Sekeri Olgtim Sisteminiz sunlari icermek-
tedir:

e plusmed fasTTest dlcim cihazi

e Bir delme cihazi (opsiyonel)

e Lanset/igne(10 adet)

® Bir tagsima cantasi

e Kullanim kilavuzu (dahili kayit gtnlugu)
e Hizli kullanim kilavuzu

® Parmak delme kalemi igin talimatlar

11



plusmed fasTTest Olciim Cihazi Hakkinda

ON ARKA

plusmed

Jfasllest
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. Ekran: Test sonuclarinizin gérunttlendigi yerdir. Genis, okunmasi kolay ekran

kilavuzlar ile test suresince kolayca kullanabilirsiniz.

M diigmesi: M (mod) dugmesi saati ayarlamak, alarm iglevi, 7/14/30 gunltk
ortalama sonuglari gérmek icin hafiza moduna girmek ve cihazi acip kapamak
icin kullanihr.

S Dugmesi: S (secme/ayar) dugmesi yil, ay ve gunu, saati segmede, sonug
hafizasini segcmede ve kontrol solisyonu modunu isaretlemede kullanilir.

Test Portu: Test Stribini Cihazin icerisine soktugunuz kisimdir.

Birim Digmesi: mmol/L veya mg/dL arasinda degistirilebilir. 1 mmol/L= 18 mg/dL.
Pil Yuvasi Kapagi

Etiket

Reset Diigmesi: Bu dugmeye basildiginda sistem yeniden baglatilir.

Veri Portu: Veri aktarimi igin araylz kablosu baglanrr.

13
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plusmed fasTTest Olciim Cihazi Ekrani Hakkinda
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. Tarih
. Saat
. Kontrol Soliisyonu Testi

Bir kontrol solusyonu testi
gerceklestirirken ve sonucu bir
kontrol solUsyonu testi seklinde
isaretlerken gézukdr.

. Hafiza sembolii

Hafiza modunu gosterir.

. Olciim birimleri

Test sonucu mmol/L veya mg/dL
seklinde gozukdur.

. Pil sembolii

Pil zayifladiginda veya
degistirilmesi gerektiginde
gbzukdr.



7. Kan damlasi sembolii
Ornegi Test Stribine uygulamaya hazir oldugunda yanip séner.
8. Uyari sembolii
Sonug, ayar referans degeri araliginizin disina iken goézukdr.
9. Alarm iglevi semboli
Saat alarmi kurulu olugunda gézukur.
10. Test Stribi sembolii
Cihazin teste hazir oldugunu gdsterir.
11. Gunluk Ortalama sembolii
Test sonuglarinin ortalama degerini gosterir.
12. Test Sonucu Bélgesi
Test sonuglarini gosterir.
13. Sicaklik Mesaiji
Cihaz isletme sicaklik araligi disinda iken gozukdr.

15



plusmed fasTTest Test Stribi Hakkinda

plusmed fasTTest Test Stribi, plusmed fasTTest Olgiim
Cihazi ile birlikte kan sekeri testi gerceklestirmede kullanilir.
I' Her bir strip yalnizca bir kez kullanilabilir.
_9 Test Stribi su kisimlardan olusur:
1. Onay Penceresi
Hedef bolgeye yeterli kanin uygulanmis oldugunu teyit
eden kisimdir.
2. Hedef Bélge
Kanin Test Stribi icerisine ¢ekildigi kisimdir.
7 0 3. Temas Cubugu
Test Stribinin bu ucu Olgim Cihazini aktif kilmak igin
Test Portuna sokulur (beyaz kisim yukari bakacak).

13
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plusmed fasTTest Test Stribi Sisesi Hakkinda

SISE ETIKETI TEST STRIBI SISESI
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5F., No. 16, 18, 20, 22, k|
Zhunan Township, Miaoli
. ysonbio.com

[ZE2 Medical Device Safety §

Schiffgraben 41, D-3017)

17



18

Pil takma/degistirme

Pil zayifladiginda ¢lgtim cihazi bir uyari sinyali géruntuler. Ekran-
da bu gézuktugunde yeni pil takilmasi gerekir. Zayif pil uyari iba- .

resi gozuktuginde, 6lcim cihazi yaklagik 50 ¢l¢im kadar dogru L
sonug vermeye devam eder.

Pilleri Degistirme

1. Olctm cihazinin arka kismindaki pil yuvasi kapagini hafifce kaldirin.
2. Bir adet 3 Volt lityum pil (CR-2032); “+” taraf yukar bakacak sekilde.
3. Pil yuvasi kapagini kapatin.




6Igl']m Cihazinin Ayarlanmasi

Cihazi ¢alistirmak icin 6nce bir pil takin, daha sonra cihazin arka kisminda konumlu

reset digmesine basin ve sunlari uygulayin.

Tarih ve Saatin Ayarlanmasi

1.

Bu moda giris yapmak icin M dugmesine
basin. “24hr” veya “12hr” ayarini segcmek icin S
dugmesine basin. Tercih ettiginiz saat modun-
da, M dugmesine basin, yil ayari gdzukdr.
Dogru yil ayrina gelinceye dek S dugmesine
basin (Sekil 1).

Yil kaydetmek ve ay kismina devam etmek

icin M dugmesine basin. Ayi degistirmek igin S
dugmesine basin (Sekil 2).

Ayl kaydetmek ve gun kismina devam etmek
icin M digmesine basin. GUnu degistirmek icin
S dugmesine basin. (Sekil 3)

i2hr

(Sekil 1)

2ot

(Sekil 2)

5-23

(Sekil 3)
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4.

Gunu kaydetmek ve saat ayarina ilerlemek icin M dtigmesine
basin (Sekil 3).

Saati degistirmek icin S dugmesine basin. Saati kaydetmek
ve dakika kismina ilerlemek icin M digmesine basin (Sekil 4).
Dakikay degistirmek icin S digmesine basin. Dakikay!
kaydetmek ve alarm ayarina ilerlemek icin M digmesine
basin (Sekil 4).

Alarmin Kurulmasi

7.

ilk alarmi kurmak icin M diigmesine basin (evet). S digme-
sine (hayir) basarsaniz, saglik yénetimi alarm ayarina (adim
11) ilerler. Saati degistirmek i¢in S digmesine basin. Saati
kaydetmek ve dakikaya ilerlemek icin M digmesine basin.
Dakikay degistirmek icin S dugmesine basin. Dakikayi
kaydetmek ve ikinci alarm ayarina ilerlemek icin M diigmesine
basin (Sekil 5).

g2

(Sekil 5)




8.

ikinci alarmi kurmak icin M diigmesine (evet) basin. S diigme-
sine (hayir) basarsaniz, saglik yénetimi alarm ayarina (adim 11)
ilerler. Saati degistirmek igin S digmesine basin. Saati kaydet-
mek ve dakikaya ilerlemek igin M digmesine basin. Dakikay!
degistirmek icin S dugmesine basin. Dakikay! kaydetmek ve
dglncu alarm ayarina ilerlemek igin M digmesine basin

(Sekil 6).

Ugtincti alarmi kurmak icin M dugmesine (evet) basin. S digme-
sine (hayir) basarsaniz, saglik yénetimi alarm ayarina (adim 11)
ilerler. Saati degistirmek igin S dugmesine basin. Saati kaydet-
mek ve dakikaya ilerlemek icin M digmesine basin. Dakikayi
degistirmek icin S dugmesine basin. Dakikayl kaydetmek ve
doérdunct alarm ayarina ilerlemek icin M dugmesine basin
(Sekil 7).

¥ES D
s
LSS
E;3BAM
s
[
(Sekil 6)
¥E5 D
o
)
F30wm
o
(|
(Sekil 7)
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10.

11.

12.

Dordunct alarmi kurmak icin M didgmesine (evet) basin. S
dtugmesine (hayir) basarsaniz, saglk yonetimi alarm ayarina
(adim 11) ilerler. Saati degistirmek icin S dugmesine basin. Saati
kaydetmek ve dakikaya ilerlemek igin M dugmesine basin.
Dakikay degistirmek icin S digmesine basin. Dakikay!
kaydetmek ve saglik yonetimi “HI alarm ayari”na ilerlemek igin M
dugmesine basin (Sekil 8).

Not: alarm caliyorken, alarmi kapatmak igin S veya M digmesine
basin; basmazsaniz 30 saniye igerisinde alarm kendiliginden
susar.

“HI alarm ayari’ni degistirmek igin S digmesine basin. “Hl alarm
ayari’ni ayarlamak ve “LO alarm ayari”’na ilerlemek icin M
dugmesine basin (Sekil 9).

“LO alarm ayari’ni degistirmek icin S dugmesine basin. “LO
alarm ayari"na giris yapmak icin M digmesine bir kere daha
basin ve cihaz ayarini sonlandirin, cihazi kapatin (Sekil 9).

(Sekil 8)

N
=
> =

mg/dL

-
=]

-
=3
3

mg/dL

(Sekil 9)




Birim Secimi

1. Arka kisimdaki birimi sec¢in; mg/dL veya mmol/L.

mmol/L mg/dL

23
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Kontrol Soliisyonu Testi

Kontrol soltisyonu, plusmed fasTTest Kan Sekeri Olctim Sisteminin ve plusmed
fasTTest Test Stribinin bir arada dlizgun sekilde galistigini ve testi dogru sekilde
gerceklestirdiginizi kontrol ve garanti etmede kullanilr.

Ne zaman Kontrol Sollisyonu Testi Gerceklestirilir

1.
2.
3.

4.
5.

Not: Arzu edilen farkl sulu glikoz araliginda t¢ Kontrol Solusyonu (Dusuk, Normal
veya YUksek) mevcuttur. Kontrol Soltisyonu hakkinda daha fazla bilgi i¢in Iutfen Kontrol
Soltisyonu prospektiistine bakiniz. iki kontrol soltisyonu seti kullaniimalidir, seciminize
gbre ylksek seviye ve duslk seviye kontrol sollisyonu. Bu sollsyon aldiginiz élgtim

Kan sekeri Olctim Sistemini ilk kez kullaniyorsaniz;

Yeni bir Test Stribi partisi kullaniyorsaniz;

Sistem performansina dair kuskunuz varsa; veya hassasiyeti dizenli araliklarla
mesela haftada bir kontrol etmek icin;

Diyabetik ilag planlarinizi ayarlarken;

Kan sekeri test sonucunuz normal seviyeden dustk veya yuksek ise.

setleri igin opsiyoneldir. Siparis bilgisi i¢in yetkili saticiniz ile gérisinuz.



Kontrol Soliisyonu Testi Gergeklestirirken

1.

Test 6ncesinde, Kontrol Soltisyonunun oda sicakliginda oldugundan emin olunuz
(15°C ila 35° veya 59°F ila 95°F).

ilk ®nce Temas Cubugu ucundan beyaz kisim yukari bakacak sekilde bir Test
Stribi sokun. Cihaz otomatik olarak agilincaya dek test portu icine itin (Sekil 10).
LCD ekranin tim segmentleri aktif hale gelir, bir bip sesi duyulur ve yanip sénen
“ @ sembolU ardindan hareketli kesik gizgiler gézukar (Sekil 11).

“ & " sembolu gdzuktikten sonra, kontrol solisyonu moduna gegmek igin 3
saniye sureyle S digmesine basiniz. “ctl” semboll cihazin Kontrol Soltsyonu
testi seklinde mevcut testi kayda alacagini gosterir. Artik, Kontrol SolUsyonu
uygulamaya hazirsiniz demektir. (Sekil 12)

'- -' [ 'y
Ll [ i
mg/dL mg/dL
(Sekil 10) (Sekil 11) (Sekil 12)
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5. Kontrol Soltsyonunun ilk damlasini atin ve kuguk bir damla
Kontrol Solisyonunu temiz, emici olmayan bir ylizeye damlatin w
(temiz bir pargca mumlu kagit gibi). Kontrol soltsyonunu siseden

dogrudan Test Stribi Uizerine uygulamayin.
6. Kontrol Solusyonu damlasini Test Stribi ucuna hafifce degdirin.

‘

Kontrol Soltisyonu bu ug vasitaslyla otomatik olarak strip icerisine | 53« 308"

cekilir. Cihaz bip sesi verinceye dek bekleyin. Cihaz 5’den 1’e ( :‘ ':
dogru geri saymaya baslar ve Kontrol Soltisyonu test sonucu i J
ekrana gelir. mot

DIKKAT:
Kirliligi dnlemek adina, Kontrol Soltsyonu testini yukaridaki talimatlara uyarak
gerceklestirin.




Kontrol Soliisyonu Sonuglarinin Karsilastiriimasi

Sonuglar Test Stribi sisesi Gzerinde belirtilen aralik dahilinde ise plusmed fasTTest Kan
Sekeri Olctim Sistemi diizgiin calisiyor demektir. Test sonugclari belirtilen aralik disinda
ise testi tekrarlayin.
Belirtilen aralik disindaki sonugclarin nedeni sunlar olabilir:

e Testi gerceklestirmede hata

e Kontrol soltisyonu sicakligl 15°C’den (59°F) dustk veya 35°C’den (95°F) yuksek

e Son kullanma tarihi gegcmis veya kirlenmis Kontrol SolGsyonu

e Son kullanma tarihi gecmis veya kirlenmis Test Stripleri

e Cihaz arizasl

Not: Sonug, Kontrol Soltsyonu testi “ctl” modunda iken ortalamaya dahil ediimez.

Problem devam ederse sistemi KULLANMAYIN.
Lutfen merkez teknik servisimiz ile iletisime gegin.

27
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Kan Sekeri Seviyenizin Test Edilmesi

Kan sekeri testi 6ncesinde sunlara ihtiyaciniz olacaktir:
1. plusmed fasTTest cihaz

2 plusmed fasTTest test stribi

3. Ayarlanabilir delme cihazi

4. Steril lanset

DiKKAT:
Enfeksiyon riskini azaltmak adina;

e Asla delme aletini ve lanseti bir diger kisi ile paylasmayin

e Daima yeni ve steril bir lanset kullanin. Lansetler(igne) tek kullanimliktir.

e Daima yeni bir Test Stribi kullanin; test stripleri tek kullanimliktir.

e Lanset(igne) veya delme aleti tizerine losyon, yag, kir veya cokuntii gelmesini
onleyin.




Test Stribinin Hazirlanmasi

1. Su ve sabunla ellerinizi yikayin. lyice durulayin ve kurulayin.

2. Siseden bir Test Stribi ¢cikartin ve siseyi hemen kapatin.

3. Beyaz kisim yukari bakacak sekilde Test Stribini ilk 6nce Temas Cubugu ucuna
sokun. Cihaz otomatik olarak acilincaya dek test portu icerisine itin.

4. Bip sesi gelir ve saat yoninde hareket eden cizgi ekrana gelir.

5. Su an kan 6rnegi almaya hazirsiniz demektir.

mghdL
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Kan Ornegi Alinmasi

PARMAKTAN, AVUC ICINDEN VEYA ON KOLDAN ORNEK ALINABILIR

Daha fazla bilgi icin lutfen delme kalemi ile verilen prospektise bakiniz.

Delme kaleminin ucundaki bashgr ¢ikartin.

Lanseti delme kaleminin tutucusuna sokun.

Steril lanseti agiga ¢ikarmak igin koruyucu basligini dondurerek cikartin.

Delme kaleminin gévdesine basligi yeniden takip déndurin

Duruncaya kadar kurma mekanizmasini geriye dogru ¢ekin

Delme kalemini sikica parmak ucuna yerlestirin ve serbest birakma digmesine

basin

Ornek alimi sonrasinda, kullaniimis lansetin iginde oldugu bashgi dikkatle ¢ikartin

8. Lanseti delme kaleminden ¢ikartin. Kullaniimis lanseti yerel yasalar, devlet
yasalari ve federal yasalara uygun sekilde atin.

S e

~



plusmed fasTTest Test Stribine Kan Ornegi Uygulanmasi

1. Kan 6rnegi aldiktan sonra, damlayi Test Stribinin test haznesine yerlestirin. Kan
otomatik olarak Test Stribi icerisine ¢ekilir.

2. Test Stribinin Onay Penceresinden (resme bkz.) yeterince kan oldugu
gbzUuktugunde, dlgtim cihazi bip sesi verir ve 5’den 1’e dogru geri saymaya
baslar. LCD ekranda kan sekeri sonucunuz gorunttlenir ve otomatik olarak cihaz
hafizasina kaydedilir.

__lou
Xi/

5¢3

£3
(XX}
(]

E=

N
O
N
mOm|

plusmed

[ ]

Not: Dogru sonucu garanti etmek adina, Test Stribinin Onay Penceresinin kan érnegi
ile tamamen doldugundan emin olun.

mg/dL
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3. Test sonucu goérunttlendikten sonra, baska test yapiimayacak ise, cihaz 3 dakika
sonra otomatik olarak kapanir. Test tamamlandiktan sonra, kullanilan stribin
cihazdan dogru sekilde ¢ikartilip atilmast igin bir tuvalet kagidi kullanmanizi
Oneririz.

plusmed




HI (yiksek) ve LO (diisiik) élctiimler

1.

Test sonuglarn 20 ila 600 mg/dL araligindadir (1.1 ila 33.3
mmol/L). Ekranda bir “HI” mesaji goérinur ise, cihaziniz kan
sekeri seviyenizin 600 mg/dL'nin (33.3 mmol/L) Gzerinde
oldugunu tespit etmis demektir. Test prosedtrtiint gézden
gecirerek testi yeni bir Test Stribi ile tekrarlamanizi tavsiye

ederiz. Ayni sonug ortaya cikar ise derhal hekiminize basvurun.

(Sekil 13)

Ekranda bir “LO” mesaji gérundr ise, cihaziniz kan sekeri
seviyenizin 20 mg/dL'nin (1.1 mmol/L) altinda oldugunu tespit
etmis demektir. Test prosedirint gézden gegcirerek testi yeni
bir Test Stribi ile tekrarlamanizi tavsiye ederiz. Ayni sonug
ortaya gikar ise derhal hekiminize basvurun.

(Sekil 14)

N

-
e
- e

(Sekil 13)
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g

(Sekil 14)
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Hafiza Ozellikleri

plusmed fasTTest Olctim Cihazi otomatik olarak en son 300 kan sekeri dlcimunu

tarih ve saatleri ile birlikte hafizasinda tutar. Ayni zamanda, kan sekeri test

sonuglarinizin ard arda 7/14/30 gunluk ortalamasini da sunar.

1.

o~ WD

Cihazin M dugmesine basin. LCD ekranin tim segmentleri aktif hale
gelir. ilk 6nce tarih ve saat gézukur.

S dugmesine basin. Ekranda kontrol solisyonu sonucu gézUkur.

S dugmesine basin. Ardarda 7 gunltk ortalama g&zukar.

S dugmesine basin. Ardarda 14 gunlik ortalama gézukur.

S dugmesine basin. Ardarda 30 gunltk ortalama gozukur.

Not: Bu asamada hic test sonucu yok ise dogrudan en son test so-
nucu gozukur.
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6. S dugmesine basin. En son test sonucu gozukur. 14 gunluk

o233 g.oe™

ortalama sonucu durumunda, ekranda ayni anda gézukur. - -
S dugmesine her bastiginizda cihaz en son 300 test sonucunu ':",:‘
goruntuler. Hafiza doldugunda en eski sonugtan baslayarak siler Ly ¢ {3 mot
ve yeni sonucu kaydeder. -

7. Hafizayi silmek icin 8 digmesine basili tutun, “000” g6zukdr. -,
Daha sonra yeniden S didgmesine ve M digmesine basarak L.‘L"L:
cihazi kapatabilirsiniz.

Hafiza Modundan Cikis

1. Cihazi kapamak icin M digmesine basin.
2. Baska islem yapilimadiginda cihaz 3 dakika sonra kendiliginden kapanir.
Not: Son 7/14/30 gunluk sonuglardan 7/14/30 gunltk ortalama hesaplanir.

Sonuclari Kaydetme
Kayitlari rahat tutabilmeniz igin bir kayit defteri sunmaktayiz. Sonuglar kaydetme
hakkinda daha fazla bilgi i¢in kayit defterine bakiniz.
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Test Sonuclarinin Bilgisayara Aktariimasi

plusmed fasTTest Kan Sekeri Goruntileme Sistemi ile, test sonuclarinizi bilgisayara
aktarmak kolaydir. Su basit talimatlari uygulayin:

1. Aktarim icin gereken 6zel ara kabloyu ve yazilimi edinin.
Yazilimi yliklemek icin teknik servisimizi arayabilir veya websitemizi ziyaret
edebilirsiniz. www.trimpeks.com

2. Yazilimi bilgisayariniza yiikleyin.
Kurulum talimatlari internet sitemizde mevcuttur.

3. Test sonuclarini aktarmaya hazirlanin o
Ara kabloyu bilgisayarinizin USB portuna baglayiniz. Daha sonra, kab- ro

lonun diger ucunu cihazin yaninda konumlu veri portuna takin, cihaz
kapall olmalidir. Ekranda “PC” gozuktuginde cihaz bilgisayar ile iletisimde demektir.
4. Veri aktarimi
Sonuglar cihazdan bilgisayara aktarmak icin yazilim icerisindeki talimatlari izleyin.
Veri aktarimi tamamlandiktan sonra, cihazi kapamak i¢cin M tusuna basin.
Not: iletisim modunda iken, kan sekeri testi yapamazsiniz. Cihaz PC baglanti mo-
dunda olmadiginda, bilgisayarin komutlarina riayet etmez.



Bakim ve Saklama

1. Cihaza ¢zen gosteriniz. Cihazin dusUrtlmesi veya firlatimasi hasara neden olabilir.
Cihazi, Test Striplerini ve Kontrol Solisyonunu asiri kosullara mesela yuksek
neme, Istya, dondurucu soguga veya toza maruz birakmayin.

3. Cihazi ve Test Striplerini kullanmadan 6nce ellerinizi su ve sabun ile yikayin ve
durulayin.

4. Cihazi temizlerken, dis ytzeyi hafif nemli bir bez ile silin. Temizlik icin ORGANIK
SOLVENT KULLANMAYIN.

5. Cihaz oda sicakliginda, kuru ve temiz yerde saklanmalidir DOGRUDAN GUNES
ISIGIGINA MARUZ BIRAKILMAMALI VEYA YUKSEK NEM VE/VEYA TOZLU
YERLERDE SAKLANMAMALIDIR. Cihazi ve aksesuarlarini birlikte verilen
tasima cantasinda saklamanizi éneririz.

Bu cihazi birden fazla sayida hastada kullanan saglik profesyonelleri agisindan, unutmayiniz
ki insan kani ile temas eden tim elemanlar potansiyel biyo tehlikeler seklinde géz énidnde
tutulmalidir. Kullanicilar, Klinik Laboratuar Standartlar Ulusal Komitesi, Laboratuar Calisanlarinin
Aletsel Biyo tehlikelerden ve Kan, Vucut Sivilari ve Dokularla gegen Enfeksiy¢z Hastaliklardan
Korunmasi, Onayli Yonetmelik NCCLS dokiimani M29-A [ISBN 1-56238-339-6]'da tavsiye
edildigi Uzere, potansiyel enfeksiydz insan kani 6rneklerine yonelik saglik dtzenlemelerinde
kanla iletilebilir hastaliklarin énlenmesine dair ilkelere riayet etmelidir.
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Ekran Mesajlari

EKRAN

ANLAMI

ATILACAK ADIM

BE-BESaE: ECBd
D
B0 20 0 [J

4R BB Bt

Cihazin tim segmentlerinin
dogru calistigina dair sistem
kontrolU

Atilmasi gereken adim
bulunmamaktadir

Sistem kan 6rnegi alinmasina
hazir

Kan 6rnegi alabilirsiniz

ctl

mg/dL

Sistem Kontrol SolUsyonu
ornegi almaya hazir

Kontrol Soltisyonu ¢érnegi
damlasi uygulayabilirsiniz




EKRAN ANLAMI ATILACAK ADIM
-t 352, | | Sonucun saglik yonetiminde- | Dikkat edebilir veya Sayfa
"" .'A ki “Hl alarm ayari’ndan daha | 19-22e gére, varsayilan
. " .'. yUksek oldugunu gosterir ayar degerini 180 mg/dL

P\ R\ [ . o
mgidL degistirebilirsiniz
Bl B2 Sonucun saglik yénetimindeki | Dikkat edebilir veya Sayfa
.' "A “LO alarm ayari’ndan daha 19-22’e gore, varsayilan
.. "‘ dustk oldugunu gosterir ayar degerini 70 mg/dL
A\ o . . A
mgidL degistirebilirsiniz
Cihaz, kan sekeri seviyesinin | YUksek kan sekeri seviyesini
L 600 mg/dL (33.3 mmol/L) gOsterir. Testi tekrarlayin.
l-" seviyesinden daha yuksek Sonug aynen devam ederse

oldugunu tespit etmistir

derhal hekiminize bagvurun.
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EKRAN

ANLAMI

ATILACAK ADIM

'-
- ey,
g |

Cihaz, kan sekeri seviyes-
inin 20 mg/dL (1.1 mmol/L)
seviyesinden daha dusuk
oldugunu tespit etmistir

Yiksek kan sekeri seviyesini
gosterir. Testi tekrarlayin.

Sonug aynen devam ederse
derhal hekiminize bagvurun.

Test prosedUru sUresince
sicaklik yuksek.

Sonuglar daha buyuk farkliliklar
sergileyebilir. Yeniden test

"ﬁ yapmadan énce daha serin bir
JE ortama gegin (10-40°C) ve 15
mot dakika bekleyin.

Test prosedr( siresince Sonuglar daha buyuk farkliliklar

N sicaklik dusuk. sergileyebilir. Yeniden test
JE D yapmadan 6nce daha iliman
mg';dL bir ortama gegin (10-40°C) ve
15 dakika bekleyin.




EKRAN

ANLAMI

ATILACAK ADIM

Testi gergeklestirmek igin
sicaklik cok yuksek

Testi daha serin ortamda (10-
40°C) tekrarlayin. Yeniden
testi gergeklestirmeden 6nce
15 dakika bekleyin.

.-

_— e,
=
=

Testi gerceklestirmek icin
sicaklik ¢cok dustk

Testi daha Iliman ortamda
(10-40°C) tekrarlayin. Yeniden
testi gerceklestirmeden 6nce
15 dakika bekleyin.

Test Stribinde sorun
olduguna dair hata mesaiji

Talimatlarr izleyin ve yeni bir
Test Stribi ile tekrar deneyin.

M
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ANLAMI

ATILACAK ADIM

Cihazda sorun olduguna dair
hata mesaji

“Reset” digmesine basin
ve cihazi test Stribi ile tekrar
deneyin. Sorun devam
ederse Musteri Hizmetlerine
basvurun.

C.C
L J
Pil glcu zayif. Cihaz 50 Yeni 3-Volt lityum pil (CR-
| - = slgtim daha verir. 2032) takin.
Lo
Pil glicu bir sonraki kullanima | Derhal yeni 3-Volt lityum pil
" v yetmeyecek kadar zayif. (CR-2032) takin.
- a@» _a
Lrn




EKRAN ANLAMI ATILACAK ADIM
Hem Hafizadaki tim test degerleri | Cihazi kapamak icin M veya
.-l "l l-l gosterilmekte. S dugmesine basin veya 3
Ly dakika bekleyin.
e Kan sekeri testinin yapilmasi | Alarmi susturmak igcin M veya

[aY
4D aam

gerektigini hatirlatan alarm
calmakta.

S digmesine basin veya 30
saniye bekleyin.
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Ortaya cikabilecek diger sorunlar

Atilacak adim

Test Stribi cihaza dogru takilmamis

Talimatlarr izleyin ve Test Stribini dogru
sekilde takin (beyaz kisim yukari baka-
cak)

Test Stribi hatali

Yeni Test Stribi temin edin

Yetersiz kan 6rnegi

Testi yeni Test Stribi ile tekrarlayin

Test Stribi test portu igerisinde test 6nc-
esinde 3 dakikadan fazla kalmig

Cihaz otomatik olarak kapanir. Test
Stribini test portuna yeniden takin.

Cihazin LCD ekrani test gerceklestirmeye
calisilirken hicbir gérintt icermemekte.

Teknik servisimize basvurun.




Teknik Ozellikler

Cihazin igletim Kosullari
Sicaklik

Nem

Hematokrit

Test Ornegi

Ornek Hacmi
Olgiim Birimi
Olciim Aralig
Test Siiresi

Hafiza Kapasitesi
Ortalama

Harici Cikis

Glc kaynagi

Pil omri

Boyutlar ve agirlik

10°C - 40°C(50°F - 104°F)
%10-90 Bagil nem

%35 - 55

Parmak ucu, avug i¢i ve 6n koldan kilcal tam kan
>0.5 pl

mg/dL veya mmol/L

20-600 mg/dL (1.1-33.3 mmol/L)
5 saniye

En son 300 sonu¢

7/14/30 gUnluk ortalamalar
Standart RS232 PC araylz
3-volt lityum pil (CR-2032)

Yakl. 1000 test

92 x58 x19 mm; 60 g

Not: Cihaz dogrulugu ve hassasiyet performansi i¢in litfen
Test Strip Giris kismina bakin.
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plusmed fasTTest Cihaz, plusmed fasTTest Test Stribi ve Kontrol Soliisy-
onu, IVDD 98/79/EC’ye (in Vitro Tani1 Yonetmeligi) uygundur.

Uretici: AB yetkili temsilcisi:
Tyson Bioresearch Inc. Medical Device Safety Service GmbH
5F, No. 16, 18, 20, 22, Kedong 3rd Rd., Schiffgraben 41, D-30175

Zhunan Township, Miaoli County 35053, Taiwan ~ Hannover,Germany
www.tysonbio.com

Lancetler ve Delme aleti MDD 93/42/EEC’ye (Medikal Cihaz Yonetmeligi)
uygundur.

Uretici: AB yetkili temsilcisi:

Shandong Lianfa Medical Plastic Products Co., Ltd.  Shanghai International Holding Corp.

No.1 Shuangshan Sanjian Road, GmbH (Europe)

250200, Znanggiu City, Jinan, Shandong, EiffestraBe 80, 20537 Hamburg,

People’'s Republic of China GERMANY

Uretici: AB yetkili temsilcisi:

SteriLance Medical (Suzhou) Inc. EMERGO EUROPE

No.68 Litanghe Road, Xiangcheng, Prinsessegracht 20, 2514 AP, The Hague,
Suzhou, 215133, China The Netherlands



Prosediir Sinirlamalari

DIKKAT:
plusmed fasTTest Sistemi, sadece in vitro tanisal kullanima yonelik tasarlanmistir
ve yeni doganlarda test yapmaya uygun degildir. Bir hekimin veya saglik profesyo-
nelinin izni ve tavsiyesi olmadan plusmed fasTTest kan sekeri test sonuglarina
dayanan bir ilac degisikligi veya uygulamasinda bulunmayiniz.

plusmed fasTTest Test Stripleri parmak ucundan, avug icinden ve 6n koldan alinan
taze kilcal tam kan &rnekleri ile kullanima yodnelik tasarlanmistir. Siddetli dehidras-
yon, dusUk tansiyon, sok veya hiperglisemik-hiperozmolar halde olundugunda test
sonuclari hatali olabilir. Yukaridaki semptomlardan herhangi birine sahip oldugunuza
dair kuskunuz varsa derhal bir hekime basvurunuz.

DIKKAT: Elektromanyetik engel durumu: diger ekipmanlardan elektromanyetik
engelleme durumu hentz bulunamamistir. Elektrostatik desarji dnlemek icin kan sekeri
olgme cihazini cep telefonu, bilgisayar ve diger ev aletleri yakininda kullanmayiniz.

a7
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Servis ve Garanti

ONEMLI:

Trimpeks firmasi, plusmed fasTTest Cihazi igin tasarlananlar haricindeki Test Strip-
lerinin kullaniimasi durumunda plusmed fasTTest Sisteminin performansini garanti
etmemektedir. plusmed fasTTest Sistemi Ureticisinin garantisi yalnizca, Kullanim
Kilavuzunda verilen ilkelere uygun kullaniimasi durumunda gecerlidir ve hatall sekilde
kullanildiginda bu garanti gegersiz olur.



Garanti

Trimpeks firmasi, bu cihazin ilk satin alma tarihinden itibaren iki yil sdre ile malzeme ve
iscilik kusurlarindan ari olacagini garanti eder. Belirtilen iki yillik stre zarfinda firmamiz,
kusurlu plusmed fasTTest Cihazi onaracak veya yenisiyle degistirecektir.

Bu garanti kazara hasar goéren, kurcalanan, hatali kullanilan, modifiye edilen veya
herhangi bir sekilde suiistimal edilen cihazlari kapsamaz. Firmamiz hi¢bir durumda,
aliciya veya baska bir kisiye karsi, plusmed fasTTest Cihazi ve parcalarinin satin
alinmasi veya isletimi ile baglantili veya bundan dogan higbir arizi, dolayl veya cezai
tazminat sorumlulugu tasimamaktadir.

Garanti hizmeti icin alici Trimpeks firmasi ile irtibata gecmelidir.
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Misteri Hizmetleri

Bu Urun veya isletimi hakkinda her tir sorunuz ve kayginizi merkez teknik servisimizi
arayarak veya bize e-posta yoluyla iletebilirsiniz. Size yardimci olmaktan memnun oluruz.

Teknik Servis
0090 212 319 50 57
veya
teknikservis@trimpeks.com
web sayfasi: www.trimpeks.com

Teknik servisimizi aradiginizda lutfen plusmed fasTTest Cihazini, plusmed fasTTest
Test Stribini ve diger tim malzemeleri yaninizda bulundurun. Boylece sorulariniza
hizli ve verimli sekilde yanit verebilecegiz.



wl Uretici
Avrupa yetkili temsilcisi
@ Ambalaj hasar gérmusse kullanmayiniz
X st sinirlamas
A\ Dikkat! Dékimanlar kontrol ediniz
E Atk Elektrik ve Elektronik ekipman yénetmeligi
Vicut disinda kullanilan tibbi tani cihazidir.
[E] Kullanim éncesi talimatlari okuyunuz
C€..., CE isareti
4 Urtinii kuru bir alanda saklayiniz

Z& Uruna direk glines 1sigindan koruyunuz

Sl
0

[sN] Seri numarasi
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Blood Glucose Monitoring System
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Important Information

Available Alternate Sites Testing : Palm and Forearm.

Alternate Site Testing (AST) means you can use other parts of the body other than
your more sensitive fingertips to check your blood glucose levels.

The plusmed fasTTest Blood Glucose Monitoring System allows you to test on the
palm and the forearm with the equivalent results to fingertip testing.

There are limitations for doing AST.
Please consult your healthcare profes-
sional before you do AST.

Palm -

Forearm



Alternative site results differ from fingertip results when glucose levels are changing
rapidly such as after a meal, after taking insulin, during exercise, or when you are ill or
under stress. Use blood from a fingertip rather than an alternative site if:

e You think your blood glucose is low,

e You don’t regularly have symptoms when your blood glucose is low,

e How you feel doesn’t match the results from the alternative site,

¢ \When you have just taken insulin, or any time during or after exercise,

e When there are unknown variables occurring in your day, such as illness,

e \Whenever you are about to drive.

CAUTION:
1. Physical differences in the circulation between the finger and other test sites
like the forearm and palm may result in differences in blood glucose measure-
ments from the other test sites and your fingertips. Changes in blood glucose
may be observed in finger blood samples sooner than blood samples from the
forearm and other alternate sites. Rub the alternate test sites about 20 seconds
before lancing. If you are testing for hypoglycemia (low blood glucose), or if you
suffer from hypoglycemia unawareness, we recommend that you test on your
fingertips.
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2. Talk to your doctor to see if alternate site testing is right for you. With a little bit
of education, you can give your fingertips a rest and maybe test more often than
you do now. For people with diabetes, more frequent testing is a good thing. Just
remember: any time you want to be sure of an accurate, up-to-date blood glucose
reading, test on your fingertip.

3. We strongly recommend you do AST ONLY in the following intervals:
e |n a pre-meal or fasting state (more than 2 hours since the last meal).
e Two hours or more after taking insulin.
e Two hours or more after exercise.

DO NOT use AST if:

® You think your blood glucose is low.

e You are unaware of hypoglycemia.

e Your AST results do not match the way you feel.
e You are testing for hyperglycemia.

e Your routine glucose results are often fluctuating.
e |f you are pregnant.




e L ow or high blood glucose readings can indicate a potentially serious medi
cal condition. If your blood glucose reading is unusually low or high, or if
you do not feel the way your reading indicates, repeat the test with a new test
strip. If your reading is not consistent with your symptoms or if your blood glu-
cose result is less than 60 mg/dL (3.3 mmol/L) or higher than 240 mg/dL
(13.3 mmol/L) you should contact your healthcare professional.

e Any change or administer of medication based on the plusmed fasTTest
blood glucose test results without the consent and advice of a physician or
healthcare professional is not recommended.

e Severe dehydration and excessive water loss may cause false low results. If
you believe you are suffering from severe dehydration, consult your physician
immediately.
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Introduction

Thank you for choosing the plusmed fasTTest Blood Glucose Monitoring System, the
latest advancement in biosensor technology.

Recognized for its ease of use and quick response time, the plusmed fasTTest Blood
Glucose Monitoring System is designed to process accurate results utilizing only a
small amount of blood for in vitro diagnostics. The plusmed fasTTest Blood Glucose
Monitoring System is intended for use in the home and in professional settings to
monitor whole blood glucose levels obtained from the fingertip, palm and forearm. This
is an over the counter (OTC) product.

Please read the entire User’s Manual carefully before using this product.



About the Product

Your plusmed fasTTest Blood Glucose Monitoring System is made up of several com-
ponents. This booklet is designed to guide you through the operation of the system
with detailed directions and pictures. Your plusmed fasTTest Blood Glucose Monitor-
ing System contains:

® plusmed fasTTest Meter

e One Lancing Device(optional)
e Lancets(10)

e One Carrying Case

e User manual (log book inside)
e Quick Reference Guide

¢ Insert for Lancing Device
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About the plusmed fasTTest Meter

FRONT BACK




w

©oN oA

. Display Your test results are displayed here. The large, easy to read screen

guides you through the test by using numbers and symbols.

M Button The M (mode) button is used to set time, alarm, enters the memory
mode to show the consecutive 7/14/30-day average results and turns the Meter
on and off.

. S Button The S (select/set) button is used to select year, month, day, time,

memory of results and control solution mode.

Test Port This is where you insert the Test Strip into the Meter.
Unit Switch Switch for mmol/L or mg/dL.1 mmol/L =18 mg/dL
Battery Cover

Label

Reset Button Press this button to re-set the system.

Data Port Connect interface cable to transfer data.
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About the plusmed fasTTest Meter Display

i
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. Date
. Time
. Control Solution Test

Appears when doing a control
solution test and marking the
result as a control solution test.

. Memory Symbol

Indicates in memory mode.

. Units of Measurement

Unit of mmol/L or mg/dL will
appear with the test result.

. Battery Symbol

Appears when the battery is low
or must be replaced.



7. Blood Drop Symbol
Flashes when it is ready to apply sample to Test Strip.
8. Warning Symbol

Appears when result is out of the range of your setting reference value.

9. Alarm Function Symbol
Appears when the clock alarm is set.
10. Test Strip Symbol
Appears to tell you when the meter is ready for test.
11. Day Average Symbol
Shows the average value of test results.
12. Test Result Area
Display test results.
13. Temperature Message
Appears if your meter is out of operating temperature range.

65



66

About the plusmed fasTTest Test Strip

The plusmed fasTTest Test Strip is used to perform
the blood glucose test in conjunction with the
I' plusmed fasTTest Meter.
_9 Each strip can be used only once.
The Test Strip consists of the following parts:
1. Confirmation Window
This is where you can confirm that enough blood has
been applied to the target area.
2. Target Area
- o This is where blood is drawn into the Test Strip.
3. Contact Bar
This end of the Test Strip is inserted into the Test Port
to activate the Meter. (white side face up).

13
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About the plusmed fasTTest Test Strip Vial

 Storeat 4-30°C (39-86°F).
Dol efigee
4-30°C (39-85°F) de sakiaynz.
Dondumayne.

‘» Do ot store est irips outside this via,
Test Siplrini igenin disinda tumaynz.

 Re-cap inmeditely
bl aldkian sonvasiseyi sikica
fapatnz

o Use witin 90 cays et oening
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* Usepl USMED fasTTest meter of
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Kullaning.

VIAL LABEL

Alviays close ld tightly./

Tyson Bioresearch Inc
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Zhunan Township, Miaoli County 35053, Tai
i tysonbio.com

Medical Device Safety Service GmbH
Schiffgraben 41, D-30175 Hannover,Germar

Control Solution Range
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C € 0537

« Frksing ncaplay Wl bond

+ vt st
nmigindic

Invitro dyagnostik
« Foronysigeuse
bt ol

ith./Dist.: Trimpeks ith.ihrTurve Tic.AS.
Sulan Selim Mah. Yunus Emre Cad. No:1/11
Kagithane 34415 ISTANBUL, TURKIYE

Tel: +90 212 319 50 00 Fax: +90 212 319 50 50

H

Expiration Date

TEST STRIP VIAL

Lot Number

Anays close I tighty.

vial
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s Tyson Bioresearch Inc.

F. No. 16,18, 20, 22, K
hip, Miaoli
W ysonbio.com

Medical Device Safety
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Installing/Replacing the Battery

When the battery is low, the Meter will show a warning signal.
When this display appears, it is time to replace a new battery. .

When the low battery warning signal is shown, the Meter will pro- ’-
vide accurate results for approximately 50 more measurements.

How to Replace the Battery

1. From the back of the Meter, gently lift the battery cover.

2. Insert a 3-Volt Lithium battery (CR-2032) with the “+” side facing up.
3. Close battery cover.




Setting Up the Meter

To turn the Meter on, first insert a battery, then press the reset button located at the

back of the Meter and proceed with the following instructions.

Setting Up the Date & Time

1.

Press the M button to enter this mode. Press
and release S button to choose “24hr” or “12hr”
display. With your preferred clock mode, press
M button and the year setting will appear. Press
and release the S button until the correct year
appears. (Fig.1)

To set the year and move on to choose the
month, press the M button. To change the
month, press the S button. (Fig.2)

To set the month and move on to choose the
day, press the M button. To change the day,
press the S button. (Fig.3)

i2hr

(Fig.3)
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4. To set the day and move on to choose the hour setting, press B
the M button. (Fig.3)

5. To change the hour, press the S button. To set the hour and
move on to change the minutes, press the M button. (Fig.4)

6. To change the minutes, press the S button. To set the minutes
and move on to choose the alarm setting, press the M button.

(Fig.4) YEs 00

(
Setting Up Alarm ,. 4

7. To set the first alarm, press the M button (yes). If you press

S button (no), it will be moved on to health management &30
alarm setting (step 11). To change the hour, press S button. o |
To enter the hour and move on to change the minutes, press (
M button. To change the minutes, press S button. To enter the

minutes and move on to choose the second alarm setting, (Fig.5)
press the M button. (Fig.5)



8. To set the second alarm, press the M button (yes).

If you press S button (no), it will be moved on to health manage-
ment alarm setting (step 11). To change the hour, press S button.
To set the hour and move on to change the minutes, press M
button. To change the minutes, press S button. To set the minu-
tes and move on to choose the third alarm setting, press the M
button. (Fig.6)

. To set the third alarm, press the M button (yes). If you press S
button (no), it will be moved on to health management alarm
setting (step 11). To change the hour, press S button. To set

the hour and move on to change the minutes, press M button.

To change the minutes, press S button. To set the minutes and
move on to choose the fourth alarm setting, press the M button.
(Fig.7)
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10.

11.

12.

To set the fourth alarm, press the M button (yes). If you press S
button (no), it will be moved on to health management alarm
setting (step 11). To change the hour, press S button. To set the
hour and move on to change the minutes, press M button. To
change the minutes, press S button. To set the minutes and move
on to health management “HI alarm setting” press the M button.
(Fig.8)

Note: When the alarm is ringing, press S or M button to turn off
the alarm or the alarm will turn off automatically after 30 seconds.
To change the “HI alarm setting” press the S button. To set the
‘HI alarm setting” and move on to “LO alarm setting” press M
button. (Fig.9)

To change the “LO alarm setting” press the S button. Further
press M button to enter the “LO alarm setting” and finish the
meter setting, turn off the meter. (Fig.9)

(Fig.8)

p= g

N
=3
B

mg/dL

-
=]

-
=3
3

mg/dL

(Fig.9)




Unit Selection

1.

Select unit, mg/dL or mmol/L on the back.

mmol/L mg/dL
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The Control Solution Test

The Control Solution is used to check and ensure that the plusmed fasTTest Blood
Glucose Monitoring System and plusmed fasTTest Test Strip are working together
properly and that you are performing the test correctly.

When to Perform a Control Solution Test

1.
2.
3.

4.
5.

Note: There are three Control Solutions at different desired range of aqueous glucose
(Low, Normal or High). For more information about the Control Solution, please read
your Control Solution package insert. Two sets of control solution should be used, a
high level and a low level control solution of your choice. For order information, please

When you are using your Blood Glucose Monitoring System for the first time.
When you are using a new batch of Test Strips.

Anytime you question the performance of the system, or on a regular basis to
ensure accuracy, e.g. once a week.

When you adjust your diabetic medication plans.

When your blood glucose test result is lower or higher than your normal level.

contact your dealer.



To Perform a Control Solution Test

1.

Make sure the Control Solution is at room temperature (15°C to 35°C or 59°F

to 95°F) prior to testing.

Insert a Test Strip, white side face up with the Contact Bar end first. Push all the
way into test port until meter automatically turns on. (Fig.10)

All segments of the LCD display will appear, a beep will sound and moving
dotted lines will appear followed by a flashing “ @ “ symbol. (Fig.11)

After the “ @ “ symbol appears, press the S button for 3 sec to switch control
solution mode. The “ ctl “ symbol indicates that the Meter will mark your current
test as a Control Solution test. Now you are ready to apply the Control Solution.
(Fig.12)

ctl
r . .
L I I
mg/dL mg/dL
(Fig.11) (Fig.12)
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5. Discard the first drop of Control Solution and squeeze a small
drop of Control Solution on a clean nonabsorbent surface (such w

as a clean piece of wax paper). Do not apply Control Solution to

the Test Strip directly from the bottle. ¢

6. Bring the tip of the Test Strip to lightly touch the drop of Control
Solution. Control Solution is automatically pulled into the strip 523 o 308
through the tip. Hold until the meter beeps. The meter will now ( :‘ ':
begin counting down from 5 to 1 and the Control Solution test i J

mg/dL

result will appear.

CAUTION:
Please remember that in order to prevent contamination, follow the above
instructions for performing the Control Solution test.




Comparing Control Solution Results

The plusmed fasTTest Blood Glucose Monitoring System is functioning properly if the
results fall inside the specified range printed on the Test Strip vial. If the test results fall
outside the specified range, repeat the test.
Results falling outside the specified range may be caused by

e Error in performing the test,

e Control solution temperature is lower than 15°C (59°F)

or higher than 35°C (95°F),

e Expired or contaminated Control Solution,

e Expired or contaminated Test Strips,

e Meter malfunction.

Note: The result will not be incorporated into the average in the Control Solution test
“ ctl “ mode. DO NOT use the system if the problem persists.
Please contact our central technical service.
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Testing Your Blood Glucose Level

Before testing blood glucose, you need the following items:
1. plusmed fasTTest Meter

2. plusmed fasTTest Test Strip

3. Adjustable Lancing Device

4. Sterile Lancet

CAUTION:
To reduce the chances of infection:

e Never share a lancing device and lancet with another person.

e Always use a new and sterile lancet. Lancets are for single use only

e Always use a new Test Strip, Test Strips are for single use only.

¢ Do not get lotion, ail, dirt or debris in or on the lancet and lancing device.




Preparing the Test Strip

1. Wash hands using soap and warm water. Rinse and dry thoroughly.

2. Pull out a Test Strip from the vial and re-cap the vial immediately.

3. Insert a Test Strip, white side face up with the Contact Bar end first. Push all the
way into test port until meter automatically turns on.

4. A beep will sound and the sort line moving clockwise will appear.

5. Now you are ready to obtain a blood sample.

mghdL
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Obtaining a Blood Sample

SAMPLE MAY BE OBTAINED FROM FINGER, PALM or FOREARM

For further instructions please see the insert provided with lancing device.

Unscrew and remove the endcap of the lancing device.

Insert the lancet into the lancet holder.

Twist and remove the protective lancet cover to expose the sterile needle tip.

Recapping and screwing the endcap to the body of the lancing device.

Pull back on the cocking mechanism until it comes to a stop.

Place the lancing device firmly against the finger tip and press the

release button.

After sampling, remove the endcap containing the used lancet carefully.

8. Remove the lancet from the lancing device. Discard the used lancet properly in
accordance with local, state, and federal law.

S

~



Applying Blood Sample to the plusmed fasTTest Test Strip

1. After obtaining a blood sample, place the drop onto the test well of the Test Strip.
Blood is automatically drawn into the Test Strip.

2. As soon as enough blood has filled the Confirmation Window (see picture) of the
Test Strip, the Meter will beep and begin counting down from 5 to 1. Your blood
glucose result will appear on the LCD display and will be stored into the Meter
memory automatically.

__lou
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plusmed
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Note: To ensure accurate results, make sure the Confirmation Window of the Test
Strip is completely filled with your blood sample.

mg/dL
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3. After the test result appears, if no further tests are performed, the Meter will
automatically shut off after 3 minutes. After finishing the test, we recommend
using a tissue to remove the used strip from the Meter for proper disposal.

plusmed




HI and LO Readings

1.

The test results range between 20 to 600 mg/dL (1.1 to 33.3
mmol/L). If a “HI” message appears on the display, your Meter
has detected that your blood glucose level is higher than 600
mg/dL(33.3 mmol/L). It is suggested that you review your test-
ing procedure and test again with a new Test Strip to confirm
the result. If the same result occurs, consult your healthcare
professional immediately. (Fig.13)

If a "LO” message appears on the display, your Meter has
detected that your blood glucose level is lower than 20 mg/dL
(1.1 mmol/L). It is suggested that you review your testing proce-
dure and test again with a new Test Strip to confirm the result.
If the same result occurs, consult your healthcare professional
immediately. (Fig.14)

N
)

-
e
- e

(Fig.13)
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g

(Fig.14)
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Memory Features

The plusmed fasTTest Meter automatically stores the 300 most recent blood glucose
results with date and time in its memory. It also provides you with a consecutive
7/14/30-day average of your blood glucose test results.

1. Press M button to turn on the meter. All segments of the LCD
display will appear. The date and time will appear first.

2. Press S button, the result of control solution will appear on display.*

3. Press S button, the consecutive 7-day average will be shown.*

4. Press S button, the consecutive 14-day average will be shown.* )

5. Press S button, the consecutive 30-day average will be shown.* Sc3& o
o

Note: * If there is no test results during this stage, it will directly ap- »"‘ “«

pear the most recent test result. o

R

(i
e




6. Press S button, the most recent test result will appear. If it has
14-day average result, it will show under the screen at the same
time. Each time you press the S button, the meter will recall the
last 300 test results accordingly. When the memory is full, the
oldest result is removed and replaced with the newest result.

7. Press and release the S button to the end of the memory, “000”
will show. Then press the S button again or press M button at
anytime to turn off the meter.

Exiting the Memory Mode

1. Press the M button to turn off the meter.

523" 308"
o
)

[TERE

Mem

-
-
-—
-
-,
RN

=
=
[t

2. Meter will shut down automatically after 3 minutes with no further action.
Note: The consecutive 7/14/30-day average is calculated from the blood glucose

results obtained during the last consecutive 7/14/30-day.

To Record Your Results

We have provided a log book for your recording convenience. To learn more about
how to record your results, please refer to the log book for further instructions.
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Transfer Test Results to a Computer

With the plusmed fasTTest Blood Glucose Monitoring System, it is easy to transfer
test results to your personal computer. Follow these simple instructions:

1.

Obtain the required software and cable

For downloading the software please call our central technical service or visit website of
www.trimpeks.com

Install the software on your computer

Installation instructions will be provided with the software.

Get ready to transfer test results

Connect the interface cable to a serial port on your computer. Then con
nect the other end of interface cable to the data port located on the side
of the meter with the meter turned off. “PC” will appear on the display,

=
S

indicating that the meter is in the communication mode.

Transfer data

Follow the instructions provided in the software to download the results from the
meter. After finishing the data transfer, press M button to turn off the meter.
Note: While in the communication mode, you will be unable to perform a blood
glucose test. If the meter is not in the PC link mode, it will not respond to com-
puter commands.



Care and Storage

1.

2.

Handle the meter with care. Dropping or throwing the meter may cause damage
to the device.

Do not expose the meter, Test Strips, and Control Solution to extreme conditions,
such as high humidity, heat, freezing cold or dust.

Always wash hands with soap and water and rinse and dry completely before
handling the meter and Test Strips.

When cleaning the meter, gently wipe the exterior surface using a damp soft
cloth. DO NOT USE ANY ORGANIC SOLVENT for cleaning.

The meter should be stored at room temperature in a dry and clean space. DO
NOT STORE IN DIRECT SUNLIGHT OR AREAS WITH HIGH HUMIDITY AND/
OR DUST. It is advised that you store the meter and its accessories into the
provided carrying case.

For healthcare professionals using this system on multiple patient, please be aware that all
items that come in contact with human blood should be handled as potential biohazards.
Users should follow the guidelines for prevention of blood-borne transmittable diseases in a
healthcare setting for potentially infectious human blood specimens as recommended in the
National Committee for Clinical Laboratory Standards, Protection of Laboratory Workers from
Instrument Biohazards and Infectious Disease Transmitted by Blood, Body Fluids and Tissue:
Approved Guideline. NCCLS document M29-A [ISBN 1-56238-339-6].
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Display Messages

DISPLAY

WHAT IT MEANS

ACTION

BG83 7168 scad
ACH 2
B0 []

I BB

System check for verifying
that all segments of the me-
ter are functioning.

No action necessary

The system is ready to ac-
cept a blood sample.

You may now apply a blood
sample.

ctl

mg/dL

The system is ready to
accept a Control Solution
sample.

You may now apply a drop
of Control Solution sample.




DISPLAY

WHAT IT MEANS

ACTION

bl 350
(L A
.“

Indicate the result is HIGHER
than the “HI alarm setting” of
the health management.

For your reference or you
can change the default
setting value 180 mg/dL ac-
cording to page 69-72.

[ P Indicate the result is LOWER | For your reference or you can
.' "A than the “LO alarm setting” of | change the default setting
.. "‘ the health management. value 70 mg/dL according to
A\
mgidL page 69-72.
Meter detects blood glucose | Indicates high blood glucose
Lo level is higher than 600 mg/ level. Repeat test. If result still
l-" dL (33.3 mmol/L). occurs, consult your physi-

cian immediately.
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DISPLAY

WHAT IT MEANS

ACTION

'-
- ey,
g |

Meter detects blood glucose
level is lower than 20 mg/dL
(1.1 mmol/L).

Indicates low blood glucose
level. Repeat test. If result
still occurs, consult your
physician immediately.

Temperature is high during
the test procedure.

Result may be larger
variation. Move to a cooler

"ﬁ environment (10 - 40°C or 50
I d - 104°F) and wait 15 minutes
moct before re-testing.
Temperature is low during Result may be larger
. the test procedure. variation. Move to a warmer
i D environment (10 - 40°C or 50
mg';dL - 104°F) and wait 15 minutes

before re-testing.




DISPLAY

WHAT IT MEANS

ACTION

-— e
&=

Temperature is too high to
perform the test.

Repeat the test in a cooler
setting (10 - 40°C or 50 -
104°F). Wait 15 minutes
before re-testing.

.-

_— e,
=
=

Temperature is too low to
perform the test.

Repeat the test in a warmer
setting (10 - 40°C or 50 -
104°F). Wait 15 minutes
before re-testing.

An error message indicating

a problem with the Test Strip.

Review the instructions and
try again with a new Test
Strip.
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DISPLAY

WHAT IT MEANS

ACTION

An error message indicating
a problem with the meter.

Press “reset” button and

check the meter again with
the test strip. If the problem
persists, contact Customer

='|' L‘ Service for help.

Battery power is low. Meter Replace with a new 3-Volt
] - = will provide approximately 50 | lithium battery (CR-2032).
L ] more measurements.

Battery power is too low for Replace with a new 3-Volt
> further usage. lithium battery (CR-2032)
- a@» _a
[ immediately.




DISPLAY WHAT IT MEANS ACTION
Hem All testing values recorded Press M or S button or wait
.-l "l l-l in the memory have been for 3 minutes to turn off the
L‘ U '.' shown. meter.
e The setting alarm is ringing Press M or S button to shut

[aY
4D aam

to remind of doing the blood
glucose test.

off or the alarm will turn off
automatically after 30 sec.
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Other problems that may occur

Action

The Test Strip has not been inserted
into the meter properly.

Review the instructions and re-insert the
Test Strip correctly (white side face up).

Defective Test Strip.

Replace with a new Test Strip.

Insufficient blood sample.

Repeat the test with new Test Strip.

Test Strip remains in the test port for
more than 3 minutes prior to testing.

Meter will automatically turn-off. Re-
insert the Test Strip to the test port.

LCD display on the meter is blank when
trying to perform a test.

Contact our central technical service




Specifications

Meter Operating Conditions

Temperature
Humidity
Hematocrit

Test Sample
Sample Volume
Measuring Unit
Measuring Range
Test Time
Memory Capacity
Average

External Output
Power supply
Battery Life
Dimension and Weight

10°C - 40°C(50°F - 104°F)
10-90% RH

35-55%

Capillary Whole Blood from Fingertip, Palm and Forearm
>0.5 pl

mg/dL or mmol/L

20-600 mg/dL (1.1-33.3 mmol/L)
5 sec

300 most recent results

7/14/30 days average results
Standard RS232 PC interface
3-Volt lithium battery (CR-2032)
Approximately 1000 tests

92 x58 x19 mm; 60 g

Note: Please refer to the Test Strip Insert for the performance of system

accuracy and precision.
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The plusmed fasTTest Meter, plusmed fasTTest Test Strip and
Control Solution are in conformity with the IVDD 98/79/EC.

Manufacturer: EU authorized representative:
Tyson Bioresearch Inc. Medical Device Safety Service GmbH
5F, No. 16, 18, 20, 22, Kedong 3rd Rd., Schiffgraben 41, D-30175

Zhunan Township, Miaoli County 35053, Taiwan ~ Hannover,Germany
www.tysonbio.com

The Lancets and Lancing Device are in conformity with the
MDD 93/42/EEC.

Manufacturer: EU authorized representative:
Shandong Lianfa Medical Plastic Products Co., Ltd.  Shanghai Intemational Holding Corp.

No.1 Shuangshan Sanjian Road, GmbH (Europe)

250200, Zhangajiu City, Jinan, Shandong, EiffestraBe 80, 20537 Hamburg,

People’s Republic of China GERMANY

Manufacturer: EU authorized representative:
SteriLance Medical (Suzhou) Inc. EMERGO EUROPE

No.68 Litanghe Road, Xiangcheng, Prinsessegracht 20, 2514 AR, The Hague,

96 Suzhou, 215133, China The Netherlands



Limitations of the Procedure

CAUTION:
The plusmed fasTTest System is designed for in vitro diagnostic use only and is
not intended to test on newborns. Any change or administer of medication based
on the plusmed fasTTest blood glucose test results without the consent advice of
a physician or healthcare professional is not recommended.

The plusmed fasTTest Test Strips are designed for use with fresh capillary whole blood
samples obtained from the fingertip, palm and forearm. False results may occur when
performing the test while severely dehydrated, severely hypotensive, in shock or in
a hyperglycemic-hyperosmolar state. If you believe you are suffering from any of the
above symptoms, consult a healthcare professional immediately.

CAUTION: Electromagnetic Interference : Interference of electromagnet from other
equipment has not yet been found. To avoid electrostatic discharge, do not use the
blood glucose monitoring system close to cell phone, computer and other home
appliances.
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Service and Warranty

IMPORTANT:

Trimpeks cannot endorse the performance of the plusmed fasTTest System when
used with Test Strips other than those designed for the plusmed fasTTest Meter. The
plusmed fasTTest System manufacturer warranty is valid only when used properly
within the guidelines of the provided User’'s Manual and is invalid when the plusmed
fasTTest System and plusmed fasTTest Test Strip are used improperly.



Warranty

Trimpeks guarantees that this device will be free of defects in materials and workman-
ship for a period of two years from the date of original purchase. During the stated two-
year period, our company shall repair or replace any plusmed fasTTest Meter found
defective with a new plusmed fasTTest Meter.

This warranty does not apply to the performance of a plusmed fasTTest Meter that has
been accidentally damaged, altered, misused, tampered with or abused in any way.
In no event shall our company be liable to the purchaser or any other person for any
incidental, consequential, or punitive damages arising from or in any way connected
with the purchase or operation of the plusmed fasTTest Meter or its parts.

For warranty services, purchaser must contact Trimpeks for help.
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Customer Service

If you have any questions or concerns regarding this product or its operation, please
call our central technical service line or email us. We are happy to assist you.

Technical Service Hotline
00 90 212 319 50 57
or
teknikservis@trimpeks.com
website: www.trimpeks.com

When you call our technical service, please have your plusmed fasTTest Meter,
plusmed fasTTest Test Strip and all other supplies available. This will allow us to
answer any of your questions with speed and efficiency.
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ml Manufacturer
Authorised representative in the European Community
@ Do not use if package is damaged
X Temperature limitation
A\ Caution consult accompanying documents
E Waste Electrical and Electronic Equipment Directive
Self-Testing in vitro diagnostic medical device
[:E] Read instructions before use
C€,,.,, CE mark
1"‘ Keep the product in a dry place
:& Keep the product from direct sunlight

[sn] Serial number
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Kendi Kendine Olc¢iim icin Kayit Giinligii

Sunlarn kayit edebilirsiniz
Kan sekeri 6lcim sonugclari
instlin ve ilag tedavisi dozlari
Notlar

Name/isim

Phone number/Telefon numarasi

Address/Adres

| have diabetes. In case of emergency, notify:
Ben Seker Hastaslyim. Acil bir durumda lutfen asagidaki kisileri haberdar ediniz:

Doctor’'s name/Doktor adi

Doctor’s phone number/Doktorun telefonu
Emergency contact and tel/Acil durum kontagi ve tel

Other medical information/Diger tibbi durumlar
Allergies/Alerjiler




Date/Tarih |  Breakfast/Kahvalt Lunch/Ogle Yemegi Dinner/Aksam Yemegi | Bedtime/Yatmadan Once Comments

. . . (i.e., diet, exercise
Blood Insulin or Blood Insulin or Blood Insulin or Blood Insulin or stress, etc)

glucose medication glucose medication glucose medication glucose medication Notlar
. [ . P . Lo . S (i.e., diyet, egzersiz
Kan sekeri | Insilin veya | Kan sekeri | Insilin veya | Kan sekeri | Insiilinveya | Kan sekeri | Insiilin veya stres, vb)
ilag dozu ilag dozu ilag dozu ilag dozu

Monday
Pazartesi

Tue
Sali

Wednesday
Carsamba

Thursday
Persembe

Friday
Cuma

Saturday
Cumartesi

Sunday
Pazar




Date/Tarih |  Breakfast/Kahvalt Lunch/Ogle Yemegi Dinner/Aksam Yemegi | Bedtime/Yatmadan Once Comments

. . . (i.e., diet, exercise
Blood Insulin or Blood Insulin or Blood Insulin or Blood Insulin or stress, etc)

glucose medication glucose medication glucose medication glucose medication Notlar
. [ . P . Lo . S (i.e., diyet, egzersiz
Kan sekeri | Insilin veya | Kan sekeri | Insilin veya | Kan sekeri | Insiilinveya | Kan sekeri | Insiilin veya stres, vb)
ilag dozu ilag dozu ilag dozu ilag dozu

Monday
Pazartesi

Tue
Sali

Wednesday
Carsamba

Thursday
Persembe

Friday
Cuma

Saturday
Cumartesi

Sunday
Pazar




Date/Tarih |  Breakfast/Kahvalt Lunch/Ogle Yemegi Dinner/Aksam Yemegi | Bedtime/Yatmadan Once Comments

. . . (i.e., diet, exercise
Blood Insulin or Blood Insulin or Blood Insulin or Blood Insulin or stress, etc)

glucose medication glucose medication glucose medication glucose medication Notlar
. [ . P . Lo . S (i.e., diyet, egzersiz
Kan sekeri | Insilin veya | Kan sekeri | Insilin veya | Kan sekeri | Insiilinveya | Kan sekeri | Insiilin veya stres, vb)
ilag dozu ilag dozu ilag dozu ilag dozu

Monday
Pazartesi

Tue
Sali

Wednesday
Carsamba

Thursday
Persembe

Friday
Cuma

Saturday
Cumartesi

Sunday
Pazar




Date/Tarih |  Breakfast/Kahvalt Lunch/Ogle Yemegi Dinner/Aksam Yemegi | Bedtime/Yatmadan Once Comments

. . . (i.e., diet, exercise
Blood Insulin or Blood Insulin or Blood Insulin or Blood Insulin or stress, etc)

glucose medication glucose medication glucose medication glucose medication Notlar
. [ . P . Lo . S (i.e., diyet, egzersiz
Kan sekeri | Insilin veya | Kan sekeri | Insilin veya | Kan sekeri | Insiilinveya | Kan sekeri | Insiilin veya stres, vb)
ilag dozu ilag dozu ilag dozu ilag dozu

Monday
Pazartesi

Tue
Sali

Wednesday
Carsamba

Thursday
Persembe

Friday
Cuma

Saturday
Cumartesi

Sunday
Pazar




Date/Tarih |  Breakfast/Kahvalt Lunch/Ogle Yemegi Dinner/Aksam Yemegi | Bedtime/Yatmadan Once Comments

. . . (i.e., diet, exercise
Blood Insulin or Blood Insulin or Blood Insulin or Blood Insulin or stress, etc)

glucose medication glucose medication glucose medication glucose medication Notlar
. [ . P . Lo . S (i.e., diyet, egzersiz
Kan sekeri | Insilin veya | Kan sekeri | Insilin veya | Kan sekeri | Insiilinveya | Kan sekeri | Insiilin veya stres, vb)
ilag dozu ilag dozu ilag dozu ilag dozu

Monday
Pazartesi

Tue
Sali

Wednesday
Carsamba

Thursday
Persembe

Friday
Cuma

Saturday
Cumartesi

Sunday
Pazar
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