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IMPORTANT: Please read this information and your
plusmed fasTTest user’'s manual before using plusmed
fasTTest Test Strips. Call our central technical service
immediately if these instructional materials or your
meter results seem unclear.

Intended Use

The plusmed fasTTest Blood Glucose Test Strips are
used with the plusmed fasTTest Blood Glucose Meter for
quantitatively measuring glucose (sugar) in whole blood
obtained from the fingertip, palm and forearm. The plusmed
fasTTest Test Strips are for testing outside the body (in
vitro diagnostic use). plusmed fasTTest Blood Glucose
Monitoring System is intended for use in the home and in
professional settings to monitor blood glucose levels.

Test Principle

On each test strip there is a test area containing reaction
chemicals. When blood is applied to this area, a chemical
reaction takes place, then a transient electrical current is
formed. The blood glucose concentration is calculated
based on the electrical current detected by the meter, then
the result is showed on the display. The test measures
glucose from 20 mg/dL (1.1mmol/L) to 600 mg/dL (33.3
mmol/L). The plusmed fasTTest Test Strip is calibrated to
display the equivalent of plasma glucose values to allow
easy comparison of results with laboratory methods.

Precautions

e For in vitro diagnostic use (outside the body) only.

* Do not reuse test strips.

* Do not use test strips beyond the expiration date printed
on the package since this may cause inaccurate results.

e Discard the vial and any unused test strips 3 months after
you first open it. Constant exposure test strips to air may
destroy chemicals in the test strip. This damage can cause
incorrect readings.

e The sample must only be applied to the tip of the test strip.
Do not apply blood or control solution to the top, left or
right sides of the test strip. This may cause inaccurate
test results.

e Use only the plusmed fasTTest Blood Glucose Meter with
the plusmed fasTTest Test Strips.

e Keep the test strip vial away from children. The cap is a
choking hazard. The cap or vial contains drying agents
to protect the test strips. Drying agents may be harmful if
inhaled or swallowed and may cause skin or eye irritation.
Any change in medication based on the plusmed
fasTTest blood glucose test results without the
consent and advice of a physician or healthcare
professional is not recommended. Consult your
physician or healthcare professional before making
changes in your treatment plan based on your blood
glucose test results.
Severe dehydration and excessive water loss may cause
false low results. If you believe you are suffering from
severe dehydration, consult your physician immediately.
All devices contaminated with blood should be disposed
of properly. Healthcare professionals should follow their
institution’s infection control protocols.
If you get plusmed fasTTest Control Solution test results
that fall outside the range printed on the test strip vial,
repeat the test with a new test strip. If the test result is
still outside the range printed on the test strip vial, the
plusmed fasTTest may not be working properly. DO NOT
use the system to test your blood until you get a control
solution test result within the range printed on the test strip
vial label.

Storage and Handling

e Store at room temperature between 4-30°C (39-86°F).
Do not refrigerate or freeze. Avoid exposing test strips to
extreme temperatures.

o Store away from direct sunlight and heat.

e Use each strip immediately after removing it from the vial.

e Store your test strips in their original vial only. The cap or
vial contains drying agents to protect the test strips. Do
not transfer test strips to a new vial or any other container.

e After removing a test strip from the vial, replace the vial
cap immediately and close it tightly.

* Do not bend, cut, or alter the Test Strip in any way.

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

How to do the Test

See your User's Manual for a step-by-step guide on how to
do the test.

For Testing Glucose in Capillary Whole Blood

Warning

Alternate site testing (AST) should ONLY be used in
the following intervals:
e In a pre-meal or fasting state.
(more than 2 hours since the last meal)
* Two hours or more after taking insulin.
® Two hours or more after exercise.

DO NOT use AST if:

® You think your blood glucose is low.

® You are unaware of hypoglycemia.

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

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

1. Select the Puncture Site to Obtain Blood

You may obtain a blood drop from the fingertip, palm,
or forearm. If using the forearm, choose a fleshy area
away from bone, visible veins and hair. If using the palm,
choose a fleshy area on the palm below your thumb or
pinky finger. Select a spot with no visible veins and away
from deep lines, which may cause your blood sample
to smear. Wash your hands and the puncture site with
warm, soapy water. Dry them thoroughly. If you use an
alcohol swab, make sure the skin is dry before lancing.
To help you get a large enough drop of blood, you may
gently massage or apply warmth to the site to increase
blood flow. Press and hold the sampler against your
fingertip, palm or forearm for a few seconds, then press
the release button.

2. Blood Glucose Testing

Insert a Test Strip to the meter. The meter will turn on.
Use the Lancing Device to obtain the right size blood
drop. Refer to your Lancing Device User’s Instruction for
how to lance your finger, forearm and palm. Then obtain
a blood sample about the size of a pinhead.

Gently touch only one edge of the Test Strip to the blood
sample. You may fill the blood to the tip of test strip.
Do not apply blood to the top, left or right sides of
the test strip. Do not press the edge of the strip against
the test site. When the strip is full of blood, the meter
will “beep” or you will see the test strip chamber area
completely filled.

3. Read Results

Read the test results in an average of 5 seconds. The
result will be stored in the meter memory.

Results are displayed as mg/dL (milligrams per deciliter
of blood) or mmol/L (millimoles per liter of blood)
depending on the units you chose when you set up your
meter. To change the units displayed, see your User’s
Manual section “Setting Up the Meter.” (The mg/dL is
the standard unit in the United States. Meters used in
the United States must be set to read in mg/dL)

What Do Your Results Mean?

Normal Glucose Values

The normal fasting glucose range for a non-diabetic
adult is 70 to 110 mg/dL (3.9 to 6.1 mmol/L)". One to two
hours after meals, normal glucose values should be less
than 140 mg/dL (7.8 mmol/L).” For people with diabetes,
consult your physician or healthcare professional for the
target glucose values that are right for you.

Low Glucose Values

The plusmed fasTTest Meter displays results between 20
and 600 mg/dL (1.1 and 33.3 mmol/L). If your test result is
lower than 20, “Low” (LO) will appear on the meter display.
This indicates severe low blood sugar (hypoglycemia). You
should immediately treat low blood sugar as recommended
by your healthcare professional.

High Glucose Values

If your test result is above 600 mg/dL (33.3 mmol/L), “High”
(HI) will appear on the meter display screen. This indicates
severe high blood sugar (hyperglycemia). You should
immediately treat high blood sugar as recommended by
your healthcare professional.

Unexpected Results

Low or high blood sugar readings can indicate a poten-
tially serious medical condition. If your blood sugar is
unusually low or high, or if you do not feel the way your
results indicate, repeat the test with a new test strip.

If your reading is not consistent with your symptoms
or if your blood glucose 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 and follow
his or her treatment advice.

Limitations

The plusmed fasTTest Blood Glucose Test Strips give

accurate results when the following limitations are

observed:

1.Use only the plusmed fasTTest Test Strip with the
plusmed fasTTest Meter.

2.Use only capillary whole blood from finger, palm and
forearm. Do not use plasma or serum.

3.Do not use neonate samples. plusmed fasTTest Test
Strips are not validated for and should not be used for
testing neonatal blood specimens.

4.The system is tested to accurately read the measurement
of glucose in whole blood within the range of 20 to
600mg/dL (1.1-33.3 mmol/L).

5.This system can be used up to an altitude of 7545 feet.

6.The test strips are for single use only. Do not reuse test
strips.

Additional Information for Healthcare Professionals

7.plusmed fasTTest Test Strip does not interfere with the
hematocrit at a normal range (35-55%) of blood glucose.
8.Acetaminophen, uric acid, ascorbic acid (vitamin C),
and other reducing substances when occurring in
normal blood or normal therapeutic concentrations do
not significantly affect results. However, abnormally high
concentrations in blood may cause inaccurately high
results.
9.Lipemic samples; Cholesterol up to 375 mg/dL or
triglycerides up to 2,000 mg/dL do not significantly
affect test results. However, glucose values in specimens
beyond these levels, should be interpreted with caution.
10.Blood samples that contain a high concentration of
dissolved oxygen may lower the test result.
11.Antiglycolysis and anticoagulants in blood samples
may affect the test results.
12.Severe dehydration, diabetic ketoacidosis,
hyperosmolar non-kitotic state, hypotension, shock, or
peripheral vascular disease.**° may cause inaccurate
results.
13.Critically ill patients should not be tested with home use
blood glucose monitors as it may lead to inaccurate
results.

Quality Control

The control solutions are used to check the performance

of the plusmed fasTTest meter, Test Strips, and your testing

technique. The system is performing correctly if the control
solution test result falls within the specific control solution
range listed on your Test Strip vial.

A control solution test should be performed:

e when you first get your meter, before doing a blood test,

e when you begin using a new vial of test strips,

e when you suspect that the meter or test strips are not

working properly,

e when your blood glucose test results are not consistent
with how you feel, or when you think your results are not
accurate,

e if you drop your meter, or upon the advice of your
healthcare professional.

When a control solution test is done, you should get results
within the expected range printed on the test strip vial. If
control solution test results fall outside this range, repeat the
test. Results that fall outside the range may be caused by:

e error in performing the test,

e expired or contaminated control solution,

e test strip deterioration or meter malfunction.

If the problem persists, the system may not be working
properly. DO NOT continue to use the system to test your
blood glucose level. If you continue to get results that
fall outside the specified range, please call our central
technical service.

Note: plusmed fasTTest Control Solutions are required but
not supplied with Test Strips for checking the system. For
order information, please contact our central technical
service.

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

Performance Characteristics

Measuring Range
20-600mg/dL (1.1mmol/L to 33.3 mmol/L)

Accuracy

The accuracy of the plusmed fasTTest System was
compared with YSI 2300 Stat Plus glucose analyzer with
fingertip testing done by persons with diabetes. The
linear regression statistics are derived from a plot of the
plusmed fasTTest capillary data (y) versus YSI glucose
analyzer (x). The linear regression equation for the study
was y=0.98x-0.52. The coefficient was 0.9789. The sample
numbers were 112. The glucose range of the sample was
56-429mg/dL.

Fingertip results

For glucose results lower than 75mg/dL, the 100%
percent (and the number) of meter results that (127 1‘32)
match the laboratory method within 15 mg/dL
For glucose results at or higher than 75mg/dL, 98
the percent (and the number) of meter results (©8/ 1‘60)
that match the laboratory method within 20%

) . 98%
Total number of patients in the study (110/112)
Alternate site testing results

Palm Forearm

For glucose results lower than 75mg/|
dL, the percent (and the number)| 100% 100%
of meter results that match the| (12/12) | (12/12)
laboratory method within 15 mg/dL
For glucose results at or higher
than 75mg/dL, the percent (and the| 99% 97%
number) of meter results that match| (98 /99) | (96 /99)
the laboratory method within 20%

. . 99% 97%
Total number of patients in the study (110/111)| (108 / 111)

Precision

Between-run precision of plusmed fasTTest test strips was
measured with venous blood samples in the laboratory.
The pooled precision data for three hundred test strips
from 3 lots (n=300) is shown in the tables below:

Between-Run Precision

Average Glucose
Concentration (mg/dL) 87.7190.01 130 | 224 | 353
SD (mg/dL) 18|28 |41|54(|76
CV (%) 47|32 [33]24]21
Chemical Composition
Glucose oxidase (Aspergillus niger) 1.4% wiw
Potassium ferricyanide 2.6% w/w
Non-reactive ingredients 96% w/w
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ONEMLI: Lutfen plusmed fasTTest Test Striplerini
kullanmadan 6nce burada yer alan bilgileri ve plusmed
fasTTest kullanim kilavuzunu dikkatlice okuyunuz.
Kilavuzlara dair sorulariniz oldugunda veya cihaziniz
ile elde edilen sonuglar tatmin edici degil ise derhal
Trimpeks Merkez servisimizi arayiniz.

Planlanan Kullanim

plusmed fasTTest Kan Sekeri Test Stripleri parmak ucu, avug
ici ve 6n koldan alinan tam kandaki gltkozu (seker) nicel
agidan dlgmek Uzere plusmed fasTTest Kan Sekeri Olgtim
Cihazi ile birlikte kullanilir. plusmed fasTTest Test Stripleri,
vicut disindan test yapmaya yoneliktir (in vitro diyagnostik
kullanim). plusmed fasTTest Kan Sekeri Olgiim Sistemi,
kan sekeri seviyelerinin élctlmesi igin evde ve profesyonel
yerlerde kullanima yoneliktir.

Test ilkesi

Her bir test stribi Uzerinde, reaksiyon kimyasallari iceren bir
test bolgesi mevcuttur. Bu bolgeye kan uygulandiginda,
bir kimyasal reaksiyon gerceklesir, daha sonra gecici bir
elektrik akimi meydana gelir. Kan sekeri konsantrasyonu,
cihaz tarafindan tespit edilen elektrik akimina istinaden
hesaplanir ve daha sonra sonug ekranda goéruntulenir. Bu
test, 20 mg/dL (1.1 mmol/L) ile 600 mg/dL (33.3 mmol/
L) araliginda glikoz 6lgtimu yapar. plusmed fasTTest Test
Stribi, laboratuar yontemleri ile sonuglarin kolay mukayesesi
agisindan plazma glukoz degerlerine denk goértntileme
yapmaya ayarldir.

Onlemler

e Sadece in vitro diyagnostik kullanima yoneliktir (vicut disr)

e Test Striplerini yeniden kullanmayiniz

e Paket Uzerinde belirtilen son kullanim tarihi gecmis Test
Striplerini kullanmayiniz, hatali sonuglar verebilir.

e Siseyi acgtiktan sonra 3 ay icerisinde kullanilmamis Test
Striplerini ve siseyi atiniz. Test Striplerinin surekli olarak
hava ile temasi icindeki kimyasallara zarar verir. Bu da
hatali 6lctime neden olabilir.

» Ornek, sadece stribin ucuna uygulanmalidir. Kan érnegini

veya kontrol sollisyonunu stribin tepesine, sag veya sol

kisimlarina uygulamayiniz. Hatali test sonucglarina neden
olabilir.

plusmed fasTTest Kan Sekeri Olgiim Cihazi ile yalnizca

plusmed fasTTest Test Striplerini kullaniniz.

Test Stribi sisesini gocuklarin erisemeyecegdi yerde tutunuz.

Kapag! bogulma tehlikesi yaratabilir. Kapak veya sise,

stripleri koruma amagli olarak kurutucu maddeler icerir.

Bu kurutucu maddeler yutuldugunda veya solundugunda

zararl olabilir ve cilt veya g6z tahrisine neden olabilir.

Bir hekim veya saglik profesyonelinin izni ve tavsiyesi

olmadan plusmed fasTTest kan sekeri test sonuclarina

dayanan bir ilag degisikligi yapmayiniz. Kan sekeri
test sonuglariniza istinaden tedavi planinizda degisiklik
yapmadan énce hekiminize basvurunuz.

Siddetli dehidrasyon ve asiri su kaybi hatali derecede

dustk sonuglara yol agabilir. Bu durumda iseniz derhal

hekiminize bagvurunuz.

Kan bulasan tim cihazlar dtizgtn sekilde atimalidir. Saglk

profesyonelleri, kendi kurumlarinin enfeksiyon kontrol

prosedurlerine uymalidir.

Test Stribi sisesinin Uzerinde belirtilenlerin disinda test

sonucu almakta iseniz, testi yeni bir strip ile tekrarlayiniz.

Test sonucu halen bu aralik disinda ise, plusmed fasTTest

cihazi duzgun calismiyor olabilir. Test stribi sise etiketinde

belirtilen aralik dahilinde bir kontrol solUsyonu test sonucu
alana dek sistemi KULLANMAYINIZ.

Saklama ve Kullanim

e 4-30°C (39-86°F) arasinda oda sicakliginda saklayiniz.
Dondurmayiniz veya buzdolabina koymayiniz. Test
Striplerinin asiri sicakliklara maruz kalmasini énleyiniz.

e Dogrudan gunes 1131 almayacak yerlerde ve IsI kaynak-
larindan uzakta saklayiniz.

e Siseden cikartir gikartmaz stribi kullaniniz.

e Test Striplerini orijinal siselerinde saklayiniz. Kapak veya
sise, Test Striplerini korumak amaciyla kurutucu kimyasallar
icerir. Test Striplerini baska bir siseye veya kaba almayiniz.

e Siseden Test Stribini ¢cikardiktan sonra sise kapagini
hemen kapatiniz ve iyice sikiniz.

e Test Stribini blkmeyiniz, kesmeyiniz veya kurcalamayiniz.

e Test Stribini tutarken ellerinizin temiz ve kuru olmasina
dikkat ediniz, stribi nazikce tutunuz.

Testin Yapilmasi

Testin yapilisina dair adim adim islemler i¢cin Kullanim
Kilavuzunuza bakiniz.

Kilcal Tam Kanda Gliikoz Testine Yonelik

Uyari

Alternatif Bolge Testi (ABT) yalnizca su araliklarda
kullaniimalidir:
e Yemek Oncesinde veya ac karnina
(son yemekten en az 2 saat sonra)
e insulin aldiktan en az 2 saat sonra
® Egzersiz yaptiktan en az 2 saat sonra

Su durumlarda ABT uygulamayiniz:

e Kan sekerinizin dustk oldugunu dustnutyorsaniz;

* Hipogliseminin farkinda degilseniz

* Hissiyatiniz ABT ile elde edilen sonuclar ile uyusmuyorsa;
* Hiperglisemi testi yapiyorsaniz

© Rutin gltikoz sonuglariniz siklikla dalgali seyretmekte ise
* Gebe iseniz.

1. Kan alma islemi i¢in delme bélgesini seciniz

Parmak ucundan, avug iginden veya 6n koldan bir
kan damlasi alabilirsiniz. On koldan almaktaysaniz,
kemikten, gérinen damarlardan ve tluylerden uzak
bir etli kisim segin. Avug icinden almaktaysaniz, bas
parmaginizin altindan veya serge parmaginizin altindan
etli bir bolge sec¢in. Gérinen damar bulunmayan ve
derin cizgilerden uzak bir bélge secin, aksi durumda
kan ¢rneginiz kirlenebilir. Ellerinizi ve kan alinacak
bolgeyi 11k, sabunlu su ile yikayin. iyice kurulayin. Alkollt
mendil kullaniyorsaniz, delme 6ncesinde derinizin
iyice kurumasini bekleyin. Yeterli miktarda kan damlasi
alabilmenize yardimci olmasi agisindan, kan akisini
artirmak adina ilgili bélgeye hafifce masaj yapabilir veya
sicaklik uygulayabilirsiniz. Ornek alicyl parmak ucunuza,
avug icinize veya 6n kolunuza birka¢ saniye tutun, daha
sonra serbest birakma dtgmesine basin.

. Kan Sekeri Testi
Cihaza bir Test Stribi takiniz. Cihaz caligir. Dogru miktarda
kan damlasi almak igin Delme Kalemini kullaniniz. Parmak
ucu, 6n kol veya avug icinden nasil kan alinacagini
gosteren Delme Kalemi Kullanim Kilavuzuna basvurun.
Bir igne basi kadar kan ¢rnegi alin.
Test Stribinin yalnizca bir ucunu hafifce kan érnegine
dokundurun. Test Stribinin ucuna kan doldurabilirsiniz.
Kani Test Stribinin tepesine, sol veya sag taraflarina
uygulamayin. Seridin kenarina bastirmayin. Serit kanla
dolu iken, cihaz bip sesi verir ve test seridi haznesinin
tamamen dolu oldugu gézukur.

. Sonuglarin Olgimu
Sonuglar 5 saniye ortalama ile okuyun. Sonuglar cihaz
hafizasina kaydedilir.
Sonuglar sectiginiz birime bagli olarak mg/dL (desilitre
kan bagina miligram) veya mmol/L (litre kan basina
milimol) seklinde gértnttlenir. Bu birimi degistirmek igin
Kullanim Kilavuzunuzdaki “Cihazin Kurulumu” kismina
bakiniz. (mg/dL birimi ABD'deki standart birimdir.
ABD’de kullanilan cihazlar mg/dL’ye ayarlanmalidir).

N
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Sonuglariniz Ne Anlama Gelmekte?
Normal Gliikoz Degerleri

Seker hastasi (diyabetik) olmayan bir yetiskin agisindan
normal aclik gltikoz araligi 70 ila 110 mg/dL’'dir (3.9 ila 6.1
mmol/L)". Yemeklerden bir ila iki saat sonra, normal gltikoz
degerleri 140 mg/dL’'den (7.8 mmol/L) dustk olmalidir®.
Diyabetli kisiler agisindan, sizin i¢in dogru olan hedef
glukoz degerlerini 6grenmek Uzere hekiminize veya saglik
profesyonelinize bagvurunuz.

Diisiik Gliikoz Degerleri

plusmed fasTTest Cihazi, 20 ila 600 mg/dL (1.1 ila 33.3
mmol/L) arasinda sonug goéruntuler. Test sonucunuz 20'nin
altinda ise, cihaz ekraninda “Low” (Dustk) (LO) gozukur.
Bu, ciddi dustk kan sekeri anlamina gelir (hipoglisemi).
Derhal saglik profesyonelinizin tavsiye edecegi sekilde
dustk kan sekeri tedavisi gérmelisiniz.

Yiiksek Gliikoz Degerleri

Test sonucunuz 600 mg/dL’nin (33.3 mmol/L) tzerinde ise,
cihaz ekraninda “High” (Yuksek) (HI) gézukur. Bu, ciddi
yUksek kan sekeri anlamina gelir (hiperglisemi). Derhal
saglik profesyonelinizin tavsiye edecegdi sekilde yUksek
kan sekeri tedavisi gérmelisiniz.

Beklenmeyen Sonuglar

Dusuk veya yuksek kan sekeri sonuclari potansiyel
agidan ciddi bir tibbi duruma isaret ediyor olabilirler. Kan
sekeriniz genellikle dustk veya ylksek ise veya sonuglarin
gosterdigi ile hisleriniz 6rtismuyor ise, testi yeni bir test
seridi ile tekrarlayin.

Olciimiiniiz semptomlariniza uymuyor ise veya kan
sekeri sonucunuz 60 mg/dL’den (3.3 mmol/L) dusiuk
veya 240 mg/dL’den (13.3 mmol/L) yiiksek ise, saghk
profesyonelinize bagvurmali ve tedavi tavsiyesine
riayet etmelisiniz.

Sinirlamalar

plusmed fasTTest Kan Sekeri Test Stripleri su sinirlamalara

uyuldugunda dogru sonuglari verir:

1. plusmed fasTTest Cihazi ile yalnizca plusmed fasTTest
Test Stribini kullanin.

2. Sadece parmak, avug ici ve 6n koldan alinan kilcal tam
kan kullanin.

3. Yeni dogandan alinan 6rnegdi kullanmayin. plusmed
fasTTest Test Stripleri yeni dogan kan érneklerinin
testine yonelik degildir ve kullaniimamalidir.

4. Sistem, tam kandaki seker 6lgcumunt 20 ila 600 mg/dL

(1.1-833.3 mmol/L) araliginda dogru ¢lgecek sekilde

dizayn edilmistir.

Bu sistem 7545 fit (2299 metre) irtifaya kadar kullanilabilir.

Test Stripleri yalnizca tek kullanimliktir. Test Striplerini

yeniden kullanmayin.
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Saglik Profesyonellerine Yonelik ilave Bilgiler

7. plusmed fasTTest Test Stripleri normal bir kan sekeri
araliginda (%35-55) hematokrit ile catigsmaz.

8. Normal kan veya normal terapétik konsantrasyonlarda
asetaminofen, Urik asit, askorbik asit (C vitamini)
ve diger indirgeyici maddeler sonuglari dnemli élgtide
etkilemez. Ancak, anormal yUksek kan konsantrasyon-
larinda, hatali sekilde yuksek sonuglara neden
olabilirler.

9. Lipemik érnekler; 375 mg/dL’ye kadar kolesterol veya
2,000 mg/dL’ye kadar trigliseritler test sonuglarini
onemli dlctide etkilemez. Ancak, bu seviyelerin
Uzerindeki 6rnek gltikoz degerleri dikkatlice yorumlan-
malidir.

10. Yuksek konsantrasyonda ¢oézulmus oksijen iceren kan
ornekleri test sonucunu dusuk gosterebilir.

11. Kan érneklerindeki antiglikoliz ve antikoagulanlar test
sonuglarini etkileyebilir.

12. Siddetli dehidrasyon, diyabetik ketoasidoz, hiperozmo-
lar kitotik olmayan hal, dusuk tansiyon, sok veya
periferal vaskuler hastalik®*® hatali sonuglara neden
olabilir.

13. Kritik hastaligi olagan hastalar evde kullanima yonelik
kan sekeri 6lgum cihazlari ile test edilmemelidir, hatal
sonuglar ortaya ¢ikabilir

Kalite Kontrol

Kontrol soltsyonlari, plusmed fasTTest cihazinin, Test

Striplerinin ve de test tekniginizin performansini kontrol

maksath kullanilir. Kontrol solisyonu test sonuglari Test

Stribi sisesi Uzerinde belirtilen spesifik kontrol soltsyonu

araliginda ise sistem duzgun calisiyor demektir.

Su durumlarda bir kontrol soltsyonu testi gerceklestirimelidir:

e cihaz ilk aldiginizda, bir kan testi yapmadan 6nce

e yeni bir test stribi sisesine basgladiginizda

e cihazin veya test striplerinin diizgin ¢calismadigina dair
sUpheniz varsa

e kan sekeri test sonuclariniz hisleriniz ile értigmuyor ise
veya sonuglarin hatali oldugunu dusuntyorsaniz

e cihazi dustrduguntzde veya saglik profesyonelinizin
tavsiyesi Uizerine

Bir kontrol soltUsyonu testi gergeklestirildiginde, test stribi
sisesinde belirtilen beklenen aralik dahilinde sonuclar
almalisiniz. Kontrol soltisyonu test sonuglari bu aralk
disinda ise, testi tekrarlayin. Aralik disindaki sonuglarin
nedeni sunlar olabilir:

e testi gerceklestirmede hata

e kontrol soltisyonunun son kullanim tarihi gegmis veya kirlenmis,
e test stribi hatall veya cihaz arizall

Problem devam ederse sistem duzgun calismiyor olabilir.
Kan sekeri seviyenizin testi icin sistemi kullanmaya DEVAM
ETMEYIN. Belirtilen aralik disinda sonuglar devam ederse
merkez teknik servisimizi arayiniz.

Not: plusmed fasTTest kontrol soltsyonlari gereklidir
ancak Test Stripleri ile birlikte veriimemektedir. Siparis igin
firmamiz ile iletisime geciniz.

Arzu edilen farkli sulu glikoz araliginda u¢ kontrol
soltisyonu (Dustik, Normal veya Yiiksek) mevcuttur. iki
kontrol sollisyonu seti kullaniimalidir, se¢iminize goére
ylksek seviye ve dusitk seviye kontrol soltsyonu. Kontrol
sollusyonu hakkinda daha fazla bilgi icin lutfen kontrol
solusyonu prospektustne bakiniz.
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Performans Ozellikleri
Olgiim Araligi
20-600 mg/dL (1.1 ila 33.3 mmol/L)

Hassasiyet

plusmed fasTTest Sisteminin hassasiyeti diyabetli hastalar
tarafindan yapilan parmak ucu testi ile YSI 2300 Stat Plus
glikoz analiz cihazi ile mukayese edildi. plusmed fasTTest
kilcal damar verileri (y) — YSI glukoz analiz cihazi (x)
mukayesesine dair bir grafikten lineer regresyon istatistikleri
turetildi. Bu arastirmaya yonelik lineer regresyon denklemi
y= 0.98x-0.52 oldu. Katsayi 0.9789 idi. Ornek sayisi 112
idi. Ornegin glikoz araligi 56-429 mg/dL idi.

Parmak ucu sonuclari

75 mg/dL’nin altindaki glukoz sonuclari

acisindan, 15 mg/dL dahilinde laboratuar %100
yontemi ile ¢rtlisen cihaz sonuglari ytzdesi (ve (12/12)
de sayisl)

75 mg/dL’nin Uzerindeki gltikoz sonuglari %98
acisindan, %20 dahilinde laboratuar yéntemi ile °

L . ; ) (98/100)
ortisen cihaz sonuglari ytzdesi (ve de sayisi)

) %98
Arastirmadaki toplam hasta sayisi (110/112)
Alternatif bélge testi sonuclari
Avucici | On kol

75 mg/dL'nin altindaki gltikoz sonuglari

acisindan, 15 mg/dL dahilinde %100 %100
laboratuar yoéntemi ile értiisen cihaz (12/12) | (12/12)
sonuglari ytizdesi (ve de sayisi)

75 mg/dL’nin tzerindeki gliikoz

sonuclari agisindan, %20 dahilinde %99 %97
laboratuar yontemi ile ortisen cihaz | (98 /99) | (96 /99)
sonuglari yluzdesi (ve de sayisi)

; %99 %97

Arastirmadaki toplam hasta sayisi (110/ 110|108 7111

Kesinlik

plusmed fasTTest test striplerinin islem arasi kesinligi
laboratuardaki ventz (toplardamar) kan érnekleri ile élguldu.
3 partiden 300 test seridine (n=300) yonelik havuzlanan
kesinlik verileri agagidaki tabloda gosteriimektedir:

islem arasi Kesinligi

Ortalama glikoz 37.7]90.0| 130 | 224 | 353
konsantrasyonu (mg(dL)
SD (mg/dL) 18| 28415476
CV (%) 47 13213832421
Kimyasal Kompozisyon
GlUkoz oksidaz (aspergillus niger): % 1.4 wiw
Potasyum ferrisiyanur: % 2.6 wiw
Reaktif olmayan muhteviyat: % 96 w/w
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