DIACHECK A1ic Control

TR
KULLANIM AMACI

DiaCheck Alc Control, deger sayfalarinda belirtildigi sekilde
kantitatif yontemler igin dogruluk ve hassasiyet izlenerek yapilacak
kalite kontrolde kullanima yoneliktir.

OzZET

Hemolize insan kani bazli sivi bir kontroldir. Kontrol bilesenlerinin
ayarlanmis konsantrasyonlari genellikle normal araliktadir veya
normal/patolojik esik degerindedir.

KONTROL MATERYALI

DiaCheck Alc Control, koruyucu bir ortamda stabilize edilmis
insan hemolizati igerir.

UYARILAR VE ONLEMLER

Sadece IVD kullanim igindir.
Seyreltik formalin igerir.

3. BuUriin genel atiklarla birlikte atilmamali, bulasici tibbi
atiklarla birlikte atilmalidir. Yakilarak imha edilmesi tavsiye
edilir.

SAKLAMA VE STABILITE
2-8 9C de saklandigi stirece son kullanma tarihine kadar stabildir.
URUNUN BOZULMASI

Kontrol materyali uygulamadan sonra beklenen degerin elde
edilememesi, Griiniin bozuldugunu gosterebilir. Sonuglanan
degerler beklenen araliklarda degilse:

1. Kontrol Giriini prospektis kullanim talimatlarini ve
sinirlamalar bélimlerini inceleyin.

2. Kontroluniin son kullanma tarihini kontrol edin. Eski
ariind atin

KULLANIM SEKLi

Uriin kullanima hazir bir Grinddr.

Kontrolleri buzdolabindan gikarin. Kullanmadan énce

kontrolleri oda sicakligina gelmesini bekleyin.

3. ki farkh sekilde karistirabilirsiniz.

a. Kapaktaki herhangi bir siviyi pipetleyin ve
karistirmadan 6nce flakonun igerigine ekleyin.
Karistirma sirasinda siseyi ters gevirmeyin.

b. Uriin sisesini kopiirmeyecek sekilde 10-15 kez alt iist
etmeniz homojen dagilim igin yeterli olacaktir.

4.  Gereken hacmi bir numune kabi igine pipetleyin ve hasta
numunesi gibi analiz edin.

5. Numune alma islemi tamamlandiktan sonra flakon hemen
kapatiimaldir.

SINIRLAMALAR

DiaCheck Alc Control, HbAlc testinin kalitatif ve kantitatif olarak
dogrulanmasi igin hazirlanmis kontrol materyalidir. Farkli amaglar
icin kullanilamaz.

BEKLENEN SONUCLAR

Hedef degerler, elektronik olarak bulunan veya ekteki deger
sayfasinda belirtilen yontem kullanilarak tayin edilmistir.
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DIACHECK A1ic Control

EN
INTENDED USE

DiaCheck Alc Control, For use in quality control by monitoring
accuracy and precision for quantitative methods as specified in
value sheets

SUMMARY

It is a liquid control based on hemolyzed human blood. Adjusted
concentrations of control components are usually in the normal
range or at the normal/pathological threshold.

CONTROL MATERIAL

DiaCheck Alc Control Contains human hemolysate stabilized in a
protective environment.

WARNINGS AND PRECAUTIONS

For IVD use only.
Contains dilute formalin.

3. This product should not be disposed of with general waste,
but should be disposed of with infectious medical waste. It
is recommended to be destroyed by burning.

STORAGE AND STABILITY
It is stable until the expiry date as long as it is stored at 2-8 °C.
INDICATIONS OF PRODUCT DETERIORATION

Failure to achieve the expected value after application of the
control material may indicate product deterioration. If the
resulting values are not within the expected ranges:

1. Review the control product package insert instructions
for use and the limitations sections.

2. Check the expiration date of the DiaCheck Alc Control.
Discard the old product

INSTRUCTIONS FOR USE

The product is a ready-to-use product.
Take the controls out of the refrigerator. Allow controls to
come to room temperature before use.

3. Mix. You can mix it in two different ways.

a. Pipette any liquid from the cap and add to the
contents of the vial before mixing. Do not invert the
bottle while mixing.

b. Inverting the product bottle 10-15 times without
foaming will be sufficient for homogeneous
distribution.

4. Pipette the required volume into a sample cup and analyze
as a patient sample.

5. The vial should be closed immediately after sampling is
complete.

LIMITATIONS

DiaCheck Alc Control It is a control material prepared for the
qualitative and quantitative verification of the HbAlc test. It
cannot be used for other purposes.

EXPECTED RESULTS

Target values were determined using the method found
electronically or specified in the enclosed value sheet.

REFERANCE
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