3’357 A1C Controls

Expected Range A1C (%) (DCCT) / Intervalo esperado de A1C (%) (DCCT)

Erwarteter Wertebereich in A1C (%) (DCCT) / Intervallo atteso HbA1c (%) (DCCT)

Plage attendue pour A1C (%) (DCCT)/ Intervalo de Valores Esperados A1C (%) (DCCT)

Forventet omrade A1C (%) (DCCT) / Férvantat intervall A1C (%) (DCCT) / Odotettu vaihteluvéli A1C (%) (DCCT)
A1C igin Beklenen Aralik (%) (DCCT) / Avayevopevo eipog tpdv A1C (%) (DCCT)
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Refer to the CD in the analyzer package for instructions in English. The instructions are available from your
local distributor.

Consulte el CD incluido en el envase del analizador para obtener instrucciones en espafiol. También puede
pedir las instrucciones a su distribuidor local.

Anweisungen auf Deutsch befinden sich auf der CD in der Verpackung des Analysegeréts. Die Anleitung ist
von lhrem Handler erhéltlich.

Fare riferimento al CD nella confezione dell'analizzatore per istruzioni in italiano. Le istruzioni sono disponibili

presso il distributore di zona.

Le CD contenu dans I'emballage de I'analyseur inclut les directives d'utilisationen frang, ode
d'emploi est disponible auprés du distributeur local.

Consulte o CD no pacote do analisador para instrucd
do seu distribuidor local.

Portugugs. As instrucdes estao disponiveisyju

Der henvises til den vedlagte CD i analysatorpakken fominstruktione 2 Instruktionerne fés hos den

lokale forhandler.

Se CD:n i analysatorforpackningen betraffande instruktioner pa svenska. Anvisningarna kan erhallas fran en
lokal distributor.

Lue kiel lysaattorin pakk olevalta CD:Ita. Ohjeet ovat saatavissa paikalliselta

jalleenmyyjalta.

ohjeet

Tiirkge talimat i¢in analizor paketindeki CD’ye bakiniz. Talimat yerel dagiticinizdan elde
edilebilir.

AvatpéEte ato CD 0 ouokeuaoia Tou avaluT yla odnyieq ota EAAnvikd. Ot odnyieg eivat
SLabgotpeg ané Tov TomKé dlavopéa oag.

Use of Quality Controls

Cholestech GDX ALC Controls are designed for use with the Cholestech GDX System. The controls may be used
in the laboratory and at point-of-care to monitor the performance of the Cholestech GDX System. Two levels of
control are provided to allow performance to be measured.

Summary and Explanation
The of h lobin ALC is ded for monitoring the long-term care of people with
diabetes." The concentration of ALC within red blood cells reflects the average level of blood sugar (glucose)
over the previous 2—3 months. The higher the blood sugar level, the higher the A1C.

Distributed by: CLIAwaived, Inc.

Principles of the Procedure
Cholestech GDX ALC Controls should be treated in the same way as patient samples and tested according to
the package insert supplied with Cholestech GDX ALC Test Cartridges and the user manual supplied with the
Cholestech GDX System.

Control Material

™
Cholestech 'JX A1C Controls epared m blood that has been freeze dried.
Storage tabili %
opene! — F)»The expiration date is on the outside of the pack.
ntrol$ are red, they are stable for 5 days at 2 —8°C or for 3 months
C/Contrals samples are stable if thawed and re-frozen on up to 4 occasions.

/H/ (2-8°C)

olestech GDX A1C Controls

Product Description
Cholestech GDX ALC Controls, including the following:
o This package insert

3 bottles (white cap) Level 1 Control, 0.5 mL

3 bottles (black cap) Level 2 Control, 0.5 mL

© 1 dropper bottle Diluent, 3.4 mL

Required items, available from Cholestech

Product Description

Cholestech GDX System, including 10 uL MiniPet™ Pipette
Cholestech GDX ALC Test Cartridges
Pipette tips (or equivalent)

Precautions

e For In Vitro Diagnostic Use.

e (Cholestech GDX A1C Controls are made from human blood. The individual donors have been tested and
found to be non-reactive for a range of infectious diseases, including HBsAg, HCV, and HIV, by Food and
Drug Administration USA (FDA) approved tests. No testing method can claim that all infectious agents
are absent, so they should be handled as though they are capable of transmitting an infectious disease.

e Disposable gloves should be worn when using the controls and performing the test.

o When you have finished the test, all test materials should be disposed of as potentially infectious waste.



Warning

e These controls must be used only with the Cholestech GDX System and A1C Test Cartridges. Results
obtained using other methods cannot be guaranteed to fall within the stated range.

e Do not use Cholestech GDX A1C Controls beyond the stated expiration date.

Quality Control

Cholestech GDX ALC Controls allow you to check that the Cholestech GDX System is working correctly.
The controls must be used:

©  With each new shipment of test cartridges (even if cartridges are from the same lot previously received).
o With each new lot of test cartridges.

Use the controls according to the quality standards set by your organization or laboratory.

Procedure

1. Toadd a control sample to the red-capped sample tube of the Cholestech GDX ALC Test Cartridge use
the MiniPet Pipette.

2. Remove the cap and stopper from the Cholestech GDX ALC Control bottle. Remove the cap from the
Diluent dropper bottle.

3. Add 10 drops of diluent to the control bottle.

4. Replace the stopper on the control bottle firmly. Mix the contents of the bottle gently, using a swirling
action. DO NOT shake.
Note: Make sure that the caps are returned to the bottles they came from, and are not mixed up
(Level 1 white cap; Level 2 black cap).

5. Allow the bottle to stand for 20 minutes before use, until the control material is completel

6. Before using the control, gently swirl the bottle several times to ensure ¢
solution contains visible pieces of solid material, thep.i
this time, if the material has still not dissolved,

7. Follow the testing procedure described in the C
refer to the Cholestech GDX Analyzer User Manu:

Results
Refer to the assay section for expected results. Be sure that the lot number on the vial of controls
corresponds to the lot number in the assay section.

If any other result is obtained, repeat the test with a new A1C test cartridge from the same lot. If the result
continues to fall outside the printed range, check the Cholestech GDX Analyzer, using a Cholestech GDX
Optics Check Cartridge.

If problems continue, contact Cholestech Technical Service.

Technical Assistance

For technical help and troubleshooting, please refer to the Cholestech GDX Analyzer User Manual and
Cholestech GDX ALC Test Cartridge package insert. If technical help is required, please contact: Cholestech
Technical Service Tel 1.510.732.7200 or your local distributor.

Limitations

Cholestech GDX ALC Controls are designed for use with the Cholestech GDX System and ALC Test Cartridges.

Their accuracy with other similar tests cannot be guaranteed.

References
1. American Diabetes Association. Diabetes Care 2002; 25(Suppl.1):S33 — S49.
2. Goldstein DE et al. Diabetes Care 1995; 18:896 —909.
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