HEMOGLOBIN A1C

——Direct Method for HbA1C Measurement
Vcanbio Diabetic Profile:
The Vcanbio Diabetic Profile Range of Reagents produced by Zhicheng are fully liquid and supplied in dedicated packaging for use
directly on Hitachi and Olympus platforms. A wide range of applications can also be provided for a large number of other systems
in the market place. Included within this range is a Direct Liquid HbA1c kit.
Glucose —— diagnostic marker and instant glucose indicator of Diabetes
Fructosamine —— for medium term monitoring of Diabetes
Hemoglobin A1c (HbA1c) —— for longer term monitoring of Diabetes, screening and diagnosis of Prediabetes.

HIGH PERFORMANCE of DIRECT METHOD HbA1c REAGENT
• Liquid reagent, ready and stable to use;

• This method is not affected by hemoglobin variants, therefore
saves the clinician time and money in their analysis and
ultimately benefits the patient with an accurate diagnosis;
• Precision - within run precision is less than 5%.
Total precision is less than 7.5%;
• Linearity – measuring range is between 3.3% - 15% (NGSP)
• Excellent correlation - a correlation coefficient of r=0.995
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HbA1C%（DIRECT Method）

• Suitable for a wide variety of clinical chemistry analysers;
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was obtained with A comparison study using 40
determinations of this Hemoglobin A1c procedure and a
NGSP certified procedure（HPLC method）;

PRODUCT INFORMATION
Cat. No.

Size

Calibrator*

Control*

HA8210

R1: 2×45ml

5×0.5ml

2×0.5ml

R2: 2×15ml
* Kit can be supplied with and without calibrator and control.
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HbA1c INTRODUCTION
In the diabetic patient where blood glucose levels are abnormally elevated, the level of HbA1c also increases. The reason for this
is that HbA1c is formed by the nonenzymatic glycation of the N-terminus of the β-chain
-chain of haemoglobin A0. The level of HbA1c is
proportional to the level of glucose in the blood.
The Diabetes Control and Complications Trial (DCCT) Research Group previously reported a relationship between percent HbA1c
and mean blood glucose levels during the preceding 2-3 months. The DCCT study also demonstrated that long-term control of
diabetes can prevent complications such as cardiovascular disease, retinopathy, nephropathy, and neuropathy.
HbA1c is therefore, a long term indicator of diabetic control, whereas, the measurement of blood glucose is only a short term
indicator. Measurement of percent HbA1c is the method of choice for monitoring therapy of diabetic patients.

CLINICAL SIGNIFICANCE
HbA1c is typically measured to determine how well a type 1 or type 2 diabetes treatment plan (including medications, exercise, or
dietary changes) is working:
• HbA1c levels are reflective of how well diabetes is controlled.
• HbA1c levels are reflective of blood glucose levels over the past six to eight weeks and do not reflect daily ups and downs of
blood glucose.
• High HbA1c levels indicate poorer control of diabetes than levels in the normal range.
HbA1c may also be used to screen for diabetes:
The higher the level of glucose in the blood, the more glycated hemoglobin is formed. The American Diabetes Association (ADA)
recommends to begin A1c testing at age 45 for overweight or obese people

DIRECT METHOD TEST PRINCIPLE
This method utilizes the interaction of antigen and antibody to directly determine the HbA1c in whole blood. Total haemoglobin
and HbA1c have the same unspecific absorption rate to latex particles. When mouse antihuman HbA1c monoclonal antibody is
added (R2), latex - HbA1c - mouse anti human HbA1c antibody complex is formed. Agglutination is formed when goat antimouse
IgG polyclonal antibody interacts with the monoclonal antibody. The amount of agglutination is proportional to the amount of
HbA1c absorbed on the surface of latex particles. The amount of agglutination is measured as absorbance. The HbA1c value is
obtained from a calibration curve.
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