
The calibration data is incorporated in the smart card and hence no calibration is required.

ININTENDED USE:
This reagent is intended for the invitro quantitative determination of á1-Antitrypsin
(AAT) in human serum by nephelometric immunoassay.
Nephelometry methodology
Linear up to 400mg/dL
Ready to use reagents
No calibration required
Lower detection level 40mg/dL

CLINICAL  SIGNIFICANCE:
á1-Antitrypsin (AAT) is an acute phase protein showing anti protease activity. The main
function of this protein consists in neutralizing lysosomal elastase released upon
phagocytosis by polymorphonuclear leukocytes. Increased levels in serum are found
in acute infection and inflammation, acute malaria, pregnancy, anabolic steroid therapy
and advanced malignant tumors. Inherited deficiency of the protein is associated with
lung and liver diseases. Decreased serum levels are seen in congenital deficiencies,
juvenile cirrhosis, lung emphysema, COPD, testosterone administration and also
encountered in neonatal respiratory syndrome and in severe protein losing disorders.

PRINCIPLE
á 1-Anti trypsin in the serum sample reacts  with the specific antibody in the reagent
and develop immune complexes. The turbidity is measured which is directly
proportional to the concentration of AAT present in the serum.

REAGENT COMPOSITION

Alpha-1Antitrypsin R1: 1 x 2.6 mL 1 x 4.4 mL
Glycine buffer

Alpha-1Antitrypsin R2: 1 x 2.6 mL 1 x 4.4 mL
Polyclonal goat anti human anti-trypsin antibodies stabilized.

R3: 1x 8mL 1 x 8 mL
Physiological buffered saline

STORAGE AND STABILITY
The sealed reagents are stable up to expiry date stated on the label when stored at
2-8°C.

LINEARITY
The reagent is linear up to 400 mg/dL. If the concentration is greater than linearity,
dilute the sample with normal saline and repeat the assay. Multiply the result with
dilution factor.

REFERENCE RANGE
These reference values are given for orientation only. Each laboratory should establish
its own reference values.
Normal range for adult: 89-205 mg/dL
Normal range for newborn: 145mg/dL - 270mg/dL

SAMPLE
Fresh serum or plasma. Do not use lipemic or hemolysed sample.
Sample preparation needed as per the given procedure
PREPARATION AND STABILITY OF WORKING  REAGENT
Reagent 1, Reagent 2  and Reagent 3 are ready to use
Note: Once opened the reagents are stable for 60 days only.

PRECAUTIONS
To avoid contamination use clean dry pipette tips and cuvettes. Close reagent bottle
immediately after use. Avoid direct exposure of reagent to light.

PROCEDURE
The test procedure and the calibration data is provided in the smart card along with
the kit. Insert the smart card and follow the instructions
Step 1: Insert card to card reader slot and display will prompt you to add R1+Sample
(1/10 diluted with R3)
Step 2: Pipette 120μL R1 and 10 μL sample to cuvette and place the cuvette in to the
cuvette holder.
Step 3: After incubation display will prompt you to add R2.
Step 4: Pipette 120 μL R2 using attached Sensor pipette to the cuvette.
Step 5: The result will show in the display and print out.

PERFORMANCE CHARACTERISTICS

MEASURING RANGE
40– 400mg/dL

DETECTION LIMIT
40 mg/dL

PRECISION:[%CV]

INTRA RUN
Level1 Level 3

Mean(mg/dL) 96.73 198.25
SD 1.34 4.12
CV(%) 1.39 2.08
n 20 20

INTER RUN
Level1 Level 3

Mean(mg/dL) 95.95 192.41
SD 1.4 3.8
CV(%) 1.46 1.98
n 20 20

Accuracy in mg/dL
Immunology control Assigned value Measured value
Biorad level 1 98.8(79.1-119) 96.73
Biorad Level 3 202(162-242) 198.2

Agappe IC 135 (111-159) 138.02
INTERFERENCES
Bilirubin up to 20 mg/dL and hemoglobin up to 500 mg/dL do not interfere.
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