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Amylase Liquid Stable

IVD | in vitro Diagnostic Kit

CNP-G3 Method

SAP Code Product Code Pack Size

109741517 AMY - 901 R15x22 mL

Intended Use

Reagent for the quantitative determination of Alpha Amylase
activity in human serum, plasma or urine specifically for use
with AUTOPAK™ analyzers. For in vitro diagnostic use only.

Clinical Significance

Assays of amylase activity in serum are performed for the
diagnosis of diseases of pancreas and for the investigation of
pancreatic function. These assays are also of value in detecting
the development of complications such as pseudocyst ascitis
and pleural effusion following acute pancreatitis. Increase in
the amylase activity is observed in cases of mumps,
maxillofacial surgery and biliary tract diseases like cholecystitis
and salivary glands lesions.

Principle

Substrate CNP-G3 (2-chloro-4-nitrophenyl-a-maltotrioside) is
directly hydrolyzed by a-amylase to produce CNP. The increase
in absorbance at 405 nm is proportional to the alpha-amylase
activityinsample.

5 CNP-G3 ALIase>3CNP +2CNP-G2 + 3 Maltotriose + 2 Glucose
CNP = 2-Chloro-4-nitrophenol

CNP-G2 = 2-Chloro-4nitrophenyl-a-maltoside

Reagent Composition

MES buffer, pH6.15

Sodium Chloride

Calcium Chloride

Activator (Potassium Thiocyanate)
CNP-G3

Waste Management
Disposal of all waste material should be in accordance with
local and legal requirement.

Reagent Preparation

Reagent ready-to-use when placed in the corresponding
position on the analyzer. The vials bear barcode for automatic
recognition by AUTOPAK™ analyzers.

Corrective Actions

Thereagentshould not be used.

* When they do not exhibit the specified linearity or control
values lie outside the acceptable range after recalibration.

* When changein reagent color is observed.

» After prolonged exposure to sunlight or high temperature.

Storage & Stability of the reagents
Unopened, the reagent is stable at 2°C - 8°C up to the expiry
date stated on the label.

On board stability

Once opened and stored in the refrigerated reagent tray of the
AUTOPAK ™ analyzer (On board reagent stability) reagent is
stable till 28 days.

Sample collection, storage & stability
Do notuse hemolysed or grossly contaminated samples. Serum
is preferred. Lithium heparinized plasma can also be used.

Assay Procedure
Application sheets will be available upon request. Please
contact Siemens representative.

Calibration

The AUTOPAK™ analyzer will automatically perform a reagent
blank measurement every 7 days and re-calibration every 14
days. Calibration should also be repeated when a new lot of
reagent is used, after major maintenance is performed on the
analyzer, after a critical part is replaced, or when a significant
shiftin control values occurs.

We recommend AUTOPAK™ Multi Calibrator (REF: 2021, SAP
code 109612203).

Traceability
The method is traceable to IFCC formulation (Schumann,
2006) manual measurment.

Calculation of Results

The system automatically calculates and reports results based
on the absorbance measurements of the test sample during
the testand of the calibrator(s) from calibration.

Quality control

To ensure adequate quality control, the use of control serum
(Normal+Abnormal) is recommended with each assay batch. It
is recommended that each laboratory establish its own
acceptable range. It should be realized that the use of quality
control material checks both, the instrument and the reagent
functions together.

If the control values fall outside the specified limits, each of the

below criteria should be cross-checked and corrected.

* Proper instrument function - wavelength setting, light source
and temperature control.

* Cleanliness of probes and cuvettes.

* Bacterial contamination of wash water used by the
instrument.

* Expiry date of the reagent kit.

Material required but not provided
Chemistry Analyzer or Equivalent, Micropipettes, Calibrators,
Quality control material.

Performance Characteristics

Linearity 900UI/L
Lowest detection limit 5UIL
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Precision:
n m %CV
Within run Precision Level 1 20 91.9 1.06
Level 2 20 506 1.0
n m %CV
Between run Precision Level 1 48 81.6 0.89
Level 2 48 471.4 1.37
Correlation:

A comparison was performed between AUTOPAK™ reagenton
APK 300 (UIT) vs Dimension reagent on Dimension RXL max
analyser (Reference). The results were as follow.

Correlation coefficientr’=0.991
Linearregression:y=1.083x-0.9469

Interpretation of results

Results obtained are under controlled conditions and may vary
from your laboratory due to differences in laboratory,
environment, reagent and sample handling, instrument
condition, etc. Laboratory is recommended to ensure that the
differences observed in obtained results should not lead to an
adverse impact on medical decision.

Interference Data:

Ascorbic Acid: No significant interference up to 40 mg/dL (400
mglL)

Glucose: Nossignificantinterference up to 600 mg/dL (6.0 g/L)
Bilirubin: No significant interference up to 36 mg/dL (360
mg/L)

Hemoglobin: No significant interference up to 145 mg/dL (1.45
g/L)

Lipid: No significantinterference upto 1000 mg/dL (10.0g/L)

Reference Values
Amylase

Serum/Plasma <90 UIL (37°C)
Urine Up to 469 UIL (37°C)
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Siemens Healthcare
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Forthe use of a Medical / Pathology/ Clinical Laboratory only.

For your queries / suggestions | complaints, please contact
the Product Manager at the mentioned details.
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