Cat. No 9-447

DIAGNOSTIC KIT
FOR DETERMINATION OF
a- FETOPROTEIN CONCENTRATION

OS - ALPHA-FETOPROTEIN

INTRODUCTION

a-fetoprotein (AFP) is fetoprotein with a moleculareight of

approximately 70 kD containing about 3% sugar. #/ltilis present
in high concentrations during fetal growth, its centration rapidly
decrease after birth and is present at extremahyldoels in normal
human blood.

AFP shows a notable increase in primary hepaticceramand is
considered to be of great diagnostic importancés klso thought
that fluctuations in blood AFP are useful for ewaing the progress,
effects of therapy, and postoperative prognostsepatoma.

METHOD PRINCIPLE

When an antigen-antibody reaction occurs betweelR iWFa sample
and anti-AFP antibody which has been sensitizethtex particles,
agglutination results. This agglutination is deteéicas an absorbance
change, with the magnitude of the change beingqrtimmal to the
quantity of AFP in the sample. The actual concdiatnais then
determined by interpolation from a calibration eiprepared from
calibrators of know concentration.

REAGENTS

Package

1-Reagent 1x31mi
2-Reagent 1x17 mi

The reagents when stored at 2@0are stable up to expiry date
printed on the package. Protect from light and éweointamination!

Concentrations in the test

suspension of latex particles sensitized
with (rabbit) anti-AFP antibodies (pH 7.3)
glycine buffer solution (pH 8.3)

0.12 wiv%

Warnings and notes

=  Product for in vitro diagnostic use only.

= Reagent bottles should be shaken before use byygewérting
several times.

= After measurements are taken, reagent bottles dhoapped
and kept at 2-1. Care should be taken not to interchange the
caps of reagent bottles.

= Reagents with different lot numbers should not terahanged
or mixed.

= The reagents contain sodium azide (< 0.1%) as seprative.
Avoid contact with skin and mucous membranes.

SPECIMEN

Serum.

After blood has clotted thoroughly, the sampledntdfuged and the
serum is separated from blood cells and fibrinan8as can be
stored for several weeks at 2c8or for 1 year at -2{. Repeated
freezing and thawing should be avoided.

Nevertheless it is recommended to perform the asgsty freshly
collected samples!

PROCEDURE

These reagents may be used in automatic analysgnnpQs
AU400/AUB40.

1-Reagent and 2-Reagent are ready to use.

For reagent blank 0.9% NaCl is recommended.
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APPLICATION
Reagent ID508
Specific Test Parameters
General [ LIH [ISE [ Range ]
Testname[AFP___|v [« ] [>]  Type[Serum]v  OperatiofYes]+
Sample: Volume 40 |pL Dilution |0 puL Pre-Dilution Rate:
Reagents: R1 Volum¢l40 |uL Dilution [0 uL Min OD Max OD
R2 Volume[70 |uL Dilution [0 |uL L[-2.0000] H[2.5000]
Reagent Oibnit:
Wavelength: Pri[570 |+ Sec[None |+ FirstL[-2.0000] First H[2.5000
Method: - Last 1{-2.0000] Last H[2.5000|
Reaction Slope: v Dynamic Rang
Measuring Point 1: Fir13 Last ] H
Measuring Point 2: Firgt Last [ | Correlation Factor:
Linearity: % [A000 B[0.000
No-Lag-Time: v On-board Stability Peripd:
Specific Test Parameters
General [ LIH [ISE [ Range |
TestnamefAFP___|v [«] [»]  Type: [Serum |+
Value/Flag:[_# |« Level L: Level H:
Normal Ranges:
Age L Age H
Sex Year Month  Year Month L H
1. # v # #
2. # v # #
3. # |+ # #
4. # v # #
5. # |+ # #
6. # |+ # #
7. None Selected # #
8 Out of Range # #
L H
Panic Value: | # | ] # | Unit: [ng/ml | Decimal Place2
Calibration Specific
General ISE
TestnameArP__ |» [« ] [»]  Type:[Serum]~
Calibration Type[4AB |+ Formula[Spline |+ Counts[1 | Proces$CONC]~
Cal. No. oD CONC Factor/OD-L Factor/OD-H
Point 1: ** -2.0000 2.5000
Point 2: * -2.0000 2.5000
Point 3: * -2.0000 2.5000
Point 4: * -2.0000 2.5000
Point 5:
Point 6:
Point 7:
1-Point Cal.Point] | [ Jwith CONC-0 Slope Chedilond~ Advanced Calibratiorf# |+
MB Type Factor]] Calibration Stability Redli

# User defined
* Calibrator value
** Saline should be used as calibrator 1

REFERENCE VALUES °

| serum | < 15 ng/ml |

It is recommended for each laboratory to estabitslown reference
ranges for local population. Diagnosis should ob&/ made after
taking clinical symptoms and the results of othests into
consideration.

QUALITY CONTROL

For internal quality control it is recommended &euhe CORMAY
IMMUNO-CONTROL | (Cat. No 4-288) with each batch ohgales.
For the calibration of automatic analysers systé¢inegs CORMAY
AFP CALIBRATORS kit (Cat. No 4-282) is recommended.
The calibration curve should be prepared with ckaofgreagent lot
number or as required e.g. quality control findingstside the
specified range.



PERFORMANCE CHARACTERISTICS

These metrological characteristics have been dfafainsing an
automatic analyser HITACHI 917. Results may vary itliierent
instrument is used.

=  Analytical range: 7 — 250 ng/ml.
For higher concentrations dilute the sample wi#®NaCl and
repeat the assay. Multiply the result by dilutiantbr.

= Specificity / Interferences
Haemoglobin up to 0.3 g/dl, bilirubin up to 30 migahd
triglycerides up to 300 mg/dl do not interfere wiitie test.

=  Precision

Repeatability (run to run) Mean SD cVv

n=20 [ng/ml] [ng/ml] [%]
level 1 9.9 0.4 4.03
level 2 22.6 0.3 1.37
level 3 96.5 0.7 0.71

=  Method comparison

A comparison between CORMAY reagent (y) and comradyci
available assay (x) using 78 samples gave followasgilts:

y =1.01 x + 16.73 ng/ml;
R =0.996 (R — correlation coefficient)
WASTE MANAGEMENT

Please refer to local legal requirements.
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