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CLINICAL SIGNIFICANCE : PROCEDURE (Single Calibrator) :

Ferritin is a macromglecule with a molecular weight of at least 440 kD has been
found a direct correlation between the plasma ferritin concentration and the
quantity of available iron stored in the body. The determination of ferritin is used
for diagnosis and monitoring of iron deficiency and iron overload. The serum
concentrations of ferritin are found to be elevated in patients with infections,
inflammation or in hepatic or chronic renal diseases. The determination of ferritin
is particularly useful in the diagnosis of iron therapy, for the determination of iron
reserves in high-risk groups, and in the differential diagnosis of anaemia.

TEST PRINCIPLE :

~ This Ferritin test is based upon the reactions between Ferritin in

the sample and latex-covalently bound anti-human Ferritin
antibodies that causes an increase in light scattering. Ferritin
values are determined by turbidimetric measurement with the
use of 500-600nm photometrically with the help of multipoint
calibration curve.

REAGENTS COMPOSITION

REAGENT 1 : Buffer

Phosphate buffer, stabilisers and surfactant

REAGENT 2- Latex Reagent

Suspension of latex microparticles covalently bound antihuman-
ferritin antibodies, preservative

REAGENT 3 : Ferritin Calibrator

Liquid stable human Ferritin with preservative

All the components of the kit are stable until the expiration
date on the label when stored tightly closed at 2-8°C,
and contaminations prevented during their use. Do not use
reagents over the expiration date.

Once opened the reagent is stable upto 1 month at 2-8°C.

KIT CONTENTS

CODE No. FERO1 FERO2 FERO3
Pack size : (XxXXml) (XxXXml) (XxXXml)
Reagent 1 X x XX mi X x XX mi Xx XX ml
Reagent 2 XxXml Xx X mi X xXmi
Reagent 3 XxXml XxXml XxXmi
(Ferritin Calibrator)

REAGENT PREPARATION

Reagents are ready to use. Reagent 2 Latex Reagent should be
gently mix (swirl) before use.
SAMPLES : Fresh Human Serum

Collect samples in accordance with the NCCLS procedure. Sample may be
stored for 7 days at 2-8°C. For stored sample, any additional
clotting or precipitation, which  occurs due to the freeze/thaw
cycle, should be removed by centrifugation prior to assay. Gross
lipemic, hemolysed specimens, or turbid frozen specimens after
thawing, should be avoided.

MATERIALS REQUIRED BUT NOT PROVIDED :
Ferritin Control (Use of assayed QC sera is recommended to
validate test result).

INTERFERENCES
The assay is specific for Ferritin determination. Interference from

billirrubin,hemolisis or rheumatoid factors has not been observed.

Other substances can interfere. For a comprehensive review of
interfering substances, refer to the publication by Young.

ASSAY CONDITIONS:

Wavelength : 600 nm

Constant temperature : 37°C
Calibrator conc. : XXX

Delay: 5 sec Read time : 240 sec
Blank : D. Water

Cuvette : 1 cm light path
Reaction (Mode) : Fixed time
Unit : ng/mL

Reaction Slope: Increasing
Linearity : XXX

1. Mix 400ul R1 with 150yl of R2

2. Then add 50 pl of Calibrator/ Test Sample
mix and read initial absorbance after 5 sec. and measure
final absorbance after 240 sec against distilled water blank
at 600 nm by an Analyser.

4. Calculate absorbance change (AA) for Standard and sample.

Single Calibrator Assay Procedure summary:

R1 400ul + R2 150pl
Sample / Calibrator 50ul 600 nm

~37°C 37°C 4
Analyser .
Initial Abs. Read time Final Abs.
0 5 Sec. Analyser 240 Sec
Delay time
CALCULATIONS :
A Abs of Test

Ferritin : [ ng/mL ]} = x Conc. of Ferritin Calibrator

A Abs of Calibrator

PROCEDURE (Multi point Calibration) :

For Fully-automated Analyser 5 point Calibration curve to be
applied by serial dilution of Ferritin Calibrator with Normal
saline including Normal saline as Calibrator 1 (Zero calibrator).

REFERENCE RANGE :

The determination of reference ranges for ferritin concentrations of
clinically healthy individuals is very difficult. Ferritin concentrations are
age- and sex dependent and exhibit a wide range of distribution.
Children and adolescents 15 - 120 ng/mL.

(6 weeks to 18 years of age)

Men 30 - 300 ng/mL

Women (Pre-menopausal) 10 - 160 ng/mL

Women (Post-menopausal) 30 - 300 ng/mL

These data are to be interpreted as a guide. Each laboratory should
establish itsown reference intervals.

PRECAUTIONS :

1. Storage conditions as mentionad on the kit to be adhered.

2. Use clean glassware and microtips while pipetting Reagents

3. Avoid contamination of the reagent during the assay process.

4. Before the assay begins, bring all the reagents to room temperature.

&. If a larger volume of reagent is required for the absorbance reading, requisite volume can be taken in multiples, keeping
the same ratio of reagent to specimen/standard, Diluted Calibrator should be freshly prepared.
6. Do not freeze or expose the reagents to high temperature and protect from direct sunlight as it will affect the performance
of the kit.
7. Programmes for specific autoanalysers are available on request,
8. For accuracy of resulls, the assay procedure, reagent preparation and storage has to be meticulously followed.
No prozone phenomenon observed upto Ferritin level of 5500ng/mi

9. As with all the diagnostic procedures, the physician should evaluate data ohtained by the use of this kit in light of other
clinical information.
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TEST SPECIFICATIONS:
Precision: n=11 n=11
Inter-assay Sample-1 | Sample-2| | Intra-assay Sample-1 Sample-2

Mean (ng/mi)| 25.51 | 56.08| [Mean (ng/ml) 24.87 |55.18
Sid.Dev. | 152 | 264 | Std.Dev. | 096 | 088
%CV 596 | 4.71| | %CV 3.87 | 1.59

LINEARITY AND DETECTION LIMIT :

The assay is linear up to Ferritin value of 8 - 300 ng/ml with
single point calibration. For Multipoint it is 8- 500 ng/ml.
The results of the performance characteristics depend on the
analyzer used. If the results obtained were greater than
linearity limit, dilute the sample 1 : 5 with Normal Saline and
multiply the result by 5. Minimum detection limit 7.1 ng/ml.

BIBLIOGRAPHY :

1) NCCLS Procedures for the Collection of Diagnostic Blood Specimens by Venipuncture; Approved Standard - Fifth Edition (H3-A5).
Wayne, PA: The National Committee for Clinical Laboratory Standards, 2003.

2) Miles LEM, et al. Measurement of serum ferritin by a 2-site immunoradiometric assay. Anal Biochem 1974; 61:209-224

3) Milmann N, Sondergaard M, Sorensen CM, Iron stores in female blood denors evaluated by serum feritin, Blut 1685;51:337-345.

4) Young DS, Effects of Drugs on Clinical Laboratory Test. 5th: Edition, AACC Press, 2000.Sonderdruck aus DG Klinische Chemie
Mitteilsngen 1995; 26: 207 - 224

d Manufactured by DIATEK Healthcare Pvt, Ltd,

P-54 , Phase-l, Kalyani Industrial Estate, Kalyani, Dist. : Nadia, Pin : 741235 E-mail : diatek@rediffmail.com
Corporate Office : P-27, Kalindi Housing Scheme, Kalindi, Kolkata- 700089, Help line : 033 - 25223075

Medical Device Insert / Kit Insert / Instruction for use (IFU)
FER/KI/01 22/8/2022 Rev:00



