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FREE ESTRIOL ELISA

c € Enzymeimmunoassay for the quantitative measurement of Free Estriol in en
human serum
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IN VITRO DIAGNOSTIC USE

DIAsource ImmunoAssays SA-Rue de I'Industrie 8, B-1400 Nivelles, Belgium-Tel: +32 67 88 99 99-Fax : +32 67 88 99 96

1 INTRODUCTION

1.1 Intended Use

The DIAsource Free Estriol ELISA is an enzyme immunoassay for the quantitative in vitro diagnostic measurement of free estriol
(unconjugated estriol) in serum during the second half of pregnancy.
This kit is not intended to be used for the risk evaluation of trisomy 21.

1.2 Summary and Explanation

Estriol (E3) is the major estrogen formed by the fetoplacental unit during pregnancy. Unconjugated E3 passes through the placenta into the
maternal circulation, where it is rapidly converted into glucuronide and sulfate derivatives to facilitate its excretion. The half-life of estriol in the
maternal bloodstream is only 20-30 minutes. Its measurement, therefore offers a convenient and quick evaluation of current fetal status.
Plasma estriol levels increase steadily throughout pregnancy and most rapidly during the third trimester (28-40 weeks). A sudden decrease
in fetoplacental E3 production will result in a rapid fall in unconjugated E3 in the maternal serum. There are several potential advantages to
measuring unconjugated E3 rather than total serum or urinary E3. Unconjugated estriol levels are free from effects related to maternal renal
or hepatic disease, and are not altered by the administration of certain antibiotics. Unconjugated E3 more accurately reflects fetal outcome in
diabetic pregnancies - and since no hydrolysis of unconjugated E3 is required, a more rapid turnaround for the test result is possible.

2  PRINCIPLE OF THE TEST

The DIAsource Free Estriol ELISA Kit is a solid phase enzyme-linked immunosorbent assay (ELISA), based on the principle of competitive
binding.

The microtiter wells are coated with a polyclonal [rabbit] antibody directed towards an antigenic site on the Estriol molecule. Endogenous
Estriol of a patient sample competes with an Estriol-horseradish peroxidase conjugate for binding to the coated antibody. After incubation the
unbound conjugate is washed off.

The amount of bound peroxidase conjugate is inversely proportional to the concentration of Estriol in the sample. After addition of the
substrate solution, the intensity of colour developed is inversely proportional to the concentration of Estriol in the patient sample.

3 PRECAUTIONS

This kit is for in vitro diagnostic use only.

For information on hazardous substances included in the kit please refer to Material Safety Data Sheets.

All reagents of this test kit which contain human serum or plasma have been tested and confirmed negative for HIV I/1l, HBsAg and
HCV by FDA approved procedures. All reagents, however, should be treated as potential biohazards in use and for disposal.

Avoid contact with Stop Solution containing 0.5 M H,SO,. It may cause skin irritation and burns.

Never pipet by mouth and avoid contact of reagents and specimens with skin and mucous membranes.

Do not smoke, eat, drink or apply cosmetics in areas where specimens or kit reagents are handled.

W ear disposable latex gloves when handling specimens and reagents. Microbial contamination of reagents or specimens may give false
results.

Handling should be in accordance with the procedures defined by an appropriate national biohazard safety guideline or regulation.

Do not use reagents beyond expiry date as shown on the kit labels.

All indicated volumes have to be performed according to the protocol. Optimal test results are only obtained when using calibrated
pipettes and microtiterplate readers.

Do not mix or use components from kits with different lot numbers. It is advised not to exchange wells of different plates even of the
same lot. The kits may have been shipped or stored under different conditions and the binding characteristics of the plates may result
slightly different.

Chemicals and prepared or used reagents have to be treated as hazardous waste according the national biohazard safety guideline or
regulation.

Safety Data Sheets for this product are available upon request directly from DIAsource.

The Safety Data Sheets fit the demands of: EU-Guideline 91/155 EC.
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4  KIT COMPONENTS

4.1 Contents of the Kit
12x8 (break apart) strips, 96 wells;
Wells coated with a anti-Estriol antibody (polyclonal).

2. CAL N =0to 5, 6 vials, 1 mL, ready to use;
See exact values on vial labels

]

1 vial, 14 mL, ready to use;
Estriol conjugated to horseradish peroxidase;
* contain 0.03% Proclin 300, 0.015% BND and 0.010% MIT as a preservative.

™B 1 vial, 14 mL, ready to use;
Tetramethylbenzidine (TMB).

1 vial, 14 mL, ready to use;

contains 0.5M H,SO4.

Avoid contact with the stop solution. It may cause skin irritations and burns.
1 vial, 30 mL (40X concentrated);

see ,Preparation of Reagents*.

Ag

CHROM

&
T
T
T

STOP | SOLN

6. |WASH| SOLN | CONC |

* BND = 5-bromo-5-nitro-1,3-dioxane
MIT = 2-methyl-2H-isothiazol-3-one

Note: Additional Calibrator O for sample dilution is available upon request.

411 Equipment and material required but not provided

- A microtiter plate calibrated reader (450 + 10 nm).
- Calibrated variable precision micropipettes.

- Absorbent paper.

- Distilled water.

4.2 Storage and stability of the Kit

When stored at 2-8°C unopened reagents will retain reactivity until expiration date. Do not use reagents beyond this date.

Opened reagents must be stored at 2-8°C. Microtiter wells must be stored at 2-8°C. Once the foil bag has been opened, care should be
taken to close it tightly again.

Opened kits retain activity for two months if stored as described above.

4.3 Preparation of Reagents

Allow all reagents and required number of strips to reach room temperature prior to use.

Wash Solution

Add deionized water to the 40X concentrated Wash Solution. Dilute 30 mL of concentrated Wash Solution with 1170 mL deionized water to

a final volume of 1200 mL.
The diluted Wash Solution is stable for 2 weeks at room temperature.

4.4 Disposal of the Kit

The disposal of the kit must be made according to the national regulations. Special information for this product is given in the Material Safety
Data Sheets.

5 SPECIMEN

Serum should be used in this assay.

Do not use haemolytic, icteric or lipaemic specimens.

Please note: Samples containing sodium azide should not be used in the assay.

51 Specimen Collection

Serum:

Collect blood by venipuncture (e.g. Sarstedt Monovette # 02.1388.001), allow to clot, and separate serum by centrifugation at room
temperature. Do not centrifuge before complete clotting has occurred. Patients receiving anticoagulant therapy may require increased
clotting time.

5.2 Specimen Storage

Specimens should be capped and may be stored for up to 4 days at 2-8°C prior to assaying.

Specimens held for a longer time should be frozen only once at -20°C prior to assay. Thawed samples should be inverted several times prior
to testing.
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5.3 Specimen Dilution

If in an initial assay, a specimen is found to contain more than the highest calibrator, the specimens can be diluted with Calibrator 0 and
reassayed as described in the Assay Procedure.

For the calculation of the concentrations this dilution factor has to be taken into account.

Example:

a) Dilution 1:10: 10 pL Serum + 90 pL Calibrator O (mix thoroughly)

b) Dilution 1:100: 10 pL dilution a) 1:10 + 90 pL Calibrator 0 (mix thoroughly).

6 TEST PROCEDURE

6.1 General Remarks

- All reagents and specimens must be allowed to come to room temperature before use. All reagents must be mixed without foaming.

- Once the test has been started, all steps should be completed without interruption.

- Use new disposal plastic pipette tips for each calibrator or sample in order to avoid cross contamination.

- Absorbance is a function of the incubation time and temperature. Before starting the assay, it is recommended that all reagents are
ready, caps removed, all needed wells secured in holder, etc. This will ensure equal elapsed time for each pipetting step without
interruption.

- As ageneral rule the enzymatic reaction is linearly proportional to time and temperature.

6.2 Assay Procedure
Each run must include a calibration curve.

Secure the desired number of Micratiter wells in the frame holder.
Dispense 10 pL of each Calibrator and samples with new disposable tips into appropriate wells.

Dispense 100 pL Enzyme Conjugate into each well.
Thoroughly mix for 10 seconds. It is important to have a complete mixing in this step.

Incubate for 60 minutes at room temperature.

5. Briskly shake out the contents of the wells.
Rinse the wells 4 times with diluted Wash Solution (400 pL per well). Strike the wells sharply on absorbent paper to remove residual
droplets.
Important note:
The sensitivity and precision of this assay is markedly influenced by the correct performance of the washing procedure!

Add 100 pL of Substrate Solution to each well.
Incubate for 30 minutes at room temperature.
Stop the enzymatic reaction by adding 100 L of Stop Solution to each well.

Determine the absorbance (OD) of each well at 450+10 nm with a microtiter plate reader.
It is recommended that the wells be read within 10 minutes after adding the Stop Solution.

© © N o

6.3 Calculation of Results

1.  Calculate the average absorbance values for each set of calibrators and patient samples.

2. Construct a calibration curve by plotting the mean absorbance obtained from each calibrator against its concentration with absorbance
value on the vertical(Y) axis and concentration on the horizontal (X) axis.

3. Using the mean absorbance value for each sample determine the corresponding concentration from the calibration curve.

4.  Automated method: The results in the IFU have been calculated automatically using a 4 PL (4 Parameter Logistics) curve fit.
4 Parameter Logistics is the preferred method. Other data reduction functions may give slightly different results.

5. The concentration of the samples can be read directly from this calibration curve. Samples with concentrations higher than that of the
highest calibrator have to be further diluted. For the calculation of the concentrations this dilution factor has to be taken into account.

Example of Typical Calibration Curve
The following data is for demonstration only and cannot be used in place of data generations at the time of assay.

Calibrators Optical Units (450 nm)

oD
Calibrator 0 (0.0 ng/mL) 1.79
Calibrator 1 (0.3 ng/mL) 1.48
Calibrator 2 (1.2 ng/mL) 1.18
Calibrator 3 (4.0 ng/mL) 0.81
Calibrator 4 (15.0 ng/mL) 0.52
Calibrator 5 (40.0 ng/mL) 0.38
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7 EXPECTED VALUES
It is strongly recommended that each laboratory should determine its own normal and abnormal values.

7.1 Normal healthy adults
In a study conducted with apparently normal healthy adults, using the DIAsource Free Estriol ELISA the following values are observed:

Population Valid N 5% Percentile [ng/mL] 95% Percentile [ng/mL]
Males 42 0.146 0.573
Females (not pregnant) 43 0.057 0.822
7.2 Values during pregnancy
Week of Expected range Week of Expected range Twin pregnancy
gestation gestation
p.m. (ng/mL) p.m. (ng/mL) (ng/mL)
12 0,3- 1,0 22-23 2,7-16 3-18
13 03-11 24 - 25 29-17 3-20
14 04- 16 26 - 27 3,0-18 4-21
15 10- 44 28-29 3,2-20 4-22
16 14- 65 30-31 36-22 5-25
17 15- 6,6 32-33 46-23 6-39
18 16- 85 34-35 51-25 7-39
19 19-11 36 - 37 7,2-29 9-38
20 2,1-13 38-39 7,8-37 13-40
21 2,6-14 40- 42 8,0-39

CLINICAL SIGNIFICANCE

The measurement of Estriol (E3) in body fluids has routinely been used for the monitoring and management of fetal well-being, particularly in
the high-risk pregnant patient. The concentration of E3 in plasma increases gradually during the first 20 weeks gestation and more rapidly
during the third trimester. Since the ranges for normal and abnormal serum conjugated E3 are wide and overlap considerably, a single E3
determination is of little value. The patient should be monitored frequently to establish any individual trend.

Consistently low levels or a sudden and continual decrease of serum E3 during the third trimester is highly indicative of fetal distress and
possibly intrauterine death. When such observations are made, the status of the fetus should be assessed by alternative methods.
Interpretation of serum unconjugated E3 levels should be made in conjunction with other clinical tests or diagnostic procedures such as
amniocentesis and ultrasound. Subnormal E3 levels may also be observed in patients being administered certain antibiotics or
corticosteroids or in patients with impaired maternal hepatic function.

8 QUALITY CONTROL

Good laboratory practice requires that controls be run with each calibration curve. A statistically significant number of controls should be
assayed to establish mean values and acceptable ranges to assure proper performance.

It is recommended to use control samples according to state and federal regulations. The use of control samples is advised to assure the
day to day validity of results. Use controls at both normal and pathological levels.

It is also recommended to make use of national or international Quality Assessment programs in order to ensure the accuracy of the results.
Employ appropriate statistical methods for analysing control values and trends. If the results of the assay do not fit to the established
acceptable ranges of control materials patient results should be considered invalid.

In this case, please check the following technical areas: Pipetting and timing devices; photometer, expiration dates of reagents, storage and
incubation conditions, aspiration and washing methods.

9 ASSAY CHARACTERISTICS

9.1 Assay Dynamic Range
The range of the assay is between 0 — 40 ng/mL.

9.2 Specificity of Antibodies (Cross Reactivity)
The following substances were tested for cross reactivity of the assay:

added steroid concentra_tion OD (450 nm) measureq
of steroid concentration
Estriol (E3) 40 ng/ml 0,39 39,67 ng/ml
Testosterone 16 ng/ml 1,758 n.d.
Estradiol (E2) 2 ng/ml 1,579 n.d.
Estrone (E1) 2 ng/ml 1,712 n.d.
Cortisol 800 ng/ml 1,775 n.d.

n.d. = non detectable
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9.3 Analytical Sensitivity

The analytical sensitivity was calculated from the mean minus two standard deviations of twenty (20) replicate analyses of Calibrator O and
was found to be 0.075 ng/mL.

9.4 Precision

941 Intra Assay Variation

The within assay variability is shown below:

Sample n Mean (ng/mL) CV (%)

1 20 2.13 4.66
2 20 6.22 3.17
3 20 14.58 3.01

94.2 Inter Assay Variation

The inter assay variability (three different kit lots) is shown below:

Sample n Mean (ng/mL) CV (%)
1 12 2.08 4.59
2 12 5.66 8.50
3 12 13.31 9.49
9.5 Recovery

Recovery of the DIAsource ELISA was determined by adding increasing amounts of the analyte to three different patient sera containing
different amounts of endogenous analyte. Each sample (non-spiked and spiked) was assayed and analyte concentrations of the samples
were calculated from the calibration curve. The percentage recoveries were determined by comparing expected and measured values of the
samples.

SanIe Sample 2 Sample 3
Concentration [ng/mL] 1.32 3.59 7.79
Average Recovery 100.8 101.8 106.9
from 89.0 92.3 98.5
Range of Recovery [%)]
to 103.8 109.8 112.3
9.6 Linearity
Sample
1 Sample 2 Sample 3
Concentration [ng/mL] 2.63 7.18 15.58
Average Recovery 98.2 99.7 100.2
from 86.3 90.4 96.4
Range of Recovery [%)]
to 107.9 106.8 103.7

10 LIMITATIONS OF USE

10.1 Interfering Substances

Any improper handling of samples or modification of this test might influence the results.
Haemoglobin (up to 4 mg/mL), Bilirubin (up to 0.125 mg/mL) and Triglyceride (up to 30 mg/mL) have no influence on the assay results.

10.2  Drug Interferences
Until today no substances (drugs) are known to us, which have an influence to the measurement of Free Estriol in a sample.

10.3  High-Dose-Hook Effect
No hook effect was observed in this test.
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11 LEGAL ASPECTS

11.1  Reliability of Results

The test must be performed exactly as per the manufacturer’s instructions for use. Moreover the user must strictly adhere to the rules of
GLP (Good Laboratory Practice) or other applicable national standards and/or laws. This is especially relevant for the use of control
reagents. It is important to always include, within the test procedure, a sufficient number of controls for validating the accuracy and precision
of the test.

The test results are valid only if all controls are within the specified ranges and if all other test parameters are also within the given assay
specifications. In case of any doubt or concern please contact DIAsource.

11.2  Therapeutic Consequences

Therapeutic consequences should never be based on laboratory results alone even if all test results are in agreement with the items as
stated under point 11.1. Any laboratory result is only a part of the total clinical picture of a patient.

Only in cases where the laboratory results are in acceptable agreement with the overall clinical picture of the patient should therapeutic
consequences be derived.

The test result itself should never be the sole determinant for deriving any therapeutic consequences.

11.3  Liability

Any maodification of the test kit and/or exchange or mixture of any components of different lots from one test kit to another could negatively
affect the intended results and validity of the overall test. Such modification and/or exchanges invalidate any claim for replacement.

Claims submitted due to customer misinterpretation of laboratory results subject to point 11.2. are also invalid. Regardless, in the event of
any claim, the manufacturer’s liability is not to exceed the value of the test kit. Any damage caused to the test kit during transportation is not
subject to the liability of the manufacturer.
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P.I. Number : 1701000

Revision nr 070716

Used symbols

Symboles utilisés

Consult instructions for use

Consulter lesinstructions d' utilisation

f ] Storage temperature Température de conservation
: Use by Utiliser jusque

LoT] Batch code Numéro de lot

[FEF] Cata ogue number Référence de catal ogue
[BOHTROL] Control Controle

In vitro diagnostic medica device

Dispositif médical de diagnostic in vitro

Manufacturer

Fabricant

Contains sufficient for <n> tests

Contenu suffisant pour <n> tests

Wash solution concentrated Solution de lavage concentrée
CAL 0 Zero calibrator Cadlibrateur zéro
CAL N Calibrator # Calibrateur #
CONTROL | N Control # Controle#
Ag | 128l Tracer Traceur
A | sl Tracer Traceur
Ag | 1251 | cone Tracer concentrated Traceur concentré
A 125 | CONC Tracer concentrated Traceur concentré
j Tubes Tubes
INC | BUF Incubation buffer Tampon dincubation
ACETONITRILE Acetonitrile Acétonitrile
SERUM Serum Sérum
DL | sPE Specimen diluent Diluant du spécimen
DL | BUF Dilution buffer Tampon de dilution
ANTISERUM Antiserum Antisérum
IMMUNOADSORBENT Immunoadsorbent Immunoadsorbant

Cadlibrator diluent

Diluant de caibrateur

Reconstitution solution

Solution de reconstitution

Polyethylene glycol

Glycol Polyéthyléne

Extraction solution

Solution d’extraction

ELU | SON Elution solution Solution d’elution
GEL Bond Elut Silica cartridges Cartouches Bond Elut Silica
PRE | SOLN Pre-treatment solution Solution de pré-traitement

Neutraization solution

Solution de neutralisation

Tracer buffer

Tampon traceur

Microtiterplate

Microplaque detitration

Conjugeate buffer

Ab | HRP HRP Conjugate HRP Conjugué

Ag | HRP HRP Conjugate HRP Conjugué

Ab | HRP | CONC HRP Conjugate concentrate HRP Conjugué concentré

Ag | HRP | CONC HRP Conjugate concentrate HRP Conjugué concentré
CONJ | BUF Tampon conjugué

Chromogenic TMB concentrate

Chromogéne TMB concentré

CHROM TMB | CONC

CHROM | TMB Chromogenic TMB solution Solution chromogéne TMB
SUB | BUF Substrate buffer Tampon substrat
STOP | SOLN Stop solution Solution d’ arrét
INC | SR Incubation serum Sérum dincubation
BUF Buffer Tampon
Ab AP AP Conjugate AP Conjugué
SuB | PNPP Substrate PNPP Tampon PNPP

Biotin conjugate concentrate

Biotine conjugué concentré

Avidine HRP concentrate

Avidine HRP concentré

Assay buffer

Tampon de test

Biotin conjugate

Biotine conjugué

Specific Antibody

Anticorps spécifique

SAV | HRP | CONC Streptavidin HRP concentrate Concentré streptavidine HRP
NS8 Non-specific binding Liant non spécifique
2nd Ab 2nd Antibody Second anticorps
ESEE Adidification Buffer Tampon dacidification
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Gebruikte symbolen

Gebrauchte Symbolen

il Raadpleeg de gebruiksaanwijzing Gebrauchsanweisung beachten

f ] Bewaartemperatuur Lagern bei

= Houdbaar tot Verwendbar bis

LoT] Lotnummer Chargenbezeichnung

REF Catal ogusnummer BestellInummer
[BOHTROL] Controle Kontrolle

owom] Medisch hulpmiddel voor in-vitro diagnostiek In Vitro Diagnostikum

| Fabrikant Hersteller

[ Inhoud vol doende voor <n> testen Ausreichend fir <n> Ansétze

Wasoplossing, geconcentreerd

Waschl6sung-Konzentrat

CAL 0 Nulkalibrator Null kalibrator
CAL N Kalibrator # Kalibrator #
CONTROL | N Controle# Kontrolle #
Ag | 128l Tracer Tracer
A | sl Tracer Tracer
Ag | 1251 | conc Tracer geconcentreerd Tracer Konzentrat
Ab | 1251 | CONC Tracer geconcentreerd Tracer Konzentrat
j Buisies Rohrchen
INC | BUF Incubatiebuffer Inkubationspuffer
ACETONITRILE Acetonitrile Azetonitril
SERUM Serum Humanserum
DL | sPE Specimen diluent Probenverdiinner
DL | BUF Verdunningsbuffer Verdunnungspuffer
ANTISERUM Antiserum Antiserum
IMMUNOADSORBENT Immunoadsorbent Immunadsorbens
DL | cAL Kalibratorverdunner Kalibratorverdiinnung
REC | SOLN Reconstitutieopl ossing Rekonstitutionsl6sung
Polyethyleen glycol Polyethylenglykol

Extractieoplossing

Extraktionsl6sung

ELU | SOLN Elutieoplossing Eluierungslsung

GEL Bond Elut Silica kolom Bond Elut Silikakartuschen
PRE | SOLN Pre-behandelingsoplossing Vorbehandlungsl 6sung
NEUTR | SOLN Neutralisatieoplossing Neutralisierungsl dsung
TRACEUR | BUF Tracerbuffer Tracer-Puffer

Microtiterplaat Mikrotiterplatte

Ab | HRP HRP Conjugaat HRP Konjugat

Ag | HRP HRP Conjugaat HRP Konjugat

Ab | HRP | CONC HRP Conjugaat geconcentreerd HRP Konjugat Konzentrat

Ag | HRP | CONC HRP Conjugaat geconcentreerd HRP Konjugat Konzentrat
CONJ | BUF Conjugaat buffer Konjugatpuffer
CHROM | TMB | CONC Chromogene TMB geconcentreerd Chromogenes TMB Konzentrat
CHROM | TMB Chromogene Oplossing TMB Farblésung TMB

SUB | BUF Substraatbuffer Substratpuffer

STOP | SOLN Stopoplossing Stoppl &sung

INC | SR Incubatieserum Inkubationsserum

BUF Buffer Puffer

Ab AP AP Conjugaat AP Konjugat

SUB | PNPP Substraat PNPP Substrat PNPP

BIOT | CONJ | CONC Geconcentreerd Biotine conjugaat Biotin-Konjugat-Konzentrat

AVID | HRP | CONC Geconcentreerd Avidine-HRP conjugaat Avidin-HRP-Konzentrat
ASS | BUF Assay buffer Assaypuffer

Ab | BIOT Biotine conjugaat Biotin-Konjugat

m Specifiek antilichaam Spezifischer Antikorper

Streptavidine-HRP concentraat

HRP Streptavidinkonzentrat

NS8 Aspecifieke binding Unspezifische Bindung
2nd Ab 2de antilichaam Sekundérer Antikdrper
| ACID | BUF | Verzuringsbuffer Ansauerungspuffer
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Simboli utilizzati

Simbolos utilisados

Consultare leistruzioni per I'uso

Consultar las instrucciones de uso

Limitazioni di temperatura

Limitacion de temperatura

: Utilizzare entro Fecha de caducidad
Lot Numero di lotto Codigo delote
[FEF] Numero di catalogo NUmero de catédl ogo
[BOHTROL] Controllo Control
owom] Dispositivo medico-diagnostico in vitro Producto sanitario paradiagndstico in vitro
ﬂ Fabbricante Fabricante

Contenuto sufficiente per <n> saggi

Contenido suficiente para<n> ensayos

£\ «at
9 .
g
z

CONC

Tampone di lavaggio concentrato

Solucion de lavado concentrada

CAL 0 Cadlibratore zero Calibrador cero

CAL N Standard # Calibrador #
CONTROL | N Controllo # Control #

Ag | 1250 Marcato Trazador

Ab | 1280 Marcato Trazador

Ag | 1251 | conc Marcato concentrato Trazador concentrada

Ab 1251 CONC

Marcato concentrato

Trazador concentrada

]

Provette

Tubos

INC | BUF Tampone incubazione Tampdn de incubacion

ACETONITRILE Acetonitrile Acetonitrilo

SERUM Siero Suero

DL | SPE Diluente campione Diluyente de Muestra
DIL | BUF Tampone diluizione Tampén dedilucion
ANTISERUM Antisiero Antisuero
IMMUNOADSORBENT Immunoassorbente Inmunoadsorbente

Diluente cdibratore

Diluyente de calibrador

RE( SOLN

Soluzione di ricostituzione

Solucion de Reconstitucion

Polietilenglicole

Glicol Polietileno

EXTR [ SOLN

Soluzione di estrazione

Solucion de extraccion

ELU SOLN

Soluzione di eluizione

Solucién de elucion

T

Cartucce di silice bond elut

Cartuchos Bond Elut Silica

PRE SOLN

Soluzionedi pretrattamento

Solucion de Pre-tratamiento

NEUTR | SOLN

:

Soluzione di neutralizzazione

Solucion de Neutralizacion

TRACEUR | BUF Tracer Buffer Tamp6n de trazador
Piastradi microtitolazione Placa de microvaloracion
Ab | HRP HRP Coniugato HRP Conjugado
Ag | HRP HRP Coniugato HRP Conjugado
Ab | HRP | CONC HRP Coniugato concentrato HRP Conjugado concentrada
Ag | HRP | CONC HRP Coniugato concentrato HRP Conjugado concentrada

Q
Q
z
&

BUF

Buffer coniugato

Tamp6n de Conjugado

CHROM ™B CONC

Cromogena TMB concentrato

Cromégena TMB concentrada

CHROM | T™MB

Soluzione cromogena TMB

Solucién Cromégena TMB

SuB | BUF Tampone substrato Tampoén de sustrato
STOP | SOLN Soluzione di arresto Solucion de Parada
INC | ser Incubazione con siero Suero de Incubacion
BUF Buffer Tampén
Ab AP AP Coniugato AP Conjugado
SUB | PNPP Substrato PNPP Sustrato PNPP

BIOT CONJ | CONC

Concentrato coniugato con biotina

Concentrado de conjugado de biotina

AVID HRP | CONC

Concentrato avidinaHRP

Concentrado avidinaHRP

ASS BUF

Soluzione tampone per test

Tampoén de ensayo

Ab BIOT

Coniugato con biotina

Conjugado de biotina

i

Al

Anticorpo Specifico

Anticuerpo especifico

SAV HRP | CONC

Streptavidina-HRP concentrata

Estreptavidina-HRP Concentrado

N8 Legame non-specifico Uni6n no especifica
2nd Ab 2° Anticorpo Segundo anticuerpo
ESEE Tampone Adidificante Tampon de Acidificacion
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Simbolos utilizados Anvanda symboler
il Consulteinstrugdes de utilizagio Lés instruktionerna fére anvandning

f ] Temperatura de conservaggo Forvaringstemperatur
= Utilizar antes de Anvénds av
LoT] Cédigo de lote Lotnummer
[FEF] NUmero de catédl ogo Katal ognummer
[BOHTROL] Controlo Kontroll
KL Dispositivo médico de diagndstico in vitro In vitro diagnostiskt kit
Fabricante Tillverkare

Contetido suficiente para<n> testes

Innehdllet racker till <n> prover

WASH | SOLN | CONC

Solucdo de lavagem concentrada

Tvéttl6sning, koncentrerad

CAL 0 Calibrador zero Nollkaibrerare
CAL N Calibrador # Kalibrator #
CONTROL | N Controlo # Kontroll #
Ag | 1251 Marcador Radioisotop, antigen
Ab 1251 Marcador Radioisotop, antikropp
Ag | 125 | conc Marcador concentrada Radioisotop, antigen koncentrerad
Ab | 1251 | CONC Marcador concentrada Radioisotop, antikropp koncentrerad
1 Tubos Ror
INC | BUF Tampéo de incubagéo Inkuberingsbuffert
ACETONITRILE Acetonitrilo Acetonitril
UM Soro Serum
L Diluidor de espécimes Spadningsbuffert for prover
Tampéo de diluicdo Spédningsbuffert
ANTISERUM Anti-soro Antiserum
Imunoadsorvente Immunoadsorberare

Diluente do calibrador

Kalibratordiluent

REC | SOLN Solucdo de Reconstitui¢éo Rekonstitutionslsning
Polietileno-glicol Polyetylenglykol

EXTR | SOLN Solucdo de Extraccéo Extraktionsl&sning

BU | SN Soluggo de Eluicio Elueringsl6sning

Cartuchos de silicaBond Elut

Silikonpatroner for elueringsbindning

Soluggo de pré-tratamento

Forbehandlingsl 6sning

Solugéo de neutralizagéo

Neutraliseringsl ésning

TRACEUR | BUF Tamp&o Marcador Tracerbuffert
Placa de micro titulagéo Microtiterplatta
A | HRP HRP Conjugagéo HRP-konjugat
Ag HRP HRP Conjugagéo HRP-konjugat
Ab | HRP | conc HRP Conjugagdo concentrada HRP-konjugat-koncentrat
Ag HRP | CoNC HRP Conjugagdo concentrada HRP-konjugat-koncentrat
cons | BUF Conjugue o tamp&o Konjugatbuffert

CHROM ™B CONC

Cromogénica TMB concentrada

Kromogeniskt TM B-koncentrat

CHROM | T™MB

Solugdo Cromogénica TMB

Kromogenisk TMB-I&sning

SUB | BUF Tampéo de substrato Substratbuffert
STOP | SOLN Solugéo de Paragem Stopldsning
INC [ SR Soro deincubaggo Inkubationsserum
BUF Tampéo Buffert
Ab AP AP Conjugagéo AP-konjugat
SUB | PNPP Substrato PNPP Substrat-PNPP

BIOT CONJ | CONC

Concentrado conjugado de biotina

Biotinkonjugat koncentrat

AVID HRP | CONC

Concentrado HRP de avidina

Avidin HRP-koncentrat

ASS BUF

Tampéo de ensaio

Provbuffert

Ab BIOT

Conjugado de biotina

Biotinkonjugat

Al

Anticorpo especifico

|1

Tampéo de acidificaggo

HRP | CONC Estreptavidina HRP concentrado -

NSB Ligagdes n&o especificas -
2ndAb Anticorpo secundério -
ESEE -
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Enrelijynon ov OV

Anvendte symboler

ZvpPovievteite Tig 0dNyieg xpriong

Laes brugsvejledningen

Oeppokpacio amobikevong

Opbevaringstemperatur

: Hypepopmvia Anéng Anvend inden
LOT Ap1Opdg Toptidog Batchkode
[FEF] ApBpdg Kataddyon Katal ognummer
ECATROL] Tpotvmo eréyyov Kontrol

In Vitro Awyvootiké lotpoteyvortytkd mpotdv

Medicinsk udstyr til in vitro-diagnosticering

Kataokevaomg

Fabrikant

Tepeyopevo emapkég yuo «» eEeTdoElg

Indeholder nok til <n> test

ZUUTUKVOUEVO SLHAVLLOL EKTAVONG

Koncentreret vaskeopl gsning

CAL 0 Mndevikog Babpovountg Nul-kalibrator

CAL N BaBpovopntig # Kalibrator nr.
CONTROL | N Opodg eréyyov # Kontrol nr.

Ag | 125l IynOétng Marker

Ab | 1280 IynOétng Marker

Ag | 1251 | CONC Xpopoyovog Iyvndémg Koncentreret marker
A 1251 | CONC Xpopoyovog Iyvndémg Koncentreret marker
'] ZoMvapla Tuber

INC | BUF Pubpiotikd didhopa endaong Inkubati onsbuffer
ACETONITRILE Axetovirpilio Acetonitril

SERUM Opog Serum

DL | SPE Awihopa apainong detypdtmv Provediluent

DL | BUF Pubpiotikd didhvpo apaioong Fortyndingsbuffer

ANTISERUM Avtiopog Antiserum
IMMUNOADSORBENT AvocompoopoenTikd Immonoadsorbent

Addopa Tpoemeepyaciog

DIL | cAL Apowtikd Babpovountédv Kalibratordiluent
REC | SOLN Awhopa ovecvoTaong Rekonstitueringsopl gsning
PEG ToAvatbvievoyAvkoin Polyetylenglykol
EXTR | SOLN Awdhopa exydiong Ekstraktionsoplgsning
ELU | SOLN Awdhopa Ekhovong Elueringsopl gsning
GEL Dvoryyeg moprtiov Bond Elut Patroner med bindingselueringssilica
PRE | SOLN Forbehandlingsopl gsning

NEUTR | SOLN Awdhopa e€0vdetépmong Neutraliseringsopl@sning
TRACEUR | BUF PuBuiotikd dddvpa Markerbuffer
TTAGKo LkpoTThodoToNg Mikrotiterplade
Ab | HRP HRP Zolevypa HRP-konjugat
Ag | HRP HRP Zolevypa HRP-konjugat
Ab | HRP | CONC Xpopoydvog HRP Zolevypo HRP-konjugat-koncentreret
Ag | HRP | CONC Xpopoydvog HRP Zolevypo HRP-konjugat-koncentreret
CONJ | BUF Pubpiotikd didhvpo ovledypatog Konjugatbuffer
CHROM | TMB | CONC Xpopoyovog TMB Kromogen TMB-koncentreret
CHROM | TMB Audhopa ypopoyovov TMB Kromogen TM B-opl gsning
SUB | BUF Pubpiotikd didAupio VTOGTPMUOTOG Substratbuffer
STOP | SOLN Avaoyetikd avtidpoaotiplo Stopopl gsning
INC | SR Opdg emdaong Inkubati onsserum
BUF PouBuiotikd dddvpa Buffer
Ab AP AP Z0levypo AP-konjugat
SUB | PNPP PNPP vrtoctpdpatog Substrat PNPP

ZUUTVKVOUEVO avTIdpactiplo cuievypévo pe Protivn

Biotin konjugat koncentrat

Zopmokvopévo dtdivpo ofdivng-HRP

Avidin HRP koncentrat

PuBiotiko stddvpo Tposdopicron

Provebuffer

avTIdPuoTHPLo GLEEVYHEVO ne Plotivn

Biotin konjugat

Ewdwo6 Avticopo

PuBiotiko Atdivpo 6&vo

SAV | HRP | CONC Topmvkvopévn otpentafidivy cuvetevypuévn pe HRP -
N8 un-edikn déopevon -
2nd Ab 20 Avticopo -

| ACID | BUF | -
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Stosowane symbole

Hasmnalt szimbélumok

Przed zastosowaniem zapoznac si¢ z instrukcja

Olvassa e ahaszndati Gtmutat6t

f ] Temperatura przechowywania Térolasi homérséklet
: Zuzy¢ przed Lejérati id6
LT Kod serii Gyértési kod
[FEF] Numer katal ogowy Katal 6gus szam
ECHTROL] Kontrola Kontrol
v o Urzadzenie medyczne do diagnostyki in vitro In vitro diagnosztikai eszkdz

Producent

Gyarto

Zawartos¢ wystarczajaca do <n> testow

Tartalma <n> teszt el végzésére el egendd

WASH | SOLN | CONC

Roztwér ptuczacy stezony

Moso folyadék koncentrétum

CAL 0 Kalibrator zerowy Zero kalibrétor
CAL N Kalibrator nr Kalibrétor #
CONTROL | N Kontrolanr Kontrol #

Ag 1251

Znacznik izotopowy

Nyomjelz6 izotop

Ab 1251

Znacznik izotopowy

Nyomjelz6 izotop

Ag 1251 | CONC

Znacznik izotopowy stezony

Nyomjelz6 izotép koncentrdtum

Ab 1251 CONC

Znacznik izotopowy stezony

Nyomjelz6 izotép koncentrdtum

1 Probowki Csbvek
INC | BUF Wymegana i nkubacja buforu Inkubd 6 puffer
ACETONITRILE Acetonitryl Acetonitril
UM Surowica Szérum
L Rozcienczalnik probki Mintahigitd
Bufor do rozcienczania Higito puffer
ANTISERUM Antysurowica Antiszérum
Immunoadsorbent Immunadszorbens

Rozcienczanik kalibratora

Kalibrétor higité

REC | SOLN Roztwor do rozcienczania Mintael 6készité ol dat
Glikol poli(oksy)etylenowy Polietilén glikol

EXTR | SOLN Roztwor ekstrakeyjny Extrakci6s ol dat

ELU | SON Roztwor eucyjny Elud 6 oldat

Kolumny krzemionkowe Bond Elut

Bond Elut Silicaszilikagél patronok

Roztwér do przygotowania wstepnego

Elékezel 6 oldat

Roztwér neutralizujacy

Semlegesité oldat

TRACEUR | BUF Bufor znacznika Nyomjelz6 izotdp higitd puffer
mikroptytka Mikrotiter lemez
Ab | HRP Koniugat peroksydazy chrzanowej HRP konjugétum
Ag | HRP Koniugat peroksydazy chrzanowej HRP konjugétum
Ab | HRP | CONC Koncentrat koniugatu peroksydazy chrzanowej HRP konjugétum koncentrétum
Ag | HRP | CONC Koncentrat koniugatu peroksydazy chrzanowej HRP konjugétum koncentratum
CONJ | BUF Bufor do koniugacji Konjugéatum puffer

CHROM ™B CONC

Koncentrat chromogenu TMB (czterometylobenzydyny)

Kromogén TMB koncentrdum

CHROM | T™MB

Roztwér chromogenu TMB (czterometylobenzydyny)

Kromogén TMB oldat

SUB | BUF Bufor substratu Szubsztrét puffer
STOP | SOLN Roztwér zatrzymujacy reakcje Stop oldat
INC | SR Wymegana i nkubacja surowicy Inkubéci 6s szérum
BUF Bufor Puffer
Koniugat AP (fosfatazy alkalicznej) AP konjugétum

p-nitrofenyl ofosforan substratowy

Szubsztrét PNPP

BIOT CONJ | CONC

Koncentrat koniugatu biotyny

Biotin konjugatum koncentrétum

AVID HRP | CONC

Koncentrat peroksydazy chrzanowej z awidyna

Avidin HRP koncentrdtum

ASS BUF

Bufor do oznaczania

Vizsgdlati puffer

Ab BIOT

Koniugatu biotyny

Biotin konjugdtum

Al

Przeciwciato swoiste

Specifikus ellenanyag

|1

HRP | CONC Koncentrat streptawidyny HRP Sztreptavidin HRP koncentrétum
NSB Wiazanie nieswoiste Nem-specifikus kétédés
2nd Ab Drugie przeciwciato Mésodlagos €llenanyag
[aco [ sur | Bufor zakwaszajacy Savas puffer
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H3n0,3BaHU CUMBOJIH

il BuskTe nHCTpyKIMATa 32 paboTa
f Temneparypa Ha CbXpaHeHHE
L o
- Hsnonsgaiite ¢
LOT IMapTunen xox

Karanosxen Homep

Konrpon

W1 BUTPO TMArHOCTHYHO MEMIIMHCKO H3/IeIHe

Ipoussoauren

Cun;p)l(aﬂne JIOCTaTh4HO 3a <N> TecTa

KonueHTprpan u3MHBal pa3sTBop

CAL 0 Hynes kanu6parop
CAL N KanuGpartop #
CONTROL | N Kontpon #

A Tpeiicsp

i i Tpeiicep

Konuenrpupan Mapkep

A 1251 | CONC KoHueHTpupan Mapkep
1 EnpyseTku
INC | BUF Hukyb6armonen Oydep
ACETONITRILE AICTOHUTPHI
SERUM Cepym
DIL | SPE Paspenuren 3a npodure
oL | BUF Bybep 3a paspexnane
AHTHCEPYM
HmyHoabcopOeHT

Paspeauten 3a kanubpatopa

Ipecn3naBany pa3Tsop

Tonuerunen rMkomn

ExcrpakToB pa3tBop

PastBop 3a emounpane

CHITHKAreTHH TBJIHUTENTN

Ipen-neueben pazTBOp

Heyrpanusupani parsop

Mapkepen Oydep

MHuKpPOTHTBPHA IIACTHHA

HRP xontorar / Konrorar Ha XpsiHOBa [IepOKCHa3a

HRP xontorar / Konrorar Ha XpsiHOBa [IepOKCHa3a

HRP KoHIOTHpaH KOHLEHTPAT

HRP KoHIOTHpaH KOHLEHTPAT

CoNJ | BUF Bydep 3a kontorara
CHROM | TMB | CONC Xpomorenen TMB konueHTpar
CHROM | TMB Xpowmorenen TMB pasteop

su | BUF Cyb6crparen Oydep

STOP | SOLN Cron pa3TBOp

INC | SR HHKy6armoHeH cepym

suF Bydep
Ab AP

AP kontorar / KoHIOraT Ha ankaiHa gocdaraza

PNPP

Cy6cerpar PNPP / mapa wutpodenun pocdar

buoTnH KOHIOTHpaH KOHLEHTpAT

AVID HRP | CONC

Lo | o ]
BIOT CONJ | CONC
[ | e Joore]

AsuanH HRP konueHTpar

Bydep 3a npobure

buotun xoHiorar

crnenupuIHO AHTHTAIIO

crpenrtasuaud HRP koHLeHTpat

NSB He crienu(uIHO CBbp3BaHe
2ndAb BTOPO aHTHTSUIO
| ACID | BUF |

KHcenuHu3upai oydep
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