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Enzyme Linked ImmunoSor bent Assay (EL I SA) for the measurement of
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KAPEPKTS811
IN VITRO DIAGNOSTIC

DIAsource ImmunoAssays SA - Ruede’ Industrie 8, B-1400 Nivelles, Belgium - Tel: +3267 889999 - Fax : +32 67 88 99 96

INTENDED USE

This ELISA (enzyme-linked immunosorbent assay) kit is intended for the
quantitative determination of human pepsinogen Il levels in serum. Determination
of human serum pepsinogen Il level allows to calculate the ratio of pepsinogen
I/ll, which was reported to be a useful tool in the aid of diagnosing the functional
states of acid secreting gastric mucosa.

SUMMARY OF PHYSIOLOGY

Pepsinogen consists of a single polypeptide chain of 375 amino acids with an
average molecular weight of 42 kDa. Pepsinogen | is synthesized at gastric chief
cells and mucous neck cells, while pepsinogen Il is produced not only by gastric
chief cells, mucous neck cells, but also by clear mucous cells of antrum and
Brunner's glands in the proximal duodenum, etc. The clinical applications of
measuring pepsinogen | and pepsinogen Il are of useful aid in diagnosing severe
atrophic gastritis and stomach cancer. It was suggested that the measurement of
serum pepsinogens served as a “serological biopsy” for predicting the presence
of atrophic gastritis or superficial gastritis.

Atrophic Gastritis: It was found that a serum pepsinogen | level below 20 ng/ml
was highly specific for severe atrophic gastritis. It is also observed that serum
pepsinogen | levels fell with increasing severity of mucosal damage in atrophic
gastritis. The diagnostic sensitivity and specificity of serum pepsinogen | level for
advanced atrophic corpus gastritis are about 92% and 90% respectively. On the
other hand, the decrease in serum pepsinogen | levels in patients with pernicious
anemia and atrophic gastritis was found to be associated with normal or raised
pepsinogen Il levels. Therefore, a pepsinogen I/pepsinogen Il ratio is significantly
lower than those with superficial gastritis or normal remnant mucosa.

Stomach Cancer: Low serum pepsinogen | levels as well as low ratio of
pepsinogen I/Il were found in patients with gastric cancer, with a threefold higher
incidence. Other studies have concluded that low serum pepsinogen | levels may
identify persons at increased risk for intestinal types of stomach cancer.

Duodenal Ulcer: A low serum pepsinogen | level can exclude a diagnosis of
duodenal ulcer. Although a high pepsinogen | level has less clinical useful for
establishing the diagnosis of a duodenal ulcer, the combination of of
hypergastrinemia and a highly elevated serum pepsinogen | strongly suggests the
possibility of the Zollinger-Ellison syndrome.

ASSAY PRINCIPLE
This ELISA is designed, developed and produced for the quantitative
measurement of human pepsinogen Il level in serum samples. The assay utilizes
the two-site “sandwich” technique with two selected monoclonal antibodies that
bind to different epitopes of human pepsinogen Il without any cross-reaction to
human pepsinogen |I.

Assay calibrators, controls and patient serum samples containing human
pepsinogen |l is added directly to the microtiter wells of a microplate that was
coated with a streptavidin. Simultaneously, a biotinylated antibody and a
horseradish peroxidase conjugated antibody are added to each well. After the
first incubation period, the sterptavidin on the wall of the microtiter well captures
the biotinylated antibody as well as the immuno complexes in the form of
“streptavidin — biotin-antibody — pepsinogen Il — HRP-antibody”. Unbound
proteins as well as unbound HRP conjugated antibody in each microtiter well are
removed in the subsequent washing step. The well is incubated with a substrate
solution in a timed interval, the reaction is stopped and the developed colour is
measured in a spectrophotometric microplate reader. The enzymatic activity of
the detecting antibody bound to the pepsinogen Il on the wall of the microtiter well
is directly proportional to the amount of pepsinogen Il in the sample. A calibration
curve is generated by plotting the absorbance versus the respective human
pepsinogen Il concentration for each calibrator on Point-to-Point, CubicSpline or
4-Parameter plot. The concentration of human pepsinogen Il in test samples is
determined directly from this calibration curve.

REAGENTS: Preparation and Storage

This test kit must be stored at 2 — 8°C upon receipt. For the expiration date of the
kit refer to the label on the kit box. All components are stable until this expiration
date.

Prior to use allow all reagents to come to room temperature. Reagents from
different kit lot numbers should not be combined or interchanged.

1. Streptavidin Coated Microplate

One microplate with 12x8 strips (96 wells total) coated with streptavidin. The
plate is framed and sealed in a foil Ziploc bag with a desiccant. This reagent
should be stored at 2 — 8°C and is stable until the expiration date on the kit
box.

Ab Detecting Antibody

One vial contains 0.6 mL concentrated horseradish peroxidase (HRP)
conjugated anti-human pepsinogen Il detecting antibody in a stabilized
protein matrix. This reagent must be diluted with dilution buffer before use.
This reagent should be stored at 2 — 8°C and is stable until the expiration
date on the kit box.

Ab Capture Antibody

One vial contains 0.6 mL concentrated biotinylated anti-human pepsinogen
Il capture antibody in a stabilized protein matrix. This reagent must be
diluted with dilution buffer before use. This reagent should be stored at 2 —
8°C and is stable until the expiration date on the kit box.
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4, DIL BUF | Dilution buffer

One vial contains 12 mL ready to use buffer. It should be only used for
detecting antibody and capture antibody dilution according to the assay
procedures. This reagent should be stored at 2 — 8°C and is stable until the
expiration date on the kit box.

o

WASH | SOLN | CONC | Washing buffer

One bottle contains 20 mL of a 30 fold concentrate. Before use the contents
must be diluted with 580 mL of distilled water and mix well. Upon dilution
this yields a working wash solution containing a surfactant in phosphate
buffered saline with a non-azide preservative. The diluted solution should be
stored at room temperature and is stable until the expiration date on the kit
box.

One bottle contains 12 mL of tetramethylbenzidine (TMB) with hydrogen
peroxide. This reagent should be stored at 2 — 8°C and is stable until the
expiration date on the kit box.

TMB-Substrate solution

o

STOP | SOLN Stop Solution

N

One bottle contains 12 mL of 0.5 M sulfuric acid. This reagent should be
stored at 2 — 8°C or room temperature and is stable until the expiration date
on the kit box.

8. CAL Calibrators 0 -5

Six vials each contains lyophilized human pepsinogen Il in a bovine serum
albumin based matrix with a non-azide preservative. Refer to vial for exact
concentration for each calibrator. All the calibrators should be
reconstituted with distilled water and stored at -20°C or below after the first
use (up to 3 freeze cycles).

Two vials each contains lyophilized human pepsinogen Il in a bovine serum
albumin based matrix with a non-azide preservative. Refer to vials for
exact concentration range for each control. Both controls should be
reconstituted with distilled water and store at -20°C or below after the first
use with (to 3 freeze cycles).
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SAFETY PRECAUTIONS

For in vitro diagnostic use only.

Source material from which reagents of bovine serum albumin was derived in the
contiguous 48 United States. It was obtained only from donor health animals
maintained under veterinary supervision and found free of contagious diseases.
Wear gloves while performing this assay and handle these reagents as if they are
potential infectious. Avoid contact with reagents containing TMB, hydrogen
peroxide, or sulfuric acid. TMB may cause irritation to skin and mucous
membranes and cause an allergic skin reaction. TMB is a suspected carcinogen.
Sulfuric acid may cause sever irritation on contact with skin. Do not get in eyes,
on skin, or on clothing. Do not ingest or inhale fumes. On contact, flush with
copious amounts of water for at lease 15 minutes. Use Good Laboratory
Practices.

MATERIALS REQUIRED BUT NOT PROVIDED

1. Precision single channel pipettes capable of delivering 50 pL, 100 pL,
and 1000 pL, etc.
Repeating dispenser suitable for delivering 100 pL.
Disposable pipette tips suitable for above volume dispensing.
Disposable 12 x 75 mm or 13 x 100 glass tubes.
Disposable plastic 1000 mL bottle with caps.
Aluminum foil.
Deionized or distilled water.
Plastic microtiter well cover or polyethylene film.
ELISA multichannel wash bottle or automatic (semi-automatic)
washing system.
Spectrophotometric microplate reader capable of reading absorbance
at 450 nm.
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SPECIMEN COLLECTION

Only 50 pL of human serum is required for human pepsinogen Il measurement in
duplicate. No special preparation of the individual is necessary prior to specimen
collection. However, it is recommended to draw a 10 hour fasting serum sample
for the test. Whole blood should be collected and must be allowed to clot for
minimum 30 minutes at room temperature before the serum is separated by
centrifugation (850 — 1500xg for 10 minutes). The serum should be separated
from the clot within three hours of blood collection and transferred to a clean test
tube. Serum samples should be stored at - 20°C or below until measurement.
Avoid repeated (more than three times) freezing and thawing of specimen.

ASSAY PROCEDURE
1. Reagent Preparation

(1) Prior to use allow all reagents to come to room temperature. Reagents
from different kit lot numbers should not be combined or interchanged.

(2) The washing buffer must be diluted to working wash solution prior
use. Please see REAGENTS section for details.

(3) Reconstitute all assay calibrators and controls by adding 1 mL of
deminerialized water to the vial of calibrator level 0 and 0.5 mL
deminerialized water to the vials of calibrator level 1 - 5 and control 1
& 2. Allow the calibrators and controls to sit undisturbed for 10
minutes, and then mix well by gentle vortexing. One must make sure
that all solid is dissolved completely prior to use. These reconstituted
calibrators and controls must be stored at - 20°C or below. Do not
exceed 3 freeze-thaw cycles.

2. Assay Procedure
(1) Place a sufficient number of Streptavidin coated microwell strips in a
holder to run human pepsinogen Il calibrators, controls and unknown
samples in duplicate.
(2) Test Configuration

ROW STRIP 1 STRIP 2 STRIP 3

A CALO CAL4 SAMPLE 1
B CAL 0 CAL 4 SAMPLE 1
C CAL1 CALS SAMPLE 2
D CAL1 CALS SAMPLE 2
E CAL 2 C1 SAMPLE 3
F CAL 2 C1 SAMPLE 3
G CAL3 Cc2

H CAL3 Cc2

(3) Prepare working Detecting Antibody and Capture Antibody mixture by
1:21 fold dilution of the Pepsinogen Il Detecting Antibody and the
Pepsinogen I Capture Antibody with the Dilution buffer. For each
strip, 1 mL of Dilution buffer is required (with the addition of 50 uL of
Detecting Antibody and 50 pL Capture Antibody) in a clean test tube
or vial. The table below shows the amount of antibody mix that is
required for a number of strips..

Strip Dilution buffer Detecting Capture
no. Antibody Antibody
1 1mL 50 pL 50 pL

2 2mL 100 pL 100 pL
3 3mL 150 pL 150 pL
4 4 mL 200 pL 200 pL
5 5mL 250 pL 250 pL
6 6 mL 300 pL 300 pL
7 7 mL 350 pL 350 pL
8 8 mL 400 pL 400 pL
9 9mL 450 pL 450 pL
10 10 mL 500 pL 500 pL
11 11 mL 550 pL 550 pL
12 12 mL 600 pL 600 pL

Note: this antibody mix should be freshly prepared right before
running the assay.

(4) Add 50 pL of calibrators, controls and patient serum samples into the
designated microwell.

(5) Add 100 pL of above antibody mixture to each well

(6) Mix gently and cover the plate with a plate sealer and with an
aluminum foil to avoid exposure to light.

(7) Incubate plate at room temperature for 2 hours.

(8) Remove the aluminum foil and plate sealer. Aspirate the contents of
each well. Wash each well 5 times by dispensing 350 pL of working
wash solution into each well and then completely aspirate the
contents. Alternatively, an automated microplate washer can be used.

(9) Add 100 pL of TMB-Substrate solution into each well.

(10) Cover the plate with a new plate sealer and with an aluminum foil to
avoid exposure to light.

(11) Incubate plate at room temperature for 20 minutes

(12) Remove the aluminum foil and plate sealer. Add 100 pL of Stop
Solution into each well. Mix gently.

(13) Read the absorbance at 450 nm within 10 minutes in a microplate
reader

PROCEDURAL NOTES

1. It is recommended that all calibrators, controls and unknown samples
be assayed in duplicate. The average absorbance reading of each
duplicate should be used for data reduction and the calculation of
results.

2.  Keep light sensitive reagents in the original bottles and avoid
unnecessary exposure to the light.

3. Store any unused antibody coated strips in the foil Ziploc bag with
desiccant to protect from moisture.

4. Careful technique and use of properly calibrated pipetting devices are
necessary to ensure reproducibility of the test.

5. Incubation times or temperatures other than those stated in this insert
may affect the results.

6.  Avoid air bubbles in the microwell as this could result in lower binding
efficiency and higher CV% of duplicate reading

7.  All reagents should be mixed gently and thoroughly prior to use. Avoid
foaming.

INTERPRETATION OF RESULTS

1. Calculate the average absorbance for each pair of duplicate test
results.

2. Subtract the average absorbance of the CAL 0 (0 ng/mL) from the
average absorbance of all other readings to obtain the corrected
absorbance.

3. The calibration curve is generated by the corrected absorbance of all
calibrators on the ordinate against the calibrator concentration on the
abscissa using point-to-point or log-log paper. Appropriate computer
assisted data reduction programs may also be used for the calculation
of results.

4. It is recommended to use following curve fits: (1) Point-to-Paint, or (2)
4-Parameter or (3) CubicSpline.

The human pepsinogen Il concentrations for the controls and patient samples are
read directly from the calibration curve using their respective corrected
absorbance.
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EXAMPLE DATA AND CALIBRATION CURVE

A typical absorbance data and the resulting calibration curve from human
pepsinogen 1l ELISA are shown below. This curve should never be used
instead of the real time calibration curve.

Well OD 450 nm Absorbance Results
I.D. ng/mL
Readings Average Corrected
0 0.053 0.052 0.000
ng/mL 0.050
6.3 0.201 0.205 0.153
ng/mL 0.208
125 0.341 0.349 0.297
ng/mL 0.357
25 0.590 0.623 0.571
ng/mL 0.656
50 1.250 1.191 1.139
ng/mL 1.132
100 2.064 2.069 2.017
ng/mL 2.074
Control 1 0.218 0.218 0.166 6.8
0.217 ng/mL
Control 2 0.619 0.637 0.585 25.6
0.655 ng/mL
25
£
c
o
)
<
[a]
O
0 50 100
Pepsinogen Il (ng/ml)
EXPECTED VALUES

Seventy-three normal adult sera were measured with this human pepsinogen I
ELISA. The expected normal range is listed in the following table with different
percentile cut-off and the median level of this population is 4.9 ng/mL.

Percentile Cut-off Normal Range (hg/mL)
95% 2.3-20
90% 25-15
85% 3.0-12
80% 3.0-11

The ratio of pepsinogen I/1l is calculated from the same population.

Percentile Cut-off Normal Range (hg/mL)

95% 3-32
90% 4-25
85% 4-24
80% 6—22

It is highly recommend that each laboratory should establish their own normal
range for pepsinogen Il and the ratio of pepsinogen I/l based on local
populations.

Patients with atrophic gastritis, as well as patients with stomach cancer would
have a pepsinogen /Il level below 3. However, gastroendoscopy and tissue
biopsy should be used as final and confirmative diagnostic method.

LIMITATIONS OF THE PROCEDURE

1.  Since there is no Gold Calibrator available for human pepsinogen I
measurement, the values of the calibrators were established by
diluting a highly purified human pepsinogen Il in a protein matrix.

2. If a sample value is higher than 100 ng/mL, it is recommended to
measure a further diluted sample for a more accurate measurement.

3. If your microplate reader is unable to read beyond 2.0 at OD 450 nm,
one can adjust the computer program for an assay without the
calibrator level 5 from the calibrator set.

4. Bacterial or fungal contamination of serum specimens or reagents, or
cross contamination between reagents may cause erroneous results.

5.  Water deionized with polyester resins may inactivate the horseradish
peroxidase enzyme.

QUALITY CONTROL

To assure the validity of the results, each assay should include adequate controls
with known pepsinogen Il levels. We recommend that all assays include the
laboratory’s own human serum based pepsinogen Il controls in addition to those
provided with these Kits.

PERFORMANCE CHARACTERISTICS

Sensitivity

The sensitivity of the human pepsinogen Il ELISA is 0.1 ng/mL as determined by
measuring zero calibrator 16 times in the same assay and calculating the
detection limit at 3 standard deviation above the pepsinogen Il zero calibrator.
The analytical sensitivity of the assay is approximately 0.5 ng/mL.

Specificity
This assay measures human pepsinogen Il without any cross-reaction to human
pepsinogen I.

Linearity
Two human serum samples spiked with pepsinogen Il were diluted with dilution
buffer and assayed. The results expressed in ng/mL are as follows:

# DILUTION OBSERVED EXPECTED RECOVERY
VALUE VALUE %

1 Neat 16.2 - -
1:2 8.5 8.1 105
1:4 3.9 4.1 95
1:8 1.9 2.0 95

2 Neat 56.8 - -
1:2 26.7 28.4 94
1:4 13.8 14.2 97
1:8 6.9 7.1 97
1:16 4.0 3.6 111

Precision
The intra-assay precision is validated by measuring two samples in a single assay
with 16-replicate determinations.

Mean Pepsinogen Il Value (ng/mL) CV (%)
8.7 3.8
33.6 7.1

The inter-assay precision is validated by measuring two samples in duplicate in
12 individual assays.

Mean Pepsinogen Il Value (ng/mL) CV (%)

85 6.9

33.0 5.7
Recovery

Two patient samples were spiked with various amounts of human pepsinogen ||
and assayed. The results expressed in ng/mL are as follows:

# Orig. Value  Amount Observed Expected Recovery
Spiked Value Value %
1 11.2 6.3 8.3 8.8 94
12.5 114 11.9 96
25.0 17.6 18.1 97
2 5.6 6.3 6.1 6.0 102
12.5 9.3 9.1 102
25.0 14.9 15.3 97
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“Hook” Effect
It was determined that this pepsinogen Il ELISA did not show any high dose
“hook” effect up to 1,000 ng/mL of pepsinogen II.
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Short Assay Procedure:
1. Add 50 pL of calibrators, controls and patient serum samples into the
designated microwell.
. Add 100 pL of antibody mixture to each well.
. Mix, cover and incubate the plate at room temperature for 2 hours.
. Wash each well 5 times.
. Add 100 pL of TMB-Substrate solution into each of the wells.
. Cover and incubate plate at room temperature for 20 minutes.
. Add 100 pL of Stop Solution into each of the wells.

0 N o o b~ W N

. Read the absorbance at 450 nm.

Revision date : 2009-06-04

Catalogue nr : KAPEPKT811

Pl number: 1701141/en

Revision nr: 090604/1



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 | -




P.I. Number

: 1701000

Revision nr 070716

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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