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COALIZA®

Anti-Cardiolipin

An enzyme linked immunosorbent assay (ELISA) for the determination of
lgG and lgM anti-cardiolipin (aCL) antibodies in human serum or plasma.
The determination of serum aCL antibodies is used as an aid for evaluat-
ing the risk of thrombosis in individuals with systemic lupus erythemato-
sus and lupus-like disorders.
Kit contents

Reagent Volume

Coated microwells 12 strips x 8 wells
Sample diluent 1 x 60 mL
GPL calibrator serum (High, Moderate and Low) 3 x 0.250 ml
MPL calibrator serum (High, Moderate and Low) 3 x 0.250 ml
GPL aCL positive control serum 1 x 0.250 ml
MPL aCL positive control serum 1 x 0.250 ml
Normal control serum 1 x 0.250 ml
Conjugate anti-human lgG 1 x 15 ml
Conjugate anti-human lgM 1 x 15 ml
One-component substrate 1 x 15 ml
Phosphate buffered saline (PBS) 2 x 30 ml
33 x wash solution
Stopping solution 1 x 15 mL

PRINCIPLE
The Coaliza Anti-Cardiolipin is performed as an indirect ELISA. Diluted
serum samples, calibrator sera, and controls are incubated in cardiolipin
coated microwells, allowing aCL antibodies present in the sera to react
with the immobilized antigen. After the removal of unbound serum pro-
teins by washing, antibodies specific for human lgG or lgM, labeled with
horseradish peroxidase (HRP), are added forming complexes with the
cardiolipin bound antibodies. The test for lgG aCL antibodies and lgM
aCL antibodies must be performed separately. Following another washing
step, the bound enzyme-antibody conjugate is assayed by the addition of
tetramethylbenzidene (TMB) and hydrogen peroxide (H2O2) as the
 chromogenic substrate. Colour develops in the wells at a rate that is
proportional to the serum concentration of aCL antibodies.

MATERIALS
The sealed reagents are stable at 2-8°C until the expiry date printed on
the label. Avoid contamination by microorganisms in opened vials. All
reagents and the bag containing the coated microwell strips must be
brought to room temperature before use and must be returned to the
refrigerator immediately after use.
CAUTION: Each donor unit used in the preparation of human source
reagent has been tested by FDA approved methods for the presence of
Hepatitis B surface antigen and anti-bodies to HIV 1 and 2 and Hepatitis
C and found to be negative. However, since no test can completely rule
out the presence of these blood borned diseases, the handling and disposal
of human source reagents from this product should be made with care.
Harmful if swallowed (R 22). Irritating to eyes and skin (R 36/38). Avoid
contact with skin and eyes (S 24/25). In case of contact with eyes, flush
affected areas with copious amounts of water and seek medical advice
(S 26). Do not empty into drains (S 29). Wear suitable protective clothing
(S 36). CAUTION: contains sodium azide (0.1%). Use proper disposal
procedure. For in vitro diagnostic use.
1. 12 X 8 coated microwell strips with break away wells

Stabilized diphosphatidyl glycerol (bovine heart cardiolipin) coated
strips with frame holder.

2. Sample diluent (green solution)
10% bovine calf serum in PBS.

3. GPL calibrators serum See vial labels for aCL antibody
concentration in GPL units. These units are traceable to the
 internationally recognized preparations of the Phospholipid
Standardization Laboratory, University of Louisville. One GPL unit is
equivalent to 1 mg/ml of an affinity purified standard lgG aCL sample.

4. MPL calibrators serum See vial labels for aCL antibody
concentration in MPL units. These units are traceable to the
 internationally recognized preparations of the Phospholipid
Standardization Laboratory, University of Louisville. One MPL unit is
equivalent to 1 mg/ml of an affinity purified standard lgM aCL sample.

5. GPL aCL positive control serum
See vial label for expected GPL range.

6. MPL aCL positive control serum
See vial label for expected MPL range.

7. Normal control serum
See vial label for expected GPL and MPL ranges.

8. Conjugate anti-human lgG (blue solution)
HRP conjugated goat anti-human lgG (H chain specific), contains
gentamycin sulfate and thimerosal as a preservative.

9. Conjugate anti-human lgM (red solution)
HRP conjugated goat anti-human lgM (H chain specific), contains
gentamycin sulfate and thimerosal as a preservative.

10. One-component substrate
Contains 3,3',5,5'- tetramethylbenzidene, and 0.01% hydrogen
peroxide in acidic buffer; ready for use.

11. Phosphate buffered saline
Dilute the wash concentrate (30 mL) to volume of 1L with deionized
water. This makes a 0.01 M PBS. The pH of the final solution should
be 7.35 ± 0.1. Store unused PBS solution refrigerated between 2-8°C.

12. Stopping solution
Contains 0.36 N sulfuric acid (0.18 mol/L)
CAUTION: Acid. Follow routine precautions for handling hazardous
chemicals.

Distributed by:
Instrumentation Laboratory
Instrumentation Laboratory Company - Lexington, MA 02421-3125 (USA)
Instrumentation Laboratory SpA - V.le Monza 338 - 20128 Milano (Italy)
Made in USA

13023901C-06



Reagents 1-10 are not interchangeable between different kit lot
numbers.

Material required but not provided
— Deionized water
— Graduated cylinders
— Precision pipettes capable of delivering between 5 and 1000 µL, with

appropriate tips
— Miscellaneous glassware appropriate for small volume handling
— Flask or bottle 1 L
— Microplate washer
— Disposable gloves
— Microplate reader equipped with 450 nm filter
— Multichannel pipettes capable of delivering to 8 wells

SPECIMEN COLLECTION
Serum is the preferred sample matrix. Blood should be collected by
venipuncture and the serum separated from the cells by centrifugation
after clot formation. If not tested immediately, the specimens should be
stored at 2-8°C. If specimens are to be stored for more than 72 hours,
they should be frozen at -20°C or below. Avoid repeating freezing and
thawing.
Plasma may be used if it is tested immediately, or if the platelets have
been removed by centrifugation at 1500 g for 10 min. Blood should be
collected by venipuncture and the plasma separated from the cells by
centrifugation. The supernatant must be carefully removed after
centrifugation to avoid contamination with platelets. Repeating the
centrifugation and separation steps may be advisable to minimize
platelet contamination. Lysed or aged platelets can react with
antiphospholipid antibodies, leading to aberrant results. Do not use
hemolyzed, icteric, or lipemic serum or plasma, as these conditions may
cause aberrant results. Specimens containing visible particulate matter
should be clarified by centrifugation before testing.

PROCEDURE
Precautions
— Bring serum samples and kit reagents to room temperature and mix

well before using; avoid foaming. Return all unused samples and
reagents to refrigerated storage as soon as possible.

— All dilutions of calibrator, control, and test sera must be made just
prior to use in the assay.

— A single water blank well should be set up on each plate with each
run. 125
No sample or kit reagents are to be added to this well. Instead, add
200 ml of deionized water to the well immediately prior to reading the
plate. The plate reader should be programmed to ”zero” or ”blank”
against this water well.

— Incomplete washing will adversely affect the test outcome. Operating
instructions for washing equipment should be carefully followed.

— Important: Failure to adequately remove residual PBS can cause
inconsistent colour development of the substrate solution.

— Use a multichannel pipette capable of delivering to 8 wells simulta
neously when possible. This speeds the process and provides more
uniform incubation and reaction times for all wells.

— Carefully controlled timing of all steps is critical. All calibrators,
controls, and samples must be added within a five minutes period.
Batch size of samples should not be larger than the amount that can
be added within this time period.

— For all incubations, the start of the incubation period begins with the
completion of reagent or sample addition.

— Addition of all samples and reagents should be performed at the
same rate and in the same sequence.

— Incubation temperatures above or below normal room temperature
(18-26°C) may cause inaccurate results.

— Do not use Tween 20 or other detergents in this assay.
— Do not use kit components beyond expiration date.
— Do not use kit components from different kit lot numbers.
Assay
All reagents and samples must be brought to room temperature before use.
The assay can be performed with a single point calibration (calibrator 3)
or a four-point calibration curve (calibrator 1, 2, and 3 plus sample
diluent/reagent blank as calibrator 4 equal to 0 GPL or 0 MPL units).
1. Remove any microwell strips that will not be used from the frame

holder and store them in the plastic bag.
2. Prepare a 1:50 dilution of the calibrators, controls, and patient

samples in sample diluent (green solution); e.g. 10 ml sample added
to 490 ml sample diluent.

3. Add 100 ml of each diluted calibrators (including the reagent blank/
calibrator 4), controls, and patient sample to the appropriate
microwells. Assay the calibrators and controls in duplicate. It is ad
vised that duplicate determinations be made for both the lgG and lgM
aCL antibodies in each sample, for a total of four wells per sample.

4. Add 100 ml of sample diluent to one test well reserved as a blank.
Use one blank well for lgG and one for lgM. A reagent blank control
should be run with both the single point and multipoint calibration
method. This well will be treated the same as a control or sample in
subsequent assay steps.

5. Incubate 15 min. at room temperature.
6. Wash 4 times with a minimum of 400 ml PBS per well per wash. If no

automatic washer is available, carefully invert the microwells and
dump the sample fluid. Take care not to allow sample from one
microwell to flow into another. Adequate washing is best accom
plished by directing a forceful steam of PBS from a plastic squeeze
bottle with a wide tip into the bottom of the microwells. Invert
microwells between each wash to empty fluid. Use a snapping mo
tion of the wrist to shake the liquid from the wells. The frame must be
squeezed at the center on the top and bottom to retain microwell
modules during washing. Blot on absorbent paper to remove residual
wash fluid. Do not allow wells to dry out between steps.

7. Add 100 ml conjugate anti-human lgG (blue solution) to the wells
corresponding to the GPL calibrator, controls and patient samples.
Add 100 µl conjugate anti-human lgM (red solution) to the wells cor
responding to the MPL calibrator, controls and patient samples.

8. Incubate for 15 min. at room temperature.
9. Wash 4 times with PBS. See step 6 for washing directions.

10. Add 100 ml one-component substrate to each well and incubate for
10 min. at room temperature. Add the substrate to the wells at a
steady rate. Substrate solution in wells incubated with positive
samples will turn blue.

11. Add 100 ml 0.36 N sulfuric acid to each well to stop the enzyme
reaction. Be sure to add the acid to the wells in the same order and
at the same rate as the substrate solution was added to the wells.
Blue substrate solution will turn yellow and colourless solution will
remain colourless.

12. Add 200 µl of water to an empty well immediately prior to reading the
plate. This water blank is to be used to zero the plate reader.

13. Read the absorbance (within 30 min. after step 11) at 450 nm.

RESULTS
Single Point Calibration
1. Calculate the mean O.D. values for the duplicates of calibrator 3,

controls, and patient samples.
2. Divide the concentration value of calibrator 3 (printed on the vial

label) by the mean O.D. value of the calibrator serum to obtain the
conversion factor.

3. Calculate the mean absorbance value for the duplicates of the
calibrators, controls, and patient samples.

4. Divide the concentration value of the calibrator serum by the mean
absorbance value of the calibrator to obtain the conversion factor.

5. Multiply the mean absorbance for each of the samples by the
conversion factor to obtain a concentration value expressed in GPL
or MPL units.

6. The conversion factor must be calculated for both calibrators for each
assay run. Using a conversion factor from another assay, or inter
changing MPL and GPL conversion factors will invalidate the results.

              Anti-cardiolipin concentration of calibrator 3 ( GPL or MPL)
Conversion factor =  

Absorbance value of the calbrator 3

Anti-cardiolipin concentration of sample = Conversion factor X
Absorbance of the sample

7. Samples with aCL values greater than 100 GPL or 60 MPL can be
further diluted and re-assayed to obtain a more accurate estimate of
aCL activity. Results from the second assay for these samples must
be multiplied by the dilution factor to obtain final aCL activity values.

8. Assure that all quality parameters have been met (see Quality
control) before reporting test results.

Multi-Point Calibration
1. Calculate the mean O.D. values for the duplicates of the calibrators,

controls and patient samples.
2. Perform linear regression analysis with the four calibrator values

(See vial labels for GPL or MPL units. Calibrator 4 [sample diluent] is
equal to 0 GPL or 0 MPL units) against the mean O.D.’s for each
calibrator.

3. The calibrator curve can be plotted either automatically using a vali
dated software program or manually with graph paper. When generating
the curve manually, draw a best fit line through the plotted points.

4. Determine the control and patient sample values from the calibrator
curve.

QUALITY CONTROL
1. The mean absorbance readings of the calibrator 3 should be at least

0.400 to assure that the kit is functioning properly. Calibator 3
absorbance readings of less than 0.400 may indicate that the kit is
no longer suitable for use.

2. The mean absorbance readings of the Calibrator 4/  reagent blank
should be less than 0.05 when the plate reader has been blanked
against the water well. Readings greater than 0.05 may indicate
possible reagent contamination or inadequate plate washing.

3. The aCL values obtained for the control sera should be within the
ranges indicated on the container labels. These ranges are traceable
to the internationally recognized preparations of the Phospholipid
Standardization Laboratory, University of Louisville. Occasional small
deviations outside these ranges are acceptable.

4. Absorbance readings for the duplicates of the controls or samples
should be within 20% of the mean absorbance reading value for
samples with absorbance readings greater than 0.200.

5. Each laboratory should periodically determine their own normal cut
off values for the appropriate population of patients.
(see Performance characteristics, Specificity, as an example).

EXPECTED VALUES
Samples from 94 healthy blood donors were tested and the following
normal ranges established (mean ±+2 SD):
< 23 GPL
< 11 MPL
Expected prevalence
Serum samples from 149 individuals with SLE were tested with this assay.
Thirty-one (21%) were positive for lgG aCL antibodies. Fifteen (10%)
were positive for lgM aCL antibodies. No correlation was found between
aCL antibody levels and anti-dsDNA antibody levels or disease activity.
Monoclonal antibodies specific for dsDNA and ssDNA have also been
tested in the assay, and were shown to be non-reactive with the cardiolipin
coated microwells. Twenty-four serum samples from patients with
osteoarthritis were tested in the assay. Only 1 was positive for lgG aCL
antibodies. None were positive for lgM aCL antibodies.
Ninety-three serum samples from patients with progressive systemic
sclerosis were tested in the assay. Twelve (13%) were positive for lgG
aCL, and three (3.2%) were positive for lgM aCL antibodies.

LIMITATION OF THE TEST
The lgG and lgM aCL antibody concentration values obtained from this
assay are an aid to diagnosis only. Each physician must interpret these
results in light of the patient´s history, physical findings, and other
diagnostic procedures. In addition, the testing of lgA aCL antibodies may
also be required. If clinical findings suggest the presence of
antiphospholipid antibodies, and the patient is negative for aCL antibodies,
some investigators recommend testing for the lupus anticoagulant to
confirm the negative result. A patient is considered positive for
antiphospholipid antibodies if one or both tests give positive results (9).



Patients with current or prior syphilis infections may have a positive result
in Coaliza aCL assay without increased risk of thrombosis. In a study of
23 patients with confirmed syphilis (FTA-Abs positive), 9 (39%) were
positive in the Coaliza aCL assay. If patient´s history is consistent with a
diagnosis of syphilis infection, this should be confirmed or ruled
out by an assay specific for anti-treponemal antibodies. aCL antibodies
can appear transiently at low levels during many infections. If a patient
first test is positive while there are clinical signs of infection, the test
should be repeated after an interval of 6 months (10).

PERFORMANCE CHARACTERISTICS
Precision
Two samples with known GPL values, and 2 samples with known MPL
values were assayed in 28 replicates on three different occasions.
The intraassay and interassay coefficients of variability (CV) are shown
in the following table:

sample CV% CV%
aCL conc. Intra-assay inter-assay
low (20.1 GPL) 7.7% 11.9%
low (16.4 MPL) 10.5% 11.6%
high (48.8 GPL) 9.4% 13.2%
high (64.6 MPL) 7.4% 10.9%

Sensitivity
Serum samples from 18 patients with SLE or a lupus-like disorder, known
to have had at least one thrombotic event, were tested in the assay.
Eleven samples were positive, for a sensitivity of 61% in this sample
population. Seven of the samples had elevated levels of lgG aCL antibodies
only, 3 samples had elevated levels of both lgG and lgM aCL antibodies,
and 1 sample was positive for lgM aCL antibodies only.
Specificity
Serum samples from 194 healthy blood donors were assayed for the
presence of lgG and lgM aCL antibodies. The normal cut-off was calculated
as the mean GPL (or MPL) antibody level plus two  standard deviations.
The cut-off value was calculated separately for lgG and lgM antibodies.
The calculated values are 23 GPL and 11 MPL. Using these cut-off values,
the assay is 97% specific for lgG antibodies, and 96% specific for lgM
antibodies. Serum samples from 14 patients with SLE or a lupus-like
disorder who were known not to have had thrombotic episodes, nor any
other feature of the
anti-phospholipid syndrome were tested in the assay. None of the
samples was positive for lgG aCL antibodies. One sample was positive
for lgM aCL antibodies. The overall specificity of the assay for this
sample population was 93%.
Recovery
Two samples with known GPL concentration and two samples with
known MPL concentration (one low, LS, and one high, HS) were diluted
1:1 with standards containing known amounts of lgG and lgM aCL
antibodies respectively. The calculated, observed, and recovery values
are shown in the following tables.

GPL concentration (GPL units)
sample calculated observed recovery

value (%)
LS — 11.0 —
LS + 6.3 8.7 8.8 101%
LS + 12.5 11.8 10.6 89.9%
LS + 25 18.0 17.0 94.2%
LS + 50 30.5 25.6 83.8%
HS — 35.9 —
HS + 6.3 21.1 24.7 115%
HS + 12.5 24.2 27.7 115%
HS + 25 30.5 31.8 104%
HS + 50 43.0 39.8 92.6%

MPL concentration (MPL units)
sample calculated observed recovery

value (%)
LS — 7.1 —
LS + 6.9 7.0 8.6 122%
LS + 13.8 10.5 12.4 118%
LS + 27.5 17.3 19.0 110%
LS + 55 31.1 30.6 98.4%
HS — 47.1 —
HS + 6.9 27.0 35.2 130%
HS + 13.8 30.5 37.6 123%
HS + 27.5 37.3 39.4 106%
HS + 55 51.1 52.4 102%

SUMMARY OF ASSAY PROCEDURE

Reagents Volume Procedure

Sera: calibrators, controls and Make a 1:50 dilution of
patient samples each serum (e.g. 10 µL

serum in 490 µL
sample diluent (green
solution).

Prediluted calibrators, controls 100 µL Add to appropriate wells.
and samples
Sample diluent 100 µL Add to one blank well for
(green solution) lgG and one for lgM.

Incubate 15 min. at room
temperature.

PBS 400 µL Wash wells 4 times.
See washing directions
”Assay” step 6.

Conjugate anti-human lgG (blue 100 µL Add to the GPL calibrator,
solution) controls and samples.
Conjugate anti-human lgM (red 100 µL Add to the MPL calibrator,
solution) controls and samples.

Incubate 15 min. at room
temperature.

PBS 400 µL Wash wells 4 times
See washing directions
”Assay” step 6.

One component substrate 100 µL Add to each well.
Incubate 10 min. at room
temperature

0.36 N sulfuric acid 100 µL Add to each well.

Water 200 µL Add to empty well
Use to zero
plate reader.

Read absorbance at
450 nm.
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COALIZA®

Anti-Cardiolipin

Ein enzymimmunologischer Test (ELISA) zur Bestimmung von IgG und
IgM anti-Kardiolipin (aCL) Antikörper in menschlichem Serum oder
Plasma. Die Bestimmung von Serum aCL-Antikörper dient als
Hilfestellung zur Beurteilung des Thromboserisikos bei systemischem
Lupus erythematodes und Lupus ähnlichen Erkrankungen.

PACKUNGSINHALT

Reagenz Volumen

Beschichtete Mikrowells 12 Streifen x 8
Vertiefungen

Probenverdünner 1 x 60 ml
GPL- Kalibrationsserum(Hoch, mittel und niedrig 3 x 0.250 ml
MPL- Kalibrationsserum(Hoch, mittel und niedrig) 3 x 0.250 ml
GPL aCL-positives Kontrollserum 1 x 0.250 ml
MPL aCL-positives Kontrollserum 1 x 0.250 ml
Normal-Kontrollserum 1 x 0.250 ml
Konjugat Anti-Human IgG 1 x 15 ml
Konjugat Anti-Human IgM 1 x 15 ml
Einkomponenten Substrat 1 x 15 ml
Phosphatpuffer, Konzentrat (PBS) 2 x 30 ml
Stopplösung 1 x 15 ml

TESTPRINZIP
Coaliza Anti-Cardiolipin wird als indirekter ELISA durchgeführt.
Verdünnte Serumproben, Kalibratoren und Kontrollen werden in
Kardiolipin beschichteten Mikrowells inkubiert, wobei die in den Seren
vorhandenen aCL-Antikörper mit dem Kardiolipin als Antigen einen
Komplex bilden. Nach dem Auswaschen von ungebundenen
Serumproteinen werden, mit Meerrettichperoxidase (HRP) markierte, für
menschliches IgG oder IgM spezifische, Antikörper zugefügt, die sodann
einen Komplex mit den Kardiolipin-gebundenen Antikörpern eingehen.
Der Test für IgG aCL- bzw. IgM aCL- Antikörper muß separat
durchgeführt werden. Nach einem weiteren Waschschritt wird das
gebundene Enzym-Antikörper-Konjugat durch Zugabe von
Tetramethylbenzidin (TMB) und Wasserstoffperoxid (H

2
O

2
) angefärbt.

Diese Farbentwicklung ist proportional zur aCL-Antikörperkonzentration
des Serums.

MATERIAL
Die verschlossenen Reagenzien sind bei 2-8°C bis zu dem auf dem
Etikett angegebenen Verfallsdatum haltbar. Kontamination der geöffneten
Fläschchen durch Mikroorganismen ist zu vermeiden. Alle Reagenzien
sind vor Verwendung auf Raumtemperatur zu bringen und nach
Gebrauch unverzüglich wieder zu kühlen.
ACHTUNG: Jede individuelle Blutspende, die zur Herstellung der
Reagenzien verwendet wurde, ist mit FDA zugelassenen Methoden auf
die Abwesenheit von Hepatitis B Oberflächenantigen und auf Antikörper
gegen HIV 1 bzw. 2 und Hepatitis C überprüft. Unabhängig davon sollten
alle, aus menschlichen Blut gewonnenen, Proben und Produkte, wegen
nie völlig auszuschließender Gefährdung durch Krankheitserreger, als
potentiell infektiös angesehen und mit angemessener Sorgfalt
gehandhabt werden. Gesundheitsschädlich beim Verschlucken (R 22).
Reizt die Augen und die Haut (R 36/38). Berührung mit den Augen und
der Haut vermeiden (S 24/25). Bei Berührung mit den Augen gründlich
mit Wasser abspülen und Arzt konsultieren (S 26). Nicht in die
Kanalisation gelangen lassen (S 29). Bei der Arbeit geeignete
Schutzkleidung tragen (S 36). WARNUNG: Die Reagenzien enthalten
Natriumazid (0,1%) als Konservierungsstoff.
Bitte Abfallbeseitigungsvorschriften einhalten. In vitro Diagnostikum.
1. 12 x 8 beschichtete Mikrowell-Streifen

Mit Di-phosphatidyl-glycerin stabilisiertem Rinderherzkardiolipin
beschichtete Mikrotiterstreifen inklusive Streifenhalter.

2. Probenverdünner (grüne Lösung)
10%iges Kälberserum in PBS.

3. GPL-Kalibrationsserum
Siehe Flaschenetikett für die aCL-Antikörper Konzentration in GPL-
Einheiten. Diese Einheiten sind zurückführbar auf die international
anerkannten Präparate des Phospholipid Standardization Laboratory,
University of Louisville. Eine GPL-Einheit ist äquivalent zu 1 µg/ml
einer affinitätsgereinigten Standard IgG aCL-Probe.

4. MPL Kalibrationsserum
Siehe Flaschenetikett für die aCL-Antikörper Konzentration in MPL-
Einheiten. Diese Einheiten sind zurückführbar auf die international
anerkannten Präparate des Phospholipid Standardization Laboratory,
University of Louisville. Eine MPL-Einheit ist äquivalent zu 1 µg/ml
einer affinitätsgereinigten Standard IgM aCL-Probe.
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Consult instructions for use
Gebrauchsanweisung beachten
Consulte las instrucciones de uso
Consulter les instructions d’utilisation
Consultare le istruzioni per l’uso
Consultar as instruções de utilização
Se instruktion før brug
Ta del av instruktionen före användning

Batch code
Chargenbezeichnung
Codigo de lote
Code du lot
Codice del lotto
Número de lote
Batchkoden
Tillverkningskod

Use by
Verwendbar bis
Fecha de caducidad
Utiliser jusque
Utilizzare entro
Data límite de utilização
Anvendelsesdato
Användning

Temperature limitation
Zulässiger Temperaturebereich
Limite de temperatura
Limites de température
Limite di temperatura
Límite de temperatura
Temperaturbegrænsning
Temperatur gräns

In Vitro Diagnostic Medical Device
In Vitro Diagnostikum
Dispositif medical de diagnostique in vitro
Producto sanitario para diagnóstico in vitro
Dispositivo medico-diagnostico in vitro
Dispositivo médico para utilização em diagnóstico in vitro
Medicinsk udstyr til in vitro-diagnostik
In vitro diagnostisk medicinsk produkt

In vitro

Manufacturer
Hersteller
Fabricante
Fabricant
Fabbricante
Fabricado por
Producent
Tillverkare

Authorised Representative in the European Community
Bevollmächtigter in der Europäischen Gemeinschaft
Representante autorizado en la Comunidad Europea
Mandataire dans la Communauté européenne
Mandatario nella Comunità Europea
Representante autorizado
Repræsentant i det Europaeiske Faellesskab
Auktoriserad representant

Biological risks
Biologisches Risiko
Riesgo biológico
Risque biologique
Rischio biologico
Risco biológico
Biologisk fare
Biologiska risker

SYMBOLS USED / VERWENDETE SYMBOLE /
SÍMBOLOS UTILIZADOS / SYMBOLES UTILISÉS /
SIMBOLI IMPIEGATI / SÍMBOLOS UTILIZADOS /
ANVENDTE SYMBOLER / ANVÄNDA SYMBOLER /
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