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INTENDED USE

Monolisa™ HAV IgM PLUS is an enzyme immunoassay kit for the qualitative detection of anti-HAV
IgM antibodies in human serum or plasma.

Appearance of anti-HAV IgM antibodies in the circulation demonstrates a recent exposure to
Hepatitis A Virus (HAV). IgM antibodies anti-HAV appear a few days after infection and persist at
elevated levels in the bloodstream for few months. However, sensitive immunoassays occasionally
detect IgM for up to one year after acute hepatitis.

PRINCIPLE OF THE TEST

Monolisa™ HAV IgM PLUS is enzyme immuno-assay based on the capture of sample IgM antibodies

on microplates coated with polyclonal antibody to human IgM.

1. First, sample is added into the microwell with diluent and incubated for 1 hour at 37°C. Excess of
sample is removed by a wash step at the end of the incubation.

2. A first reagent contening HAV viral antigen and a second reagent with enzyme tracer (containing
horseradish peroxidase-labelled mouse monoclonal antibody to HAV) are successively added to
the well then incubated for 1 hour at 37°C. The presence of IgM anti-HAV enables the HAV and the
enzyme tracer to bind to the solid phase.

3. Excess of enzyme tracer and HAV are removed by a wash step, and TMB chromogen/substrate
solution is added into each well.

4. After 30 minutes of incubation at room temperature, the reaction is stopped and the reading is
made spectrophotometrically at 450/620-700 nm. Measured absorbance for one sample allows
the determination of the presence or the absence of IgM anti-HAV antibodies in the tested sample.
Colour intensity is proportional to the quantity of IgM anti-HAV antibodies bounded to the solid
phase.
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3 - COMPOSITION OF THE KIT

Presentation/
Identification on label Description Preparation
72491
Microplate
R1 | Microplate 12 strips of 8 wells coated with polyclonal anti-IgM 2 plates
antibodies
Concentrated Concentrated washing solution (20X) 1 vial
R2 | washing Tris NaCl buffer, pH 7.4 235 ml
solution (20X) Preservative: ProClin™ 300 (0.04%)
Negative control
Human plasma, negative for IgM anti-HAV Antibodies, for 1 vial
R3 | Negative control| total anti-HAV Antibodies, for HBs Antigen, for anti-HCV 1 mi
antibodies and for anti-HIV 1-2 antibodies
Preservative: Sodium azide (< 0.1%)
Positive cut-off
Human plasma, positive for IgM anti-HAV Antibodies and 1 vial
R4 | Positive cut-off | negative for HBs Antigen, for anti-HCV antibodies and for 16ml
anti-HIV 1-2 antibodies, diluted in coloured synthetic base :
Preservative: Sodium azide (< 0.1%), Proclin™ 300 (0.1%)
Positive control
Human plasma, positive for IgM anti-HAV Antibodies and
R5 | Positive control negative for HBs Antigen, for anti-HCV antibodies and for 1 vial
anti-HIV 1-2 antibodies, diluted in human plasma pool 1ml
negative for anti-HAV antibodies
Preservative: Sodium azide (< 0.1%)
Specimen Specimen diluer'1tl . Lo 1 vial
R6 diluent Tris buffer containing protein and sample indicator dye 21 ml
Preservative agent: ProClin™ 300 (0.1%)
HAV viral antigen
HAV viral Tris buffer containing protein, inactivated HAV virus and 1 vial
R7a . -
antigen sample indicator dye 13 ml
Preservative agent: ProClin™ 300 (0.1%)
Conjugate: monocl.Anti-HAV (mouse) - Peroxidase
Tris buffer containing proteins, detergent with conjugate 1 vial
R7b | Conjugate (peroxidase-labelled mouse monoclonal antibody to HAV) 13 ml
and sample indicator dye
Preservative agent: ProClin™ 300 (0.1%)
Substrate buffer 1 vial
R8 | Substrate buffer | Citric acid and Sodium acetate solution pH 4.0 containing 60 ml
H,0O5 (0.015%) and dimethyl sulfoxide (DMSO) 4%
Chromogen: Chromogen 1 vial
R9 -(:I:A)% solution Solution containing 3.3’, 5.5’ tetramethylbenzidine (TMB) 5ml
R10 Stopping Stopping solution 1 vial
solution Sulphuric acid solution (H,SO,4 1N) 28 ml
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MATERIAL REQUIRED BUT NOT PROVIDED

Distilled or deionized water.

Sodium hypochlorite (bleach) and sodium bicarbonate.

Absorbent paper.

Disposable gloves.

Protective glasses.

Disposable tubes.

Automatic or semi-automatic adjustable or fixed pipettes capable of delivering 50 pl, 80 pl, 100 l,
200 pland 1 ml.

Graduated cylinders of 10 ml, 200 ml and 1000 ml capacity.

Vortex mixer.

Automatic*, semi-automatic* or manual microplate washing system.

Water bath or Dry incubator*, thermostatically set at 37°C + 1°C.

Container for contaminated residues.

Microplate reading device* (equipped with 450, 490, 620, 450/620 to 700 nm filters).

(*) Contact your representative for further Information on the equipment validated by our technical services.

HEALTH AND SAFETY INSTRUCTIONS

All the reagents included in the kit are intended for “in vitro” diagnostic use.

The name of the test, as well as a specific identification number for the test, are written on the

frame of each microtiterplate. This specific identification number is stated on each strip too.

Monolisa™ HAV IgM PLUS : Specific ID number = 58.

Verify the specific identification number before use. If the identification number is missing, or

different from the stated number above, the strip should not be used.

Wear disposable gloves when handling reagents and samples and thoroughly wash your hands

after having handled them.

Do not pipette by mouth.

Human source material used in the preparation of negative control (R3), positive control (R5) and

positive cut-off (R4) has been tested and found non-reactive for hepatitis B surface antigen (HBs Ag),

antibodies to Hepatitis C Virus (HCV) and antibodies to Human Immunodeficiency Viruses (HIV-1 and

HIV-2 Ab). Because no known test method can offer complete assurance that infectious agents are

absent, handle reagents and patient samples as if capable of transmitting infectious diseases.

Consider any material directly in contact with samples and reagents of human origin, as well as

washing solutions, as infectious materials.

Avoid spilling samples or solutions containing samples.

Spills must be rinsed with bleach diluted to 10%. If the contaminating fluid is an acid, spills must

be initially neutralized with sodium bicarbonate, then cleaned with bleach and dried with absorbent

paper. The material used for cleaning must be discarded in a contaminated residue container.

Samples, reagents of human origin, as well as contaminated material and products should be

discarded after decontamination

- either by immersion in bleach at the final concentration of 5% of sodium hypochlorite (1 volume
of bleach for 10 volumes of contaminated fluid or water) for 30 minutes,

- or by autoclaving at 121°C for 2 hours minimum.

CAUTION: DO NOT INTRODUCE SOLUTIONS CONTAINING SODIUM HYPOCHLORITE INTO

THE AUTOCLAVE.

Avoid any contact of the substrate buffer, the chromogen and the stop solution with the skin or

mucosa.

Do not forget to neutralize and/or autoclave the solutions or washing wastes or any fluid containing

biological samples before discarding them into the sink.

For hazard and precaution recommendations related to some chemical components in this

test kit, please refer to the pictogram(s) mentioned on the labels and the information supplied

at the end of instruction for use. The Safety Data Sheet is available on www.bio-rad.com.
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PRECAUTIONS

The quality of results is dependent upon the following good laboratory practices :

Do not use expired reagents.

¢ Do not mix reagents from different lots within a given test run.
REMARK : For washing solution (R2, label identification : 20X coloured green), peroxidase
substrate buffer (R8, label identification : TMB buf, coloured blue), chromogen (R9, label
identification : TMB 11X, coloured purple) and stopping solution (R10, label identification : 1N
coloured red), it is possible to use other lots than those contained in the kit, provided the same lot
is used within a given test run. These reagents can be used with some other products of our
company. In addition, the wash solution (R2, label identification : 20X coloured green) can be mixed
with the 2 other wash solutions included in various Bio-Rad Reagent kits (R2, label identifications :
10X coloured blue or 10X coloured orange) when properly reconstituted, provided only one
mixture is used within a given test run. Contact our technical service for detailed information.

¢ Before use, wait for 30 minutes for the reagents to stabilize at room temperature.

Carefully reconstitute the reagents avoiding any contamination.

Do not carry out the test in the presence of reactive vapours (acid, alkaline, aldehyde vapours) or

dust that could alter the enzymatic activity of the conjugate.

¢ Use glassware thoroughly washed and rinsed with deionized water or preferably, disposable material.

Do not allow the microplate to dry between the end of the washing operation and the reagent

distribution.

The enzymatic reaction is very sensitive to any metals or metal ions. Consequently, no metal

element must be allowed to come into contact with the various solutions that contain conjugate or

substrate solution.

The development solution (substrate buffer + chromogen) must be coloured pink. The modification

of this pink colour within a few minutes after reconstitution indicates that the reagent cannot be

used and must be replaced.

Preparation of the development solution can be made in a clean disposable single use plastic tray

or glass container that has first been pre-washed with 1N HCI and rinsed thoroughly with distilled

water and dried. This reagent must be stored in the dark.

Use a new distribution tip for each serum.

Well washing is a critical step in this procedure : respect the recommended number of washing

cycles and make sure that all wells are completely filled and then completely emptied. Incorrect

washing may lead to inaccurate results.

Never use the same container to distribute the conjugate and the development solution.

SAMPLES

Collect a blood sample according to the usual practice.

The test should be performed on undiluted serum or plasma (collected in EDTA, citrate, ACD and
heparine based anticoagulents). Samples containing aggregates must be clarified by centrifugation
prior to testing. Suspended fibrine aggregates or particles may produce falsely positive results.

The samples should be stored at +2-8°C if the screening is carried out within 7 days or deep-frozen
at -20°C. Avoid repeated freezing/thawing. If the samples are to be shipped, pack them in
accordance with the regulations regarding the transport of aetiologic agents transport them
preferably frozen.

DO NOT USE CONTAMINATED, HYPERLIPAEMIC OR HYPERHAEMOLYSED SERA.

REMARK : Samples containing up to 90 g/l albumin and 100 mg/I bilirubin, lipemic samples
containing up to the equivalent of 36g/| triolein, and hemolyzed samples containing up to 5 g/l
hemoglobin do not affect the results.

Negative and positive samples for IgM anti-HAV antibodies have been tested before and after
treatment at 56°C for 30 minutes and after 3 freeze/thaw cycles. These treatments bring no impact
on antibodies detection.
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RECONSTITUTION OF THE REAGENTS - VALIDITY - STORAGE
Before using the reagents of the Monolisa™ HAV IgM PLUS assay kit, allow them to stabilize at room
temperature for 30 minutes.

1) Ready-for-use reagents

Microplate (R1)

Each frame support containing 12 strips is wrapped in a sealed bag. Cut the bag using scissors or a
scalpel 0.5 to 1 cm above the sealing. Open the bag and take out the frame. Put the unused strips
back into the bag. Close the bag carefully and put it back into storage at +2-8°C.

Negative Control (R3)

Positive Cut-0ff (R4)

Positive Control (R5)

Sample Diluent (R6)

HAV Viral Antigen (R7a)

Conjugate (R7h)

Homogenize reagent before use.

2) Reagents to be reconstituted

Concentrated Washing solution (20X) : R2

Dilute 1:20 in distilled water to obtain the ready-for-use washing solution. Prepare 800 ml for one
plate of 12 strips.

Development solution (R8 + R9)

Dilute reagent (R9) 1:11 using reagent R8 (example: 1 ml of R9 reagent in 10 ml of R8 reagent). 10
ml are necessary and sufficient for 1 to 12 strips. Homogenize.

3) Validity - Storage

The kit should be stored at +2-8°C. When stored at this temperature, each reagent contained in the
kit can be used until the expiry date mentioned on the package (except for specific instructions).

R1 : After the vacuum-sealed bag has been opened, the microwell strips stored at +2-8°C in the
carefully resealed bag can be used for 1 month.

R2 : The diluted washing solution can be stored at +2-30°C during 2 weeks. The concentrated
washing solution (R2) can be stored at +2- 30°C.

R8 + R9 : After the reconstitution, the reagent stored in the dark can be used for 6 hours at room
temperature (18-30°C).

ASSAY PROCEDURE
e Strictly follow the protocol.
¢ Use negative and positive control sera for each test, in order to validate the test quality.
e Apply good laboratory practice.
Methods
1) Carefully define the sample distribution and identification plan.
2) Prepare the diluted washing solution (diluted R2)
3) Remove the microplate frame and strips (R1) from their protective bag.
4) Add directly and in succession, without prior washing of the microplate:
- 80 pl of Sample diluent (R6) in each well
REMARK : It is possible to verify the presence of sample diluent in the wells by spectrophotometric
reading at 620 nm (single wavelength). (Refer to section 12 : SPECTROPHOTOMETRIC
VERIFICATION OF SAMPLE AND REAGENT PIPETTING)
20 pl of negative control (R3) in well A1,
20 pl of positive Cut-Off (R4) in well B1,C1, D1,
20 pl of positive control (R5) in well E 1,
20 pl of specimen 1 in well F1,

20 pl of specimen 2 in well G1, etc...
[EN] 9



Depending on the used system, it is possible to modify the position of controls or the order of distribution.
Homogenise the reagent mixture. If samples distribution is over 10 mins, it is advised to distribute
negative and positive controls after the samples. Incubate the Microplate immediatly after
distribution.

REMARK : After sample addition (or controls, or cut-off), wells contening sample diluent turn from
violet to dark blue. It is possible to verify the presence of sample in the wells by
spectrophotometric reading at 620 nm. (Refer to section 12 : SPECTROPHOTOMETRIC
VERIFICATION OF SAMPLE AND REAGENT PIPETTING).

5) When possible, cover the microplate with adhesive film. Press firmly all over the plate to ensure a
tight seal.

6) Incubate the microplate in a thermostat-controlled water-bath or microplate incubator for 60 +
5 minutes at 37°C + 1°C.

7) Remove the adhesive film. Aspirate the contents of all wells into a container for biohazardous waste.
Add into each well a minimum of 370 pl of washing solution. Allow a soak time of at least 30
seconds. Aspirate again. Repeat this procedure a minimum of two times (i.e. in total of a minimum
of 3 washes). The residual volume must be lower than 10 pl (if necessary dry the plate by turning it
upside down on absorbent paper). If an automatic washer is used, follow the same procedure.

8) Quickly dispense 50 pl of HAV viral antigen (R7a) into all wells. The HAV viral antigen must be
shaken before use.

9) Quickly dispense 50 pl of conjugate (R7b) into all wells. The conjugate must be shaken before use.
Homogenise the reagent mixture.

REMARK : The mixture HAV viral antigen/Conjugate is coloured dark green. It is possible to verify
the presence of these two reagents in the wells by two spectrophotometric reading at 450 nm and
620 nm. (Refer to section 12 : SPECTROPHOTOMETRIC VERIFICATION OF SAMPLE AND
REAGENT PIPETTING).

10)When possible, cover the microplate with new adhesive film and incubate for 60 + 5 minutes at
37°C + 1°C. Incubate the microplate in a thermostat-controlled water-bath or microplate incubator
for 60 + 5 minutes at 37°C + 1°C.

11)Remove the adhesive film, empty all wells by aspiration and wash a minimum of 4 times as
described above.

12) Prepare development solution (R8 + R9) (Refer to section 8 : RECONSTITUTION OF THE REAGENTS).

13) Quickly dispense 80 pl of prepared substrate solution (R8 + R9) into all wells. Allow the reaction to
develop in the dark for 30 + 5 minutes at room temperature (18 - 30°C). Do not use adhesive film
during this incubation.
REMARK : The distribution of the development solution, which is coloured pink, can be visually
controlled at this step of the manipulation : there is a clear difference of colouration between an
empty well and a well containing the pink substrate solution (Refer to section 12 : SPECTRO-
PHOTOMETRIC VERIFICATION OF SAMPLE AND REAGENTS PIPETTING).

14)Add 100 pl stopping solution (R10) by using the same sequence and rate of distribution as for the
substrate solution.
REMARK : The distribution of the stopping solution, which is not coloured, can be visually
controlled at this step of the manipulation. After the addition of the stopping solution the colour of
the substrate, pink (for the negative samples) or blue (for the positive samples,) disappears for the
negative samples or turns from blue to yellow for the positive samples.

15) Carefully wipe the plate bottom. At least 4 minutes after stopping solution addition and within 30
minutes of stopping the reaction, read the optical density at 450/620-700 nm using a plate reader.

16) Before recording the results, check for agreement between the reading and the microplate and
sample distribution and identification plan.

10 - SYSTEM ADAPTATION
WASHING : Carefully follow the washing procedures described to obtain maximum test performance.
For some systems, it may be necessary to adapt the number of wash cycles and volumes of washing
solution to reach acceptable validation criteria.
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11 - CALCULATION AND INTERPRETATION OF THE RESULTS
- QUALITATIVE METHOD
The presence or absence of detectable IgM anti-HAV antibodies is determined by comparing the
absorbance measured for each sample to the calculated cut-off value.

1. Calculate the mean absorbance of the Positive cut-off (R4)
Example : Positive cut-off (R4)
Wells Optical Density

B1 1.351
C1 1.402
D1 1.376

Total OD  4.129
Total Optical Density 4.129

Mean OD R4 = 3 = 3= 1.376
2. Calculation of the cut off value (CO)

co- M?EE‘.?EZB_‘E_

Example : Mean OD R4 = 1.376

Co= -1'%?9- =0.344

3. Calculate the ratio for each sample
Sample Ratio = 0D Sample / CO

4. Validation criteria are as fallows

a) For negative control R3 : measured absorbance value must be less than 0.080.

b) For positive cut off R4 :
The mean measured absorbance value must be greater than 0.600 and less than 2.900.
If one of the positive cut off individual values differs by more than 30% from the mean value, disregard
the value and carry out the calculation again with the two remaining positive cut off values.

c) For positive control R5 : measured absorbance value must be greater than, or equal to, CO value
(Ratio = 1).
The test is invalidated if the negative control R3, positive control R5 and/or more than one one of
positive cut off R4 are outside the interval of the above values.

5. Interpretation of the results

Samples with a ratio value less than 0.8 times the CO value (Ratio < 0.8) are considered to be
negative with the Monolisa™ HAV IgM PLUS test.

Samples with a ratio value greater than, or equal to, the CO value (Ratio = 1) are considered to be
positive with the Monolisa™ HAV IgM PLUS test.

Samples with a ratio value greater than, or equal to, 0.8 times the CO value and less than the CO
value (1 > Ratio = 0.8) must be retested in duplicate before the final interpretation.

After assay repeat, the sample is considered to be positive with the Monolisa™ HAV IgM PLUS test
if the second or third measured OD value is greater than, or equal to, the CO value (Ratio = 1). The
sample is considered to be negative with the Monolisa™ HAV IgM PLUS test if the two measured OD
values are found less than CO value (Ratio < 1).

12 - SPECTROPHOTOMETRIC VERIFICATION OF SAMPLE AND REAGENT
PIPETTING (OPTIONAL)

VERIFICATION OF SAMPLE DILUENT (R6) PIPETTING

The presence of sample diluent (R6), which is coloured violet, in the well can be verified by
spectrophotometric reading at 620 nm.

The OD value of each well containing sample diluent (R6) must be greater than or equal to 0.600 and
less than or equal to 1.200 (0.600 < OD R6 < 1.200).

[EN] 11



VERIFICATION OF SAMPLE PIPETTING

The presence of sample in the well can be verified by spectrophotometric reading at 620 nm.

The OD value of each well contening diluant sample R6 and sample (or control and calibrator) must
be greater than or equal to 1.250.

REMARK : After sample addition, sample diluent turns from violet to dark blue.

VERIFICATION OF HAV VIRAL ANTIGEN (R7a) AND CONJUGATE (R7b) PIPETTING

The simultaneous presence of HAV viral antigen (R7a) and conjugate (R7b) in the well can be verified
by two spectrophotometric reading at 450 nm and 620 nm. The OD value of each well must be
greater than or equal to 0.700 for these two reading (OD value less than 0.700 indicates a wrong
distribution of HAV viral antigen or conjugate).

REMARK : HAV viral antigen (R7a) is coloured red, conjugate (R7b) is coloured blue. The mix of these
two reagents give a dark green coloured solution.

VERIFICATION OF DEVELOPMENT SOLUTION (R8 + R9) PIPETTING

The presence of development solution (R8 + R9) in the well can be verified by spectrophotometric
reading at 490 nm : the OD value of each well must be greater than or equal to 0.100 (a lower OD
indicates a poor dispensing of the development solution).

REMARK : There is a significative colour change for the empty wells from uncoloured to pink after
addition of development solution.

13 - PERFORMANCES OF THE TEST
The performance of Monolisa™ HAV IgM PLUS has been determined in 3 sites by testing samples
from random blood donors, patients with acute HAV infection or showing different pathologies or
status not linked to the hepatitis A, commercial panels and seroconversion panels.
A - Specificity
Specificity on 525 random blood donors was found to be 99.81% [98.94 — 100%] (IC 95), 524/525. A
repeatable positive sample with Monolisa™ HAV IgM PLUS was found negative with a commercial EIA test.
Furthermore, 845 patient samples (frozen or not) were tested. The specificity was found to be
99,53% [98.79%-99.87%)] (IC 95), 841/845.
204 patients showing different pathologies or status not linked to the hepatitis A (pregnant women,
rheumatoid factor, anti-nuclear antibodies, anti-mouse Ig or other viral or bacterial infections) have
been tested with Monolisa™ HAV IgM PLUS. The specificity was found to be 99.51 % [97.30%-
99.99%] (IC 95), 203/204. One IgG EBV sample was found positive with Monolisa™ HAV IgM PLUS.
9 others IgG EBV samples were found negative with Monolisa™ HAV IgM PLUS.
B - Sensitivity
Sensitivity studies were performed on 161 positive patient samples. Sensitivity was found equal to
98.14% [94.65%-99.61%)] (IC 95), 158/161 after comparison with a commercial EIA test. The
3 conflicting negative samples with Monolisa™ HAV IgM PLUS concerned elderly people without
acute HAV infection signs, suggesting a potential polyclonal reactivation. Two of these 3 samples
were found negative with a third commercial EIA test.
17 commercial HAV seroconversion panels were also studied and compared with a commercial EIA
test. The concordance between the 2 tests was found to be 100%.
C - Assay Reproducibility
The reproducibility of the Monolisa™ HAV IgM PLUS assay has been determined with the analysis of
4 samples : 1 negative sample, and 3 IgM anti-HAV Ab positive samples (low, medium, high).
The intra assay reproducibility has been evaluated by testing these 4 samples 30 times in the same
run. The inter assay reproducibility has been evaluated by testing these 4 samples in duplicate during
20 days on 2 independent runs each day. Results are shown in the following tables :

Table 1 : Intra Assay Reproducibility

Sample Negative Low positive | Medium positive | High positive
Mean ratio 0.05 1.53 2.93 4.22
SD 0.00 0.06 0.09 0.13
CV% 5.05 4.18 3.15 3.06
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Table 2 : Inter Assay Reproducibility

Sample Negative Low positive Medium positive | High positive
Mean ratio 0.07 1.34 2.58 3.99
SD 0.02 0.11 0.22 0.28
CV% 22.88 8.57 8.48 7.12

14 -

LIMITES OF THE TEST

Diagnosis of an infectious disease should not be established on the basis of a single test result. A
precise diagnosis, in fact, should take into consideration the patient’s clinical history, symptoms, as
well as serological data.

Bacterial contamination of the specimens may affect the absorbance values of the samples.

15 -
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* Tento vyrobek obsahuje lidské nebo zvifeci komponenty. Zachazejte s nim opatrné.

* Dieses Produkt enthalt Bestandteile menschlichen oder tierischen Ursprungs. Vorsichtig handhaben.
© Dette produkt indeholder humane og animalske komponenter. Skal behandles med forsigtighed.

* Kaesolev toode sisaldab inim-vdi loomseid komponente. Kasitseda ettevaatlikult.

© This product contains human or animal components. Handle with care.

* Este producto contiene componentes humanos o animales. Manejar con cuidado.

* Tassa tuotteessa on ihmisesté tai eldimistd peraisin olevia osia. Kasittele varovasti.

* Ce produit contient des composants d'origine humaine ou animale. Manipuler avec précaution.

* AuTO TO TIPOIdV TEEpLEXEL avBpaiva 1) {wikd oTotxeia. XelploTeiTe TO pe TPOToXN.

* Ovaj proizvod sadrzi ljudske ili Zivotinjske sastojke. PaZljivo rukovati.

o A készitmény emberi vagy allati eredet(i 6sszetevéket tartalmaz. Ovatosan kezelendd.

* Questo prodotto contiene componenti umane o animali. Maneggiare con cura.

 Siame produkte yra Zmogigkosios arba gyvininés kilmés sudeétiniy daliy. Elgtis atsargiai.

© Dan il-prodott fih komponenti umani jew tal-annimali. Uza b’attenzjoni.

* Dit product bevat menselijke of dierlijke bestanddelen. Breekbaar.

* Dette produktet inneholder humane eller animalske komponenter. Handteres med forsiktighet.
 Niniejszy produkt zawiera sktadniki pochodzenia ludzkiego lub zwierzecego. Nalezy obchodzi¢ sie z nim ostroznie.
* Este medicamento contém componentes de origem humana ou animal. Manuseie com cuidado.

* Acest produs contine materiale de origine umana sau animald. Manevrati-I cu grija.

* Denna produkt innehéller bestandsdelar fran ménniska eller djur. Hantera produkten varsamt.

* |zdelek vsebuje Cloveske ali Zivalske sestavine. Rokujte previdno.

* Tento vyrobok obsahuje ludské alebo zvieracie zlozky. Narabajte s nim opatrne.
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(BG)

onacHo

MpuunHABa TeXKMU U3rapsHMA Ha KoxaTa U Cepuo3HO
yBpexaaHe Ha ounTe. Moxe Aa NpUUYMHU aneprityHa KoxHa
peakuus.

W3non3sgaiite npeanasHu pbKaBuLM/NpeanasHo
obnekno/npeanasHu ounna/npeanasHa Macka 3a auue.
MPU KOHTAKT C OYMTE: MNpomuBaiTe BHUMATETHO C BOAA
B MPOAB/KEHME HA HAKOAKO MuHyTW. CBanete
KOHTaKTHWTE Jiell1, aKo “Ma TaknBa 1 JOKOJIKOTO TOBa e
Bb3MOXHO. [poabnxkasante pa npomusate. [1PU
MOIMNBbLWAHE: n3nnakHeTe yctata. HE npeaussnkeante
nospblarde. NP KOHTAKT C KOXATA (wnmn kocara):
He3abaBHo cBaseTe LAN0TO 3aMbpceHo obnekno. Obneiite
Koxata € Boja/B3emeTe Ayw [pu nosBa Ha KOXHO
ZipasHeHe unv obpyB Ha Koxarta: MoTbpceTe MeANLMHCKA
cbBeT/noMoLy,. Vi3xBbpieTe CbAbPXKAHNETO/KOHTENHEPA B
CbOTBETCTBME C MECTHUTE/pernoHaHNTe/HaLoHaTHUTe/
MeXAyHapoAHuTe pasnopeabu.

(C2)

Nebezpeci

Zplsobuje t&zké poleptani kiize a poskozeni oi. MiiZe vyvolat
alergickou kozni reakci.

Pouzivejte ochranné rukavice/ochranny odév/ochranné
bryle/obliejovy stit. PRI ZASAZENI OCi: Nékolik minut opatmé
vyplachujte vodou. Vyjméte kontaktni ¢ocky, jsou-li nasazeny
a pokud je Ize vyjmout snadno. Pokracuijte ve vyplachovani.
PRI POZITI: Vyplachnéte Usta. NEVYVOLAVEJTE zvraceni. PRI
STYKU S KUZI (nebo s viasy): Veskeré kontaminované &asti
odévu okamzité sviéknéte. Oplachnéte kiizi vodou/osprchujte.
Pfi podrézdéni kize nebo vyrézce: Vyhledejte Iékaiskou
pomoc/osetreni. Obsah/nadobu likvidujte v souladu s
mistnimi/regionalnimi/narodnimi/mezinarodnimi predpisy.

(DE)

Gefahr

Verursacht schwere Veratzungen der Haut und schwere
Augenschéaden. Kann allergische Hautreaktionen verursachen.
Schutzhandschuhe/Schutzkleidung/Augenschutz/Gesichtssch
utz tragen. BEI KONTAKT MIT DEN AUGEN: Einige Minuten
lang behutsam mit Wasser sptilen. Vorhandene Kontaktlinsen
nach Mdglichkeit —entfernen.  Weiter spllen. BEI
VERSCHLUCKEN: Mund aussplilen. KEIN Erbrechen
herbeiftihren. BEI KONTAKT MIT DER HAUT (oder dem Haar):
Alle beschmutzten, getrankten Kleidungsstiicke sofort
ausziehen. Haut mit Wasser abwaschen/duschen. Bei
Hautreizung oder -ausschlag: Arztlichen Rat einholen/arztliche
Hilfe hinzuziehen. Entsorgung des Inhalts / des Behélters
gemaB den &rtlichen / regionalen / nationalen/ internationalen
Vorschriften.

(DK)

Fare

Forérsager sveere forbreendinger af huden og gjenskader. Kan
forérsage allergisk hudreaktion.

Beer beskyttelseshandsker/beskyttelsestoj/ojenbeskyttelse/
ansigtsbeskyttelse VED KONTAKT MED @JNENE: Skyl
forsigtigt med vand i flere minutter. Fjern eventuelle
kontaktlinser, hvis dette kan geres let. Fortsaet skylning. |
TILFALDE AF INDTAGELSE: Skyl munden. Fremkald IKKE

opkastning. VED KONTAKT MED HUDEN (eller haret):
Tilsmudset toj tages straks af/fiernes. Skyl/brus huden med
vand. Ved hudirritation eller udslet: Seg lzegehjzelp.
Bortskaffelse af indholdet/beholderen i henhold til de
lokale/regionale/nationale/internationale forskrifter.

(EE)

Ettevaatust

Pohjustab rasket nahasodvitust ja silmakahjustusi. Voib
pohjustada allergilist nahareaktsiooni.

Kanda kaitsekindaid/kaitserdivastust/kaitseprille/kaitsemaski.
SILMA SATTUMISE KORRAL: loputada mitme minuti jooksul
ettevaatlikult veega. Eemaldada kontaktladtsed, kui neid
kasutatakse ja kui neid on kerge eemaldada. Loputada veel
kord. ALLANEELAMISE KORRAL: loputada suud. MITTE
kutsuda esile oksendamist. NAHALE (vGi juustele) SATTUMISE
KORRAL: vétta viivitamata kdik saastunud rdivad seljast.
Loputada nahka veega/loputada dusi all. Nahaarrituse voi _obe
korral: pé6rduda arsti poole. Sisu/konteineri kéitlus vastavuses
kohalike/regionaalsete/rahvuslike/rahvusvaheliste nduetega.

(EN)

Danger

Causes severe skin burns and eye damage. May cause an
allergic skin reaction.

Wear protective gloves/protective clothing/eye protection/face
protection. IF IN EYES: Rinse cautiously with water for several
minutes. Remove contact lenses, if present and easy to do.
Continue rinsing. IF SWALLOWED: rinse mouth. Do NOT
induce vomiting. IF ON SKIN (or hair): Remove/Take off
immediately all contaminated clothing. Rinse skin with
water/shower. If skin irritation or rash occurs: Get medical
advice/attention. Dispose of contents/container in accordance
with local/regional/national/international regulations.

(ES)

Peligro

Provoca quemaduras graves en la piel y lesiones oculares
graves. Puede provocar una reaccion alérgica en la piel.
Llevar guantes que aislen del frio/gafas/méscara. EN CASO
DE CONTACTO CON LOS OJOS: Aclarar cuidadosamente
con agua durante varios minutos. Quitar las lentes de contacto,
si lleva y resulta facil. Seguir aclarando. EN CASO DE
INGESTION: Enjuagarse la boca. NO provocar el vomito. EN
CASO DE CONTACTO CON LA PIEL (o el pelo): Quitarse
inmediatamente las prendas contaminadas. Aclararse la piel
con agua o ducharse. En caso de irritacién o erupcion cutanea:
Consultar a un médico. Eliminar el contenido o el recipiente
conforme a la reglamentacion local/regional/nacional/
internacional.

(FI)

Vaara

Voimakkaasti ihoa syovyttavaa ja silmia vaurioittavaa. Voi
aiheuttaa allergisen ihoreaktion.

Kayta suojakésineitd/suojavaatetusta/siimiensuojainta/
kasvonsuojainta. JOS KEMIKAALIA JOUTUU SILMIIN:
Huuhdo huolellisesti vedella usean minuutin ajan. Poista
piilolinssit, _edical voi tehd& helposti. Jatka huuhtomista. JOS
KEMIKAALIA ON NIELTY: Huuhdo suu. El saa oksennuttaa.
JOS KEMIKAALIA JOUTUU IHOLLE (tai hiuksiin): Riisu
saastunut vaatetus valittdmasti. Huuhdo/suihkuta iho vedella.
Jos ilmenee ihodrsytysta tai ihottumaa: Hakeudu 1&&kariin.
Sailyta sailio(t) noudattaen paikallisia/alueellisia’kansallisi
kansainvalisia maarayksia.




(FR)

Danger

Provoque des brilures de la peau et des Iésions oculaires
graves. Peut provoquer une allergie cutanée.

Porter des gants de protection/des vétements de protection/un
équipement de protection des yeux/du visage. EN CAS DE
CONTACT AVEC LES YEUX: rincer avec précaution a I'eau
pendant plusieurs minutes. Enlever les lentilles de contact sila
victime en porte et si elles peuvent étre facilement enlevées.
Continuer a rincer. EN CAS D’INGESTION: rincer la bouche.
NE PAS faire vomir. EN CAS DE CONTACT AVEC LA PEAU
(ou les cheveux): enlever immédiatement les vétements
contaminés. Rincer la peau a I'eau/se doucher. En cas
d’irritation ou d’éruption cutanée: consulter un médecin.
Eliminer le contenu/récipient conformément & la réglementation
locale/régionale/nationale/internationale.

(GR)

Kivduvog

Mpokoel COBxP& BEPURTIKE EYKKOPATO KL OPOXAULKEG
BA&BeG. MTTOpEl VO TTIPOKOAETEL GANEPYLKR DEPUARTLKNA
avTidpaxon.

N op&Te TIPOOTRTELTIKK YRVTLO/TTPOOTRTEVTIKK
evdUpaTO/UéT OTOULKAG TIPOOTHOLKG Yo
Tap&To/TIpéoWTTO. ZE MEPINTQSH EMNA®HZ ME TA
MATIA: ZeTTAOVETE TIPOOEKTIKK UE VEPD YL GPKETK AETTT.
E&v UTT&PXOULV (POKOL ETTRPAC, KPALPETTE TOUC, EPOTOV
elval e0koMo. SuvexioTe va EetrAévete. SE MEPINTQSH
KATAMOZHS: ZemAOveTe TO 0TOMK. MHN TrpokaAéoeTe
epeTd. SE MEPINTQSH ENAGHE ME TO AEPMA (1} pe T
HOAALK): AQaLpéoTe OUECWG ONX TK HOAUOHEVX
evdUUOTA. ZETTAOVETE TO dépUa pE vepPO/OTO VTOUG. EGv
TTapaTnpnBel epebLOPdE TOL BEPUATOC f EpaVLOTEL
£E&QVONpQ: SupBovAevBelTE/ETTLoKEWOE(TEYLATPO.
ATToppYTE T TTEPLEXOUEVO/DOXEID TUUPWVX HE TOUG
TOTTIKOOC/eBVIKOVG/dLeBVelg kavoviaopolc.

(HR)

Ppasnost

Uzrokuje teske opekline koze i ozljede oka. Moze izazvati
alergijsku reakciju na kozi.

Nositi zastitne rukavice/zastitnu odijelo/zastitu za oci/zastitu za
lice. U SLUCAJU DODIRA S OCIMA: oprezno ispirati vodom
nekoliko minuta. Ukloniti kontaktne le¢e ukoliko ih nosite i ako
se one lako uklanjaju. Nastaviti ispiranje. AKO SE PROGUTA:
isprati usta. NE izazivati povra¢anje. U SLUCAJU DODIRA S
KOZOM (ili kosom): odmah ukloniti/skinuti svu zaganenu
odjecu. Isprati kozu vodom/tusiranjem. U slucaju nadrazaja ili
osipa na kozi: zatraziti savjet/pomoc lije¢nika. Odlozite sadrzaje
/spremnike u skladu s lokalnim/regionalnim/nacionalni/
medunarodnim odredbama.

(HU)

Veszély

Smarkiai nudegina oda ir pazeidzia akis. Allergias bérreakciot
valthat ki.

Védbkesztyli/védéruha/szemvédé/arcvédd hasznalata
kotelez6. SZEMBE KERULES esetén: Tobb percig tarto évatos
Oblités vizzel. Adott esetben a kontaktlencsék eltavolitasa, ha
kénnyen megoldhaté. Az &blités folytatasa. LENYELES
ESETEN: a szjat ki kell dbliteni. TILOS hanytatni. HA BORRE
(vagy hajra) KERUL: Az &sszes szennyezett ruhadarabot
azonnal el kell tavolitani/le kell vetni. A bért le kell dbliteni
vizzel/zuhanyozas. Bérirritacid vagy kilitések megjelenése
esetén: orvosi ellatast kell kémi. Az edény tartaimat / a tartalyt
a helyi/regionalis/nemzeti/nemzetkdzi  szabalyozasoknak
megfeleléen kell hulladékként elhelyezni.

(M

Pericolo

Provoca gravi ustioni cutanee e gravi lesioni oculari. Pud
provocare una reazione allergica cutanea.

Indossare guanti/indumenti protettivi/Proteggere gli occhi/il
viso. IN CASO DI CONTATTO CON GLI OCCHI: sciacquare
accuratamente per parecchi minuti. Togliere le eventuali lenti
a contatto se & agevole farlo. Continuare a sciacquare. IN
CASO DI INGESTIONE: sciacquare la bocca. NON provocare
il vomito. IN CASO DI CONTATTO CON LA PELLE (o con i
capelli): togliersi di dosso immediatamente tutti gli indumenti
contaminati. Sciacquare la pelle/fare una doccia. In caso di
irritazione o eruzione della pelle: consultare un medico. Smaltire
il prodotto/recipiente in conformita con le disposizioni locali /
regionali / nazionali / internazionali.

L

Pavojinga

Smarkiai nudegina odg ir pazeidzia akis. Gali sukelti alergine
odos reakcija.

Mavéti apsaugines pirstines/dévéti apsauginius drabuzius/
naudoti akiy (veido) apsaugos priemones. PATEKUS | AKIS:
Kelias minutes atsargiai plauti vandeniu. ISimti kontaktinius
leSius, jeigu jie yra ir jeigu lengvai galima tai padaryti. Toliau
plauti akis. PRARIJUS: iSskalauti burna. NESKATINTI vémimo.
PATEKUS ANT ODOS (arba plauky): Nedelsiant
nuvilkti/pasalinti visus uzterStus drabuzius. Oda nuplauti
vandeniu/Ciurksle. Jeigu sudirginama oda arba jg iSberia:
kreiptis j gydytoja. Turinj/talpa iSpilti (iSmesti) - Salinti pagal
vietines / regionines / nacionalines / tarptautines taisykles.

(NL)

Gevaar

Veroorzaakt ernstige brandwonden en oogletsel. Kan een
allergische huidreactie veroorzaken.

Beschermende handschoenen/beschermende  kleding/
oogbescherming/gelaatsbescherming dragen. BlJ CONTACT
MET DE OGEN: voorzichtig afspoelen met water gedurende
een aantal minuten; contactlenzen verwijderen, indien mogelijk;
blijven spoelen. NA INSLIKKEN: de mond spoelen — GEEN
braken opwekken. BIJ CONTACT MET DE HUID (of het haar):
verontreinigde kleding onmiddellijk uittrekken — huid met
water afspoelen/afdouchen. Bij huidirritatie of uitslag: een arts
raadplegen. De inhoud en de verpakking verwerken volgens
de plaatselijke/regionale/nationale/internationale voorschriften.

(NO)

Fare

Forarsaker alvorlige hudforbrenninger og eyeskader. Kan
forarsake allergiske hudreaksjoner.

Bruk vernehansker/verneklzer/vernebriller/ansiktsskjerm. VED
KONTAKT MED @YNENE: Skyll forsiktig med vann i opptil flere
minutter. Fjern evt. kontaktlinser s&fremt dette er lett mulig.
Fortsett skyllingen. VED SVELGING: Skyll munnen. IKKE
fremkall brekninger. VED HUDKONTAKT (eller kontakt med
har): Alle tilselte klzer ma fiernes straks. Vask/dusj huden med
vann. Ved hudirritasjon eller -utslett: Kontakt / tilkall lege.
Innholdet / emballasjen skal avhendes i henhold til de lokale /
regionale / nasjonale / internasjonale forskrifter.




(PL)

Niebezpieczenstwo

Powoduje powazne oparzenia skory oraz uszkodzenia oczu .
Moze powodowac reakcje alergiczng skory.

Stosowa¢ rekawice ochronne/odziez ochronna/ochrone
oczu/ochrong twarzy. W PRZYPADKU DOSTANIA SIE DO
OCZU: Ostroznie ptuka¢ woda przez kilkka minut. Wyja¢
soczewki kontaktowe, jezeli sg i mozna je fatwo usungé. Nadal
ptuka¢. W PRZYPADKU POLKNIECIA: wyptuka¢ usta. NIE
wywotywaé wymiotéw. W PRZYPADKU KONTATKU ZE
SKORA (lub z wiosami): Natychmiast usunaé/zdja¢ cafa
zanieczyszczong odziez. Sptuka¢ skére pod strumieniem
wody/prysznicem. W przypadku wystapienia podraznienia skéry
lub wysypki: Zasiegna¢ porady/zgtosi¢ sig pod opieke lekarza.
Zawarto$¢ / pojemnik usuwa¢ zgodnie z przepisami
miejscowymi / regionalnymi / narodowymi / migdzynarodowymi.

(PT)

Perigo

Provoca queimaduras na pele e lesdes oculares graves. Pode
provocar uma reacgdo alérgica cutanea.

Usar luvas de protecgdo/vestuario de proteccao/protecgéo
ocular/protecgdo facial. SE ENTRAR EM CONTACTO COM OS
OLHOS: enxaguar cuidadosamente com agua durante varios
minutos. Se usar lentes de contacto, retire-as, se tal Ihe for
possivel. Continuar a enxaguar. EM CASO DE INGESTAO:
enxaguar a boca. NAO provocar o vémito. SE ENTRAR EM
CONTACTO COM A PELE (ou o cabelo): despir/retirar
imediatamente toda a roupa contaminada. Enxaguar a pele com
4gua/tomar um duche. Em caso de irritagao ou erupgao cutanea:
consulte um médico. Eliminar o contetido/recipiente de acordo
com a legislagdo local/regional/nacional/ interacional.

(RO)

Pericol

Provoaca arsuri grave ale pielii si lezarea ochilor. Poate provoca
o reactie alergica a pielii.

Purtati manusi de protectie/imbracaminte de
protectie/echipament de protectie a ochilor/ chipament de
protectie a fetei. IN CAZ DE CONTACT CU OCHII: clatiti cu
atentie cu apa timp de mai multe minute. Scoateti lentilele de
contact, daca este cazul si daca acest lucru se poate face cu
usurintd. Continuati s& clétiti. IN CAZ DE INGHITIRE: clatiti
gura. NU provocati voma. iN CAZ DE CONTACT CU PIELEA
(sau parul): scoateti imediat toatd imbracamintea contaminata.
Clatiti pielea cu apa/faceti dus. in caz de iritare a pielii sau de
eruptie  cutanatd:  consultati  medicul.  Aruncati
continutul/containerul in acord cu regulamentele locale/
regionale/nationale/internationale.

(SE)

Fara

Orsakar allvarliga fratskador pa hud och 6gon. Kan orsaka
allergisk hudreaktion.

Anvand skyddshandskar/skyddsklader/6gonskydd/
ansiktsskydd. VID KONTAKT MED OGONEN: Skalj forsiktigt
med vatten i flera minuter. Ta ur eventuella kontaktlinser om
det gér Iatt. Fortsétt att skélja. VID FORTARING: Skdlj munnen.
Framkalla INTE krékning. VID HUDKONTAKT (aven haret): Ta
omedelbart av alla nedstdnkta kldder. Skolj huden med
vatten/duscha. Vid hudirritation eller utslag: Stk lakarhjalp.
Innehallet / behallaren avfallshanteras enligt lokala / regionala
/ nationella / internationella foreskrifter.

(S))

Nevarno

Povzro¢a hude opekline koZe in poskodbe oci. Lahko povzroci
alergijski odziv koze.

Nositi zaS¢itne rokavice/zas¢itno obleko/zascito za oci/zadcito
za obraz. PRI STIKU Z OCMI: previdno izpirajte z vodo nekaj
minut. Odstranite kontaktne lece, Ge jih imate in ¢e to lahko
storite brez tezav. Nadaljujte z izpiranjem. PRI STIKU Z OCMI:
previdno izpirajte z vodo nekaj minut. Odstranite kontaktne
lece, ¢e jih imate in ¢e to lahko storite brez tezav. Nadaljujte z
izpiranjem. PRI STIKU S KOZO (ali lasmi): takoj odstraniti/sleci
vsa kontaminirana oblagila. Izprati kozo z vodo/prho. Ce
nastopi drazenje koze ali se pojavi izpuscaj: poiscite zdravnisko
pomoc/oskrbo. Vsebino/vsebnik odstranite v skladu z
lokalnimi/regionalnimi/narodnimi/mednarodnimi predpisi.

(SK)

Nebezpecenstvo

Provoaca arsuri grave ale pielii si lezarea ochilor. MéZe vyvolat
alergicku koznu reakciu.

Noste  ochranné  rukavice/ochranny  odev/ochranné
okuliare/ochranu tvare. PO POZITi: vyplachnite Usta.
Nevyvolavajte zvracanie. PO POZITi: vyplachnite Usta.
Nevyvolavajte zvracanie. PRI KONTAKTE S POKOZKOU
(alebo vlasmi): Odstrarite/vyzlecte vSetky kontaminované casti
odevu. Pokozku ihned” oplachnite vodou/sprchou. Ak sa
prejavi podrazdenie pokozky alebo sa vytvoria vyrazky:
vyhladajte lekarsku pomoc/starostlivost. Zneskodnenie
obsahu/obalu v stlade s  miestnymi/oblastnymi/
narodnymi/medzinarodnymi nariadeniami.
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Bio-Rad

3, boulevard Raymond Poincaré
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