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1.

INTENDED USE

Platelia™ HSV 1 IgG is an indirect ELISA immunoassay for qualitative
detection of IgG antibodies to Herpes simplex virus type 1 in human serum or
plasma.

CLINICAL VALUE

Herpes simplex virus (HSV) is a common human pathogen found worldwide.
Two serological subtypes of HSV have been described: HSV-1 and HSV-2.
HSV-1 is primarily associated with infection in the tongue, mouth, lips, pharynx
and eyes; whereas HSV-2 is primarily associated with genital and neonatal
infection. However, both types can cause genital infections, and HSV-1 is
increasingly recognized as a cause of genital symptoms. Herpes simplex virus
is transmitted through direct contact with secretions from an infected person,
who may or may not have disease symptoms at the time. In fact, most genital
infections are transmitted in the absence of symptoms. Primary infection with
HSV can occur at any age, affecting neonates, children, and adults. Following
primary infection, HSV establishes lifelong latency in sensory nerve ganglia,
causing subsequent recurrence of symptoms when latent virus is reactivated.
Expectant mothers who acquire HSV type-1 or type-2 during pregnancy
can transmit the virus to the infant before birth or during delivery. In utero
infections are associated with spontaneous abortion and premature delivery.
The greatest risk of neonatal herpes is to babies whose mother’s contract
genital infection in the final trimester of pregnancy. Congenital and neonatal
HSV can occur with primary or recurrent, symptomatic or asymptomatic,
maternal HSV infection and can cause skin, eye or mouth infections, damage
to the central nervous system.

In primary HSV infections, IgM antibodies usually appear between the third
and seventh day after onset of symptoms. IgM antibody titer peaks in four to
six weeks and usually decline to undetectable levels after two months. IgM
antibodies to HSV can sometimes be found in recurrent infections. However,
production and detection of anti-HSV-IgM antibodies in patients with recurrent
infections is less predictable and may be related to the severity of infection.
IgG antibodies to HSV usually appear one to two weeks after the onset of
infection and persist at various levels for life.

A number of serologic procedures has been developed to detect antibodies
to HSV. These include complement fixation, indirect immunofluorescent
antibody, plaque neutralization, and ELISA. When compared to other serologic
tests, ELISA may be a very specific, sensitive and reliable method for
detection of antibodies to HSV. However, most of these serologic methods for
assessing HSV sero-status use viral lysate as antigens.
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Due to significant cross-reactivity between HSV-1 and HSV-2 and the very
high prevalence of HSV-1 infection, the viral lysate assays are unable to
differentiate HSV-1 infections from HSV-2 infections with confidence (2).
Recently, HSV type-specific serological assays have been developed using
the significant difference between the gG-1 protein of HSV-1 and the gG-2 of
HSV-2.(2)

The Platelia™ HSV 1 IgG kit uses purified recombinant type-specific gG-1
antigen immobilized on microwells to ensure best specificity and distinguish
accurately HSV 1 infection from HSV 2 infection.

PRINCIPLE

Platelia™ HSV 1 IgG is a qualitative test for detection of IgG antibodies to
HSV 1 in human serum or plasma using an indirect ELISA immuno-enzymatic
method.

Recombinants gG-1 antigens are used for coating the microplate. A polyclonal
antibody labeled with peroxydase which is specific for human gamma chains
(anti-lgG) is used as the conjugate. The test uses the following steps:

e Step 1

Patients samples and controls are diluted 1/21 and then distributed in the
wells of the microplate. During this incubation of one hour at 37°C, IgG
antibodies to HSV 1 present in the sample bind to the HSV 1 antigen coated
on microplate wells. After incubation, unbound non specific antibodies and
other serum proteins are removed by washings.

e Step 2

The conjugate (peroxydase labeled polyclonal antibody specific for human
gamma chains) is added to the microplate wells. During this incubation
of one hour at 37°C, the labeled monoclonal antibody binds to the serum
IgG captured by the HSV 1 antigen. The unbound conjugate is removed by
washings at the end of the incubation.

e Step 3

The presence of immun-complexes (HSV 1 Antigen, IgG antibodies to HSV
1, anti-lgG conjugate) is demonstrated by the addition in each well of an
enzymatic development solution.

e Step 4

After incubation at room temperature (+18-30°C), the enzymatic reaction is
stopped by addition of 1N sulfuric acid solution. The optical density reading
obtained with a spectrophotometer set at 450/620 nm is proportional to the
amount of IgG antibodies to HSV 1 present in the sample.



4. PRODUCT INFORMATION
Supplied quantities of reagents have been calculated to allow 96 tests. All
reagents are exclusively for in vitro diagnostic use.

Label

Nature of reagents

Presentation

R1

Microplate

Microplate (Ready-to-use):
12 strips with 8 breakable wells,
coated with gG-1 recombinant antigen

1

R2

Concentrated
Washing
Solution (20x)

Concentrated Washing Solution (20x):
Tampon TRIS-NaCl (pH 7.4),

2% Tween® 20

Preservative : 0.04% ProClin™ 300

1x70mL

R3

Negative
Control

Negative Control:

Human serum negative for IgG antibodies to
HSV 1, and negative for HBs antigen, anti-
HIV1, anti- HIV2 and anti-HCV

Preservative : 0.10% ProClin™ 300

1x0.75 ml

R4

Calibrator

Calibrator:

Human serum reactive for IgG antibodies to
HSV 1, and negative for HBs antigen, anti-
HIV1, anti-HIV2 and anti-HCV

Preservative : 0.10% ProClin™ 300

1x0.75ml

R5

Positive
Control

Positive Control:

Human serum reactive for IgG antibodies to
HSV 1, and negative for HBs antigen, anti-
HIV1, anti-HIV2 and anti-HCV

Preservative : 0.10% ProClin™ 300

1x0.75 ml

R6

Conjugate
(51x)

Conjugate (51x):

Goat polyclonal antibody to human gamma-
chains coupled to horseradish peroxydase
Preservative : 0.15% ProClin™ 300

1x0.7 ml

R7

Diluent

Diluent for samples and conjugate (Ready-
to-use): Tris-NaCl (pH 7.7), fetal calf serum,
phenol red

Preservative : 0.11% ProClin™ 300

1x80ml
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Label Nature of reagents Presentation

R9 | Chromogen |Chromogen (Ready-to-use): 1x28 ml
T™MB 3.3'.5.5” tetramethylbenzidine (< 0.1%),
H20, (<1%)
R10 | Stopping |Stopping Solution (Ready-to-use): 1x28ml
Solution  |1N sulfuric acid solution

B [EN]

For storage conditions and expiration date, please refer to the indications
mentioned on the box.

WARNINGS AND PRECAUTIONS

The reliability of the results depends on correct implementation of the
following Good Laboratory Practices:

¢ Do not use expired reagents.

¢ Do not mix or associate within a given run reagents from different lots.

REMARK: For Washing Solution (R2, label identification: 20x colored
green), Chromogen (R9, label identification: TMB colored turquoise)
and Stopping Solution (R10, label identification: 1N colored red), it is
possible to use other lots than those contained in the kit, provided
these reagents are strictly equivalent and the same lot is used within
a given test run.

REMARK: In addition, the Washing Solution (R2, label identification:
20x colored green) can be mixed with the 2 other washing solutions
included in various Bio-Rad reagent kits (R2, label identifications:
10x colored blue or 10x colored orange) when properly reconstituted,
provided only one mixture is used within a given test run.

e Before use, wait for 30 minutes to allow reagents to reach room
temperature (+18-30°C).

e Carefully reconstitute or dilute the reagents avoiding any contamination.

e Do not carry out the test in the presence of reactive vapors (acid,
alkaline, aldehyde vapors) or dust that could alter the enzyme activity of
the conjugate.

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

e Washing the microplate is a critical step in the procedure: follow the
recommended number of washings cycles and make sure that all wells
are completely filled and then completely emptied. Incorrect washings
may lead to inaccurate results.



e Do not allow the microplate to dry between the end of the washings
operation and the reagent distribution.

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

e The enzymatic reaction is very sensitive to metal or metal ions.
Consequently, do not allow any metal element to come into contact
with the various solutions containing the conjugate or the chromogen.

e Chromogen solution (R9) should be colorless. The appearance of a blue
color indicates that the reagent cannot be used and must be replaced.

e Use a new pipette tip for each sample.

e Check the pipettes and other equipments for accuracy and correct
operations.

HEALTH AND SAFETY INSTRUCTIONS
Human origin material used in the preparation of reagents has been tested and
founded non-reactive for hepatitis B surface antigen (HBs Ag), antibodies for
hepatitis C virus (anti-HCV), and to human immunodeficiency virus (anti-HIV1
et anti-HIV2). Because no method can absolutely guarantee the absence of
infectious agents, handle reagents of human origin and patient samples as
potentially capable of transmitting infectious diseases.

e Any material, including washings solutions, that comes directly in
contact with samples and reagents containing materials of human origin
should be considered capable of transmitting infectious diseases.

e Wear disposable gloves when handling samples and reagents.

e Do not pipette by mouth.

* Avoid spilling samples or solutions containing samples. Spills must be
rinsed with bleach diluted to 10 %. In the event of a spill with an acid,
it must be first neutralized with sodium bicarbonate, and then cleaned
with bleach diluted to 10% and dried with adsorbent paper. The
material used for cleaning must be discarded in a contaminated residue
container.

e Patient samples, reagents containing human origin material, as well
as contaminated material and products should be discarded after
decontamination only:

- either by immersion in bleach at the final concentration of 5 % of sodium
hypochloride during 30 minutes,
- or by autoclaving at 121°C for 2 hours at the minimum.

CAUTION: Do not introduce solutions containing sodium hypochloride
into the autoclave
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¢ Avoid any contact of Stopping Solution with skin and mucosa.

e Chemical and biological residues must be handled and disposed off in
accordance with Good Laboratories Practices.

e All reagents in the kit are exclusively for in vitro diagnostic use.

e 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.

SPECIMEN COLLECTION, PREPARATION AND STORAGE

1. Serum and plasma (EDTA, sodium heparin or sodium citrate) are the
recommended sample types.

2. Observe the following recommendations for handling, processing and
storage of blood samples:

e Collect all blood samples observing routine precaution for venipuncture.

e For serum, allow samples to clot completely before centrifugation.

e Keep tubes stoppered at all times.

e After centrifugation, separate the serum or plasma from the clot or red
cells in a tightly stoppered storage tube.

e The specimens can be stored at +2-8°C if test is performed within
7 days.

e [f test will not be completed within 7 days, or for shipment, freeze the
samples at -20°C or colder.

e Do not use samples that have been thawed more than five times.
Previously frozen specimens should be thoroughly mixed (Vortex) after
thawing prior to testing.

3. Samples containing 90 g/l of albumin or 100 mg/I of unconjugated
bilirubin, lipemic samples containing the equivalent of 36 g/l of triolein
(triglyceride), and hemolysed samples containing up to 10 g/l of
hemoglobin do not affect the results.

4. Do not heat the samples.

ASSAY PROCEDURE

7.1 MATERIALS REQUIRED BUT NOT PROVIDED

e Vortex mixer.

¢ Microplate reader equipped with 450 nm and 620 nm filters (*).
¢ Microplate incubator thermostatically set at 37+1°C (*).

¢ Automatic, semi-automatic or manual microplate washer (*).

o Sterile distilled or deionized water.

e Disposable gloves.



Goggles or safety glasses.

Adsorbent paper.

Automatic or semi-automatic, adjustable or preset, pipettes or multi-
pipettes, to measure and dispense 10 pl to 1000 pl, and 1 ml, 2 ml and
10 ml.

Graduated cylinders of 25 ml, 50 ml, 100 ml and 1000 ml capacity.
Sodium hypochloride (bleach) and sodium bicarbonate.

Container for biohazard waste.

Disposable tubes.

(*) Consult our technical department for detailed information about the
recommended equipment.

7.2 REAGENTS RECONSTITUTION

R1: Bring reagent at room temperature (+18-30°C) 30 minutes before
opening the bag. Take out the carrier tray and return unused strips to
the bag immediately and check for the presence of desiccant. Carefully
reseal the bag and store it at +2-8°C.

R2: Dilute 1/20 the washing solution R2 in distilled water: for example
50 ml of R2 and 950 ml of distilled water to get the ready-to-use
washing solution. Prepare 350 ml of diluted washing solution for one
plate of 12 strips if washing manually.

R3, R4, R5: Dilute 1/21 in Diluent (R7) (example: 15 pL of R3 + 300 pL of
R7).

R6+R7: Conjugate (R6) is concentrated 51x and must be homogenized
before use. Dilute 1/51 in Diluent (R7). For one plate, dilute 0.5 ml of
Conjugate (R6) in 25 ml of Diluent (R7). Divide these volumes by 5 to
obtain the volume needed for two strips.

7.3 STORAGE AND VALIDITY OF OPENED AND / OR

RECONSTITUTED REAGENTS

The kit must be stored at +2-8°C. When the kit is stored at +2-8°C before
opening, each component can be used until the expiration date indicated on
the outer label of the kit.

R1: Once opened, the strips remain stable for up to 8 weeks if stored
at +2-8°C in the same carefully closed bag (check the presence of
desiccant).

R2: Once diluted, the Washing Solution can be kept for 2 weeks at
+2-30°C. Once opened, the concentrated Washing Solution stored at
+2-30°C, in absence of contamination, is stable until the expiration date
indicated on the label.
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R3, R4, R5, R6, R7: Once opened and without any contamination, the
reagents stored at +2-8°C are stable for up to 8 weeks.

R6+R7: Once diluted, the conjugate working solution is stable for
8 hours at room temperature (+18-30°C) or 24 hours at +2-8°C.

R9: Once opened and without any contamination, the reagent stored at
+2-8°C is stable for up to 8 weeks.

R10: Once opened and without any contamination, the reagent stored
at +2-8°C is stable until the expiration date indicated on the label.

7.4 PROCEDURE

Strictly follow the assay procedure and Good Laboratory Practices.

Before use, allow reagents to reach room temperature (+18-30°C).

The use of breakable wells requires a special attention during handling.

Use the negative, cut-off and positive controls with each run to validate the
assay results.

1.

2.
3.

4.

IO TmOoOOoOw >

6.
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Carefully establish the distribution and identification plan for controls
and patients samples.

Prepare the diluted Washing Solution (R2) [Refer to Section 7.2].

Take the carrier tray and the strips (R1) out of the protective pouch
[Refer to Section 7.2].

Dilute controls R3 and R5, calibrator R4 and patients samples (S1,
S2...) in Diluent (R7) to give a 1/21 dilution: 15 pl of sample and 300 pL
of Diluent (R7). Vortex diluted samples.

. Strictly following the indicated sequence below, distribute in each well

200yl of diluted controls, calibrator and patient samples:

1 2 3 4 5 6 7 8 9 10 11 12

R3 S5 |S13
R4 |S6

R4 |S7

R5 |S8
S1_|S9

S2 |S10
S3_|Si1

S4 |S12

Cover the microplate with an adhesive plate sealer, then press
firmly onto the plate to ensure a tight seal. Incubate the microplate
immediately in a thermostat controlled water bath or in a dry incubator
for 1 hour + 5 minutes at 37°C + 1°C.



7. At the end of the first incubation period, remove the adhesive plate
sealer. Aspirate the content of all wells into a container for biohazard
waste (containing sodium hypochloride). Wash microplate 5 times with
350 pl of the Washing Solution (R2). Invert the microplate and gently tap
on adsorbent paper to remove remaining liquid.

8. Prepare the conjugate working solution (R6+R7) [Refer to Section 7.2].
Distribute 200 pl of the conjugate working solution (R6+R7) immediately
in all wells. The solution must be shaken gently before use.

9. Cover the microplate with an adhesive plate sealer, then press
firmly onto the plate to ensure a tight seal. Incubate the microplate
immediately in a thermostat controlled water bath or in a dry incubator
for 1 hour = 5 minutes at 37°C + 1°C.

10. At the end of the second incubation period, remove the adhesive plate
sealer. Aspirate the contents of all wells into a container for biohazard
waste (containing sodium hypochloride). Wash microplate 5 times with
350 pl of the Washing Solution (R2). Invert the microplate and gently tap
on adsorbent paper to remove remaining liquid.

11. Quickly distribute into each well and away from light 200 pl of
Chromogen solution (R9). Allow the reaction to develop in the dark for
30 = 5 minutes at room temperature (+18-30°C). Do not use adhesive
plate sealer during this incubation.

12. Stop the enzymatic reaction by adding 100 pl of Stopping Solution
(R10) in each well. Use the same sequence and rate of distribution as
for the development solution.

13. Carefully wipe the plate bottom. Read the optical density at 450/620 nm
using a plate reader within 30 minutes after stopping the reaction. The
strips must always be kept away from light before reading.

14. Before reporting results, check for agreement between the reading and
the distribution plan of plate and samples.

8. CALCULATION AND INTERPRETATION OF RESULTS

8.1 CALCULATION OF THE CUT-OFF VALUE (CO)

The Cut-Off value (CO) corresponds to the mean value of the optical densities
(OD) of the calibrator duplicates (R4):

e CO =mean of OD R4

8.2 CALCULATION OF THE SAMPLE RATIO

Sample result is expressed by Ratio using the following formula:

e Sample Ratio = Sample OD/CO
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8.3 QUALITY CONTROL
Include all the controls for each microplate and for each run, and analyse the
obtained results. For validation of the assay, the following criteria must be met:
e Optical density values :

- CO=0.300

- 0.80 x CO < OD R4 Replicate 1 < 1.20 x CO

- 0.80 x CO < OD R4 Replicate 2 < 1.20 x CO

(Individual OD of each duplicate of the calibrator (R4) must not differ more than
20% of the CO value).
e Optical density ratios :
- Ratio R3 (OD R3/ CO) < 0.50
- Ratio R5 (OD R5/CO) =1.80
If those quality control criteria are not met, the test run should be repeated.

8.4 INTERPRETATION OF RESULTS

Sample Ratio Result Interpretation
Ratio < 0.90 Negative |The sample is considered non reactive for the presence
of IgG antibodies to HSV 1.
0.90 =< Ratio Equivocal |The sample is considered equivocal for the presence of
<1.10 19G antibodies to HSV 1. The result must be confirmed

by another test done on a second sample drawn 4 to 12
weeks later after the initial one.

Ratio = 1.10 Positive |The sample is considered reactive for the presence of
1gG antibodies to HSV 1.

If an infection is suspected, complementary serological tests like the detection
of IgM anti-HSV antibodies can be useful to confirm the diagnosis.

A detailed attention must be paid to the other elements of diagnosis for the
results close to the gray zone.

8.5 TROUBLE SHOOTING GUIDE

Non validated or non repeatable reactions are often caused by:

¢ |nadequate microplate washings.

e Contamination of negative samples by serum or plasma with a high
antibody titer.

¢ Contamination of the development solution by chemical oxidizing
agents.

¢ Contamination of the Stopping Solution.
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9. PERFORMANCES
Platelia™ HSV 1 IgG was evaluated on 2 different sites on a total of 726 fresh
or frozen samples. Results with Platelia™ HSV 1 IgG were compared to results
obtained with other commercialized EIA assays.

9.1 PREVALENCE

Prevalence determination of IgG antibodies to Herpes Simplex Virus Type
1 in human serum was estimated using a panel of 180 samples obtained
from pregnant women. The following results were obtained: 37 negative, one
doubtful and 142 positive sera. Prevalence using the Platelia™ HSV 1 IgG
assay is established at 78.8% (142/180).

9.2 SPECIFICITY

Specificity was estimated on a total of 303 samples:

e on site 1, a panel of 156 samples from blood donor, pregnant women &
commercial panels (CDC* /BBI®).

e on site 2, a panel of 147 samples from hospitalized patients.

On both sites, samples were selected on negative results obtained with a

commercialized EIA assay and considered as a reference.

R Negative | Doubtful ® Positive Specificity
samples

99.4%

Site 1 N =156 154 1 1 (154/155)
[96.5%-100%)

99.3%

Site 2 N =147 146 0 1 (146/147)
[96.3%-100%)

99.3%

Total N =303 300 1 2 (300/302)
[97.6%-99.9%)]

0 doubtful results were excluded for calculation of specificity

IC 95%: 95% confidence interval.

(A): Center for Disease Control, (B) BBI mixed titer HSV panel

9.3 SENSITIVITY

Sensitivity was estimated on a total of 423 samples:

e on site 1, a panel of 270 samples from blood donor, pregnant women &
commercial panels (CDC® /BBI®).

e on site 2, a panel of 153 samples from hospitalized patients.
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On both sites, samples were selected on positive results obtained with a
commercialized EIA assay and considered as a reference.

Panel of | "\ oative | Doubtful™ | Positive | Specificity
samples

99.3%

Site 1 N =270 2 3 265 (265/267)
[97.3%-99.9%)]

98.0%

Site 2 N =153 3 0 150 (150/153)
[94.4%-99.6%)]

98.8%

Total N =423 5 3 415 (415/420)
[97.2%-99.6%]

o doubtful results were excluded for calculation of sensitivity

9.4 PRECISION

e Within-run precision (repeatability) :

In order to evaluate intra-assay repeatability, one negative, one equivocal and
one positive samples were tested 30 times during the same run. The ratio
(Sample OD / CO) was determined for each sample. Mean Ratio, Standard
Deviation (SD) and Coefficient of Variation (%CV) for each of the three
specimens are listed in the table below:

Negative Doubtful Low Positive
N=30
Sample sample sample
Ratio (Sample OD / Cut-Off value)
Mean 0.72 1.05 1.36
SD 0.08 0.06 0.08
% CV 10.58% 5.33% 5.91%

e Between-run precision (reproducibility):

In order to evaluate inter-assay reproducibility, one negative and three positive
samples (low, medium, high positive) were tested in duplicate in two runs per
day over a 20 days period. The ratio (Sample OD / CO) was determined for
each sample. Mean Ratio, Standard Deviation (SD) and Coefficient of Variation
(%CV) for each of the four specimens are listed in table below:
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N=80 Negative Low positive | Medium positive | High positive
B Sample sample sample sample
Ratio (Sample OD / Cut-Off value)
Mean 0.24 1.69 2.67 3.64
SD 0.03 0.17 0.30 0.29
% CV 121% 10.3% 11.1% 7.9%
9.5 CROSS REACTIVITY

110 samples with characteristics which could potentially result in non specific
reactions were tested with the Platelia™ HSV 1 IgG assay. Results are
presented in the following table:

Positive results
Panel Number of Equivocal @ | Positive confirmation
samples by reference
serology
vzv 10 0 7 77
CMV 10 0 6 6/6
EBV 10 0 7 77
Rheumatoid Factor 13 0 8 8/8
Heterophile antibodies
(HAMA) 20 0 13 13/13
Anti-nuclear antibodies
(ANA) 7 0 4 4/4
HHV 6 10 0 9 9/9
HIV 10 0 8 8/8
Mumps 10 0 6 6/6
Measles 10 1 6 6/6
TOTAL 110 1 74 74174

0 Equivocal results were excluded for evaluation of cross-reactivity.
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All the positive results with the Platelia™ HSV 1 IgG assay were confirmed
positive with the commercialized EIA assay.

10. LIMITATIONS OF THE PROCEDURE

Diagnosis of Herpes simplex virus infection can only be established on the
basis of a combination of clinical and biological data. The result of a single test
of detection of IgG anti-HSV antibodies does not constitute sufficient proof for
the diagnosis of infection by Herpes simplex virus.

11. QUALITY CONTROL OF THE MANUFACTURER

All manufactured reagents are prepared according to our Quality System,
starting from reception of raw material to commercialization of the final
product. Each lot is submitted to quality control assessments and is released
to the market only after conforming to pre-defined acceptance criteria. The
records related to production and controls of each single lot are kept within
Bio-Rad.
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gy

H314-H317

P280-P305+P351+P338-
P301+P330+P331-P303+P361+P353-
P333+P313-P501

(BG)

onacHo

[MprumnHSIBa TEXKM N3rapsiHUSA Ha KoXaTa 1 Cepro3HO
yBpexzaHe Ha ounTe. Moxe fja NpuinHN anepruyHa
KOXHa peaKLvsi.

VanonsBaiite NpeanasHn pbkaBuLy/npesnasHo
obnekno/npeanasHu ouuna/npeanasHa Macka 3a
nuue. MPU KOHTAKT C OYUTE: Mpomueaiite
BHMMATENHO C BOAA B NPOABITKEHNE Ha

HSAKONKO MUHYTW. CBaneTe KOHTaKTHUTE

NeLLy, ako 1Ma Taku1Ba 1 I0KOMNKOTO TOBa &
Bb3MOXHO. MpofibikaBaiiTe Aa npomusare.

MPW NOMBLAHE: nsnnakHete yctata. HE
npeauasykeaiiTe nospbliaHe. NMPU KOHTAKT C
KOXATA (vnm kocara): HezabaBHo cBaneTe LsNoTo
3ambpceHo obnekno. Obneiite koxata ¢ Boga/
B3emeTe Ayl Mpu nosiBa Ha KOXHO ApasHeHe Unn
06pyB Ha koxaTa: [MoTbpceTe MeanUMHCKM CbaeT/
nomoLy. M3xebpneTte cbabpXaHUETO/KOHTENHEPA

B CbOTBETCTBUE C MECTHUTE/PErVOHanHuTe/
HaLVOHamHNTe/MeXayHapojHUTe pasnopenou.

(CZ)

Nebezpedi

Zpusobuje tézké poleptani kiize a poskozeni odi.
MuZe vyvolat alergickou kozni reakci.

Pouzivejte ochranné rukavice/ochranny odév/
ochranné bryle/obligejovy stit. PRI ZASAZENI OCI:
Neékolik minut opatrné vyplachuijte vodou. Vyjméte
kontaktni cocky, jsou-li nasazeny a pokud je Ize
vyjmout snadno. Pokracuijte ve vyplachovani. PRI
POZIT: Vyplachnéte usta. NEVYVOLAVEJTE
2zvraceni. PRI STYKU S KUZ (nebo s viasy):
Veskeré kontaminované ¢asti odévu okamzité
svléknéte. Oplachnéte kiizi vodou/osprchuite. Pri
podrazdéni kize nebo vyrazce: Vyhledejte lékarskou
pomoc/osetfeni. Obsah/nadobu likvidujte v souladu
s mistnimi/regionalnimi/narodnimi/mezinarodnimi
predpisy.

(DE)

Gefahr

Verursacht schwere Veratzungen der Haut

und schwere Augenschaden. Kann allergische
Hautreaktionen verursachen.
Schutzhandschuhe/Schutzkleidung/Augenschutz/
Gesichtsschutz tragen. BEI KONTAKT MIT DEN
AUGEN: Einige Minuten lang behutsam mit Wasser
splilen. Vorhandene Kontaktlinsen nach Méglichkeit
entfernen. Weiter spiilen. BEI VERSCHLUCKEN:
Mund ausspiilen. KEIN Erbrechen herbeifiihren. 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 gemaf den értlichen /
regionalen / nationalen/ internationalen Vorschriften.

(DK)

Fare

Forarsager sveere forbreendinger af huden og
ojenskader. Kan forarsage aIIerglsk hudreaktlon
Beer besk A 1andsker/besky

ojenbeskyttel 1sigtsk ttelse VED KONTAKT
MED @UNENE: Skyl forsigtigt med vand i flere
minutter. Fjern eventuelle kontaktlinser, hvis dette
kan gares let. Fortsaet skylning. | TILFAELDE 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: Sag leegehjeelp. Bortskaffelse af indholdet/
beholderen i henhold til de lokale/regionale/
nationale/internationale forskrifter.

(EE)

Ettevaatust

Pdhjustab rasket nahasodvitust ja silmakahjustusi.
Vaib pdhjustada allergilist nahareaktsiooni.

Kanda kaitsekindaid/kaitserdivastust/kaitseprille/
kaitsemaski. SILMA SATTUMISE KORRAL:
loputada mitme minuti jooksul ettevaatlikult veega.
Eemaldada kontaktlaatsed, 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
koik saastunud réivad seljast. Loputada nahka
veega/loputada dusi all. Nahaarrituse vGi _obe
korral: poérduda arsti poole. Sisu/konteineri kaitlus
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 vémito. EN
CASO DE CONTACTO CON LAPIEL (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.

(F1)

Vaara

Voimakkaasti ihoa syévyttavaa ja silmia
vaurioittavaa. Voi aiheuttaa allergisen ihoreaktion.
Kéyta suojakasineité/suojavaatetusta/
silmiensuojainta/kasvonsuojainta. JOS KEMIKAALIA
JOUTUU SILMIIN: Huuhdo huolellisesti vedella
usean minuutin ajan. Poista piilolinssit, _edical

voi tehda 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 vedelld. Jos ilmenee
ihodrsytysté tai ihottumaa: Hakeudu laakariin. Séilyta
séilio(t) noudattaen paikallisia/alueellisia/kansallisia/
kansainvélisia maarayksia.

(FR)

Danger

Provoque des brlures de la peau et des lésions
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 si la 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 a la réglementation
locale/régionale/nationale/internationale.

(GR)

Kivduvog

MpokaAei coBapd SepUaTIKG eyKaupaTa Kal
opBaAuIkéG BAABES. MTTopei va TTpoKaAéael
aMepyIKR SeppATIKA avTidpaaor.

Na QopdTe TIPOCTATEUTIKA YAVTIO/TTPOCTATEUTIKG
evOUpaTA/UETT ATOIKIAG TIPOCTATIAG Yia TadTIo/
Tpéowro. ZE MEPINTQIH ENADHE ME TA
MATIA: ZeTTAOVETE TIPOTEKTIKG [E VEPOD VIO APKETE
Aetrd. EGv utrépyouv @akoi ETTagig, apaipeéaTe
TOUG, EQOCOV Eival EUKONO. ZUVEXIOTE va GETTAEVETE.
ZE MEPINTQZH KATAMOZHZ: ZemAUVETE TO OTOWA.
MHN TrpokaAéoeTe epetd. TE MEPINTQIH EMAGHE

ME TO AEPMA (A pe Ta JaANid): AQaIpEOTE QuéoTwG
Oha 1o poAuopéva evdUpaTa. ZETTAUVETE To dépua
He vepo/aTo vioug. Edv Trapatnpn6ei epeBiopog Tou
Oépuarog A epavioTel e§dvOnua: ZupBouleuBeire/
Emoke@Beiteyiatpd. ATroppiyTe Ta TrEpIEXOUEVD/
Boxeio CUPPWVA JE TOUG TOTTIKOUG/EBVIKOUG/DIEBVEIG
KQVOVIoOUG.

(HR)

Opasnost

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

Nositi zastitne rukavice/zastitnu odijelo/zastitu za
oti/zastitu za lice. U SLUCAJU DODIRA S OCIMA:
oprezno ispirati vodom nekoliko minuta. Ukloniti
kontaktne lece ukoliko ih nosite i ako se one lako
uklanjaju. Nastaviti ispiranje. AKO SE PROGUTA:
isprati usta. NE izazivati povracanje. U SLUCAJU
DODIRA S KOZOM (ili kosom): odmah ukloniti/
skinuti svu zaganenu odjecu. Isprati kozu vodom/
tusiranjem. U slu€aju nadrazaja ili osipa na kozi:
zatraZiti savjet/pomoc lijecnika. OdloZite sadrzaje
/spremnike u skladu s lokalnim/regionalnim/
nacionalni/medunarodnim odredbama.

(HU)

Veszély

Smarkiai nudegina odg ir paZeidzia akis. Allergias
bérreakciot valthat ki.
Védokesztyl/védbruhal/szemvedé/arcvédsd
hasznélata kételez6. SZEMBE KERULES esetén:
Tobb percig tart6 6vatos oblités vizzel. Adott
esetben a kontaktlencsék eltavolitasa, ha kdnnyen
megoldhato. Az 6blités folytatasa. LENYELES
ESETEN: a széjat ki kell 6bliteni. TILOS hanytatni.
HABORRE (vagy hajra) KERUL: Az 6sszes
szennyezett ruhadarabot azonnal el kell tavolitani/
le kell vetni. A bért le kell dbliteni vizzel/zuhanyozés.
Bérirritacié vagy kilitések megjelenése esetén:
orvosi ellatast kell kémi. Az edény tartalmat / a
tartalyt a helyi/regionalis/nemzeti/nemzetkozi
szabalyozasoknak megfeleléen kell hulladékként
elhelyezni.

(Im)

Pericolo

Provoca gravi ustioni cutanee e gravi lesioni oculari.
Pud provocare una reazione allergica cutanea.
Indossare guanti/indumenti protettivi/Proteggere

gli occhifil 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.




(LT)

Pavojinga

Smarkiai nudegina odg ir pazeidZia akis. Gali sukelti
alerging odos reakcija.

Mavéti apsaugines pirstines/dévéti apsauginius
drabuZius/naudoti akiy (veido) apsaugos priemones.
PATEKUS | AKIS: Kelias minutes atsargiai plauti
vandeniu. I$imti kontaktinius leSius, jeigu jie yra ir
jeigu lengvai galima tai padaryti. Toliau plauti akis.
PRARIJUS: i$skalauti burng. NESKATINTI vémimo.
PATEKUS ANT ODOS (arba plauky): Nedelsiant
nuvilkti/pasalinti visus uZterStus drabuzius. Odg
nuplauti vandeniu/Ciurksle. Jeigu sudirginama

oda arba jg iSberia: kreiptis j gydytoja. Turinj/talpg
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. BIJ 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/vernekleer/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 tilsglte kizer 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 skéry oraz
uszkodzenia oczu . Moze powodowac reakcje
alergiczng skory.

Stosowac rekawice ochronne/odziez ochronna/
ochrong oczu/ochrone twarzy. W PRZYPADKU
DOSTANIA SIE DO OCZU: Ostroznie ptuka¢ wodg
przez kilka minut. Wyja¢ soczewki kontaktowe,
jezeli sg i mozna je tatwo usungé. Nadal ptukaé. W
PRZYPADKU POLKNIECIA: wyptukac usta. NIE
wywotywac wymiotéw. W PRZYPADKU KONTATKU

ZE SKORA (lub z wiosami): Natychmiast usungé/
zdjgé calg zanieczyszczong odziez. Sptukac skore
pod strumieniem wody/prysznicem. W przypadku
wystagpienia podraznienia skory lub wysypki:
Zasiegnac¢ porady/zgtosi¢ sie pod opieke lekarza.
Zawartos¢ / pojemnik usuwac zgodnie z przepisami
miejscowymi / regionalnymi / narodowymi /
miedzynarodowymi.

(PT)

Perigo

Provoca queimaduras na pele e les6es oculares
graves. Pode provocar uma reacgéo alérgica
cutanea.

Usar luvas de protecgao/vestuario de protecgéo/
protecgéo ocular/protecgdo facial. SE ENTRAR

EM CONTACTO COM OS OLHOS: enxaguar
cuidadosamente com &gua 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
vomito. SE ENTRAR EM CONTACTO COM A PELE
(ou o cabelo): despir/retirar imediatamente toda a
roupa contaminada. Enxaguar a pele com agua/
tomar um duche. Em caso de irritagdo ou erupgéo
cutanea: consulte um médico. Eliminar o contetido/
recipiente de acordo com a legislagao local/regional/
nacional/internacional.

(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. Scoatetj lentilele de contact,
daca este cazul si daca acest lucru se poate

face cu usurintd. Continuatj s& clatii. 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 cutanata: consultati medicul. Aruncatj
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: Skdlj
forsiktigt med vatten i flera minuter. Ta ur eventuella
kontaktlinser om det gar latt. Fortsatt att skolja.

VID FORTARING: Skélj munnen. Framkalla INTE
krakning. VID HUDKONTAKT (&ven haret): Ta
omedelbart av alla nedstankta klader. Skélj huden
med vatten/duscha. Vid hudirritation eller utslag: Sok
lakarhjalp. Innehallet / behallaren avfallshanteras
enligt lokala / regionala / nationella / internationella
foreskrifter.




(Sh)

Nevarno

Povzro¢a hude opekline koZe in poSkodbe o€i.
Lahko povzrodi alergijski odziv koZe.

Nositi za$¢itne rokavice/zascitno obleko/zascito za
oci/zas¢ito za obraz. PRI STIKU Z OCMI: previdno
izpirajte z vodo nekaj minut. Odstranite kontaktne
lece, Ce jih imate in Ce to lahko storite brez teZav.

Nadaljujte z izpiranjem. PRI ZAUZITJU: izprati usta.
NE izzvati bruhanja. PRI STIKU S KOZO (ali lasmi):

takoj odstraniti/sleci vsa kontaminirana oblacila.
Izprati koZo z vodo/prho. Ce nastopi draZenje koze
ali se pojavi izpuscaj: poiscite zdravniSko pomod/
oskrbo. Vsebino/vsebnik odstranite v skladu z
lokalnimi/regionalnimi/narodnimi/mednarodnimi
predpisi.

(SK)

Nebezpecenstvo

Provoaca arsuri grave ale pielii si lezarea ochilor.
MozZe vyvolat alergickt koznu reakciu.

Noste ochranné rukavice/ochranny odev/ochranné
okuliare/ochranu tvare. PO ZASIAHNUTI OCi:
Niekolko minut ich opatrne vyplachuijte vodou. Ak
pouzivate kontaktné SoSovky a ak je to mozné,
odstrante ich. Pokracujte vo vyplachovani. PO
POZITI: vyplachnite usta. Nevyvolavaijte zvracanie.
PRI KONTAKTE S POKOZKOU (alebo viasmi):
Odstrarte/vyzlecte vSetky kontaminované Casti
odevu. Pokozku ihned oplachnite vodou/sprchou.
Ak sa prejavi podrézdenie pokozky alebo sa
vytvoria vyrazky: vyhladajte lekarsku pomoc/
starostlivost. ZneSkodnenie obsahu/obalu v sulade
s miestnymi/oblastnymi/narodnymi/medzinarodnymi
nariadeniami.
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