MINICAP PROTEIN(E) 6
Ref. 2203
Ref. 2223

1

2017/03



Vaida.Kloviene
Typewritten Text
#41.1.1


MINICAP PROTEIN(E) 6 - 2017/03
INTENDED USE

The MINICAP PROTEIN(E) 6 kit is designed for the separation of human serum proteins in alkaline buffer (pH 9.9) by capillary electrophoresis with
the MINICAP system.

Normal serum proteins separate into six major fractions.

The MINICAP performs all sequences automatically to obtain a protein profile for qualitative or quantitative analysis. The proteins, separated in silica
capillaries, are directly detected at an absorbance of 200 nm. The electrophoregrams can be interpreted visually to screen for any pattern
abnormalities. Direct detection provides accurate relative quantification of individual protein fractions.

For In Vitro Diagnostic Use.

NOTE : In this instruction sheet, the name “MINICAP” is used for automated MINICAP and MINICAP FLEX-PIERCING instruments.

PRINCIPLE OF THE TEST "™

Protein electrophoresis is a well established technique routinely used in clinical laboratories for screening samples for protein abnormalities 22 1.
The MINICAP has been developed to provide complete automation of this testing with fast separation and good resolution. In many respects, the
methodology can be considered as an intermediary type of technique between classical zone electrophoresis and liquid chromatography ™.

The MINICAP System uses the principle of capillary electrophoresis in free solution. With this technique, charged molecules are separated by their
electrophoretic mobility in an alkaline buffer with a specific pH in tubes with internal diameter of 100 um. Separation also occurs according to the
electrolyte pH and electroosmotic flow.

The MINICAP System has 2 capillaries functioning in parallel allowing 2 simultaneous analyses. A sample dilution with buffer is prepared and injected
by aspiration at the anodic end of the capillary. A high voltage protein separation is then performed and direct detection of the proteins is made at
200 nm at the cathodic end of the capillary. The capillaries are immediately washed with a Wash Solution and prepared for the next analysis with buffer.
Proteins are detected in the following order : gamma globulins, beta-2 globulins, beta-1 globulins, alpha-2 globulins, alpha-1 globulins and albumin
with each zone containing one or more proteins.

REAGENTS AND MATERIALS SUPPLIED IN THE MINICAP PROTEIN(E) 6 KITS

WARNING : See the safety data sheets.

ITEMS PN 2203 PN 2223*
Buffer (ready to use) 2 vials, 250 mL each 6 vials, 250 mL each
Wash solution (stock solution) 1 vial, 25 mL 3 vials, 25 mL each
Reagent cups 1 pack of 125 3 packs of 125 each
Filters 3 filters 3 filters

Bins for used cups 4 bins 12 bins

* MINICAP PROTEIN(E) 6 MAXI-KIT

FOR OPTIMAL MANAGEMENT OF TRACEABILITY : All reagents from the same kit must be used together.
TO OBTAIN THE EXPECTED PERFORMANCES : The package insert instructions must be observed.

WARNING : Do not use marketed deionized water, such as water for ironing for example (risk of important capillaries damage). Use only
water with ultrapure quality, such as injection grade water.

1. BUFFER

Preparation

The buffer is ready to use. It contains : buffer solution pH 9.9 + 0.5 ; additives, nonhazardous at concentrations used, necessary for optimum
performance.

Use

Buffer for protein analysis in capillary electrophoresis.

Storage, stability and signs of deterioration

Store the buffer at room temperature (15 to 30 °C) or refrigerated (2 to 8 °C). It is stable until the expiration date indicated on the kit package or buffer
vial labels. Avoid storage close to a window or to a heat source.

NOTE : When analysis buffer is stored between 2 to 8 °C, it is recommended to allow reagent to come to room temperature prior to use.

DO NOT FREEZE.

Once the buffer vial has been opened and positioned on the MINICAP instrument, it is stable for a maximum of 2 months (accumulated). If the buffer
vial is planned to be used for more than 2 months, it must be removed from the instrument after each use and stored at room temperature (15 to 30 °C)
or refrigerated (between 2 and 8 °C), it is then stable until the expiration date indicated on the buffer vial label.

Discard buffer if it changes its appearance, e.g., becomes cloudy due to microbial contamination.

2. WASH SOLUTION

Preparation
The vial of the stock wash solution should be diluted up to 250 mL with distilled or deionized water.
After dilution, the wash solution contains an alkaline solution pH = 12.
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Use

For washing the capillaries after protein electrophoretic separation.

IMPORTANT : Before filling the wash solution container, it is recommended to wash the opening of the container, the connector and the tube with
plenty of distilled or deionized water to avoid salts deposit.

Storage, stability and signs of deterioration

Store the stock and working wash solutions in closed containers at room temperature (15 to 30 °C) or refrigerated (2 to 8 °C). The stock wash solution
is stable until the expiration date indicated on the kit or wash solution vial label.

Working wash solution is stable for 3 months.

Discard working wash solution if it changes its appearance, e.g., becomes cloudy due to microbial contamination.

3. REAGENT CUPS

Use

Single use cups for the preparation of biological samples to analyze with the automated instrument. To be placed on the automated loading system
for cups of MINICAP. One reagent cup is intended for the analysis of 2 samples.

WARNING : After use, reagent cups with biological samples have to be handled with care. When the analysis is completed, reagent cups
must be discarded with biological waste products and they must NEVER be reused.

Storage
Before use, store the reagent cups in their sealed package in a clean and dry place and at a temperature comprised between 2 and 30 °C.

4. FILTERS

Use

Disposable filters for filtration of analysis buffer, working wash solution and distilled water (used for capillaries rinsing).

IMPORTANT : When kit replacement, change systematically all the filters. Wear clean gloves for handling and installation of filters.

Screw one filter at the connector situated at the extremity of each tube plunging in vials of buffer, wash solution and distilled or deionized water. When
setting filters on MINICAP system, rinse the connectors and the tubes with distilled or deionized water.

Storage

Before use, store the filters in their sealed package in a dry place at room temperature (15 to 30 °C) or refrigerated (2 to 8 °C).

5. BINS FOR USED CUPS

Use

Bins intended for automated collection of used reagent cups in MINICAP. To place in MINICAP at the location intended for this purpose.
WARNING : Bins containing used reagent cups with biological samples have to be handled with care.

REAGENTS REQUIRED BUT NOT SUPPLIED
WARNING : See the safety data sheets.

1. DISTILLED OR DEIONIZED WATER

Use

For capillaries rinsing in automated system MINICAP, SEBIA, for capillary electrophoresis.

It is recommended to use filtered distilled or deionized water (on a filter with a porosity < 0.45 um) and with a conductivity lower than 3 pS/cm, which
corresponds to a resistivity higher than 0.33 MQ.cm.

To prevent microbial proliferation, change the water every day.

For optimal operation, add CLEAN PROTECT (SEBIA, PN 2059, 1 vial of 5 mL) in distilled or deionized water (see the instructions for use of CLEAN
PROTECT) or use directly the ready to use CAPIprotect* solution (SEBIA, PN 2061 : 2 containers of 5 L of distilled water with CLEAN PROTECT).
IMPORTANT : Before filling the rinse container, it is recommended to wash it with plenty of distilled or deionized water.

* NOTE : The CAPIprotect solution can also be used to dilute the stock wash solution. Then, in that case, the diluted wash solution may show a
transient more or less marked yellow colour without any adverse effects on its performance.

2. CAPICLEAN (FOR MINICAP) OR MINICAP FLEX-PIERCING CAPICLEAN (FOR MINICAP FLEX-PIERCING)

Composition

The vial of CAPICLEAN concentrated solution (CAPICLEAN, SEBIA, PN 2058, 1 vial, 25 mL or MINICAP FLEX-PIERCING CAPICLEAN, SEBIA,
PN 2251, 1 vial, 25 mL) contains : proteolytic enzymes, surfactants and additives nonhazardous at concentrations used, necessary for optimum
performances.

Use

For the sample probe cleaning in automated instrument MINICAP or MINICAP FLEX-PIERCING, SEBIA, for capillary electrophoresis, during the
CAPICLEAN cleaning sequence.

IMPORTANT : Launch a CAPICLEAN cleaning sequence at least once a week and at maximum once a day, or after every 500 analyses when
performed within less than one week.

See the instruction sheets of CAPICLEAN or MINICAP FLEX-PIERCING CAPICLEAN, SEBIA.

IMPORTANT : For optimal use of the CAPICLEAN solution with the MINICAP and MINICAP FLEX-PIERCING instruments, it is necessary to use one
bar code label intended to identify the tube which contains the diluted CAPICLEAN solution.

Storage, stability and signs of deterioration

Store CAPICLEAN refrigerated (2 — 8 °C). It is stable until the expiration date indicated on the vial label. DO NOT FREEZE.

Precipitate or combined particles in suspension (floccules) may be observed in the CAPICLEAN vial without any adverse effects on its utilization.
Do not dissolve this precipitate or these particles. It is recommended to collect only the supernatant.

For later use, store the tube containing the diluted solution at 2 — 8 °C. It must be used within the day.
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3. SODIUM HYPOCHLORITE SOLUTION (for sample probe cleaning)

Preparation

Prepare a sodium hypochlorite solution (2 % to 3 % chloride) by diluting 250 mL 9.6 % chloride concentrated solution to 1 liter with cold distilled or
deionized water.

Use

For the sample probe cleaning in automated instrument MINICAP or MINICAP FLEX-PIERCING, SEBIA, for capillary electrophoresis (weekly
maintenance in order to eliminate adsorbed proteins from the probe).

See the SEBIA MINICAP or MINICAP FLEX-PIERCING instruction manual.

« For MINICAP, apply in a hemolysis tube 2 mL of diluted chlorinated solution previously prepared.

For MINICAP FLEX-PIERCING, apply in a 100 mm tube 2 mL of diluted chlorinated solution previously prepared.

« Place the tube (identified with one bar code label specific to the sodium hypochlorite solution) on the rotating sampler of MINICAP or MINICAP
FLEX-PIERCING.

Check that new reagent cups are placed on the automated loading system for cups of MINICAP / MINICAP FLEX-PIERCING (a message will be
displayed if the reagent cup is missing).

« Slide the rotating sampler into the MINICAP / MINICAP FLEX-PIERCING system.

+ Close the doors of the MINICAP / MINICAP FLEX-PIERCING system, the cleaning sequence starts automatically.

IMPORTANT : For optimal use of the sodium hypochlorite solution with the MINICAP and MINICAP FLEX-PIERCING instruments, it is necessary to
use one bar code label intended to identify the tube which contains the solution.

Storage, stability and signs of deterioration
Store the working chlorinated solution at room temperature (15 to 30 °C) in a closed container, it is stable for 3 months. Avoid storage in sunlight, close
to heat and ignition source, and to acids and ammonia.

4. CAPILLARYS / MINICAP WASH SOLUTION

Preparation

Each vial of the stock CAPILLARYS / MINICAP Wash solution (SEBIA, PN 2052, 2 vials, 75 mL) should be diluted up to 750 mL with distilled or
deionized water.

For MINICAP, it is convenient to dilute only 25 mL of the stock solution to 250 mL with distilled or deionized water.

After dilution, the wash solution contains an alkaline solution pH = 12.

Use

For washing the MINICAP capillaries.

IMPORTANT : Before filling the wash solution container, it is recommended to wash the opening of the container, the connector and the tube with
plenty of distilled or deionized water to avoid salts deposit.

Storage, stability and signs of deterioration

Store the stock and working wash solutions in closed containers at room temperature (15 to 30 °C) or refrigerated (2 to 8 °C). The stock wash solution
is stable until the expiration date indicated on the kit or wash solution vial label.

Working wash solution is stable for 3 months.

Discard working wash solution if it changes its appearance, e.g., becomes cloudy due to microbial contamination.

NOTES :

The assays that were performed for the validation of reagents demonstrated that, for the different solutions and using an adapted equipment for the
reconstitution volume, a variation of + 5 % on the final volume has no adverse effect on the analysis.

The distilled or deionized water used to reconstitute solutions, must be free of bacterial proliferation and mold (use a filter < 0.45 ym) and have a
conductivity lower than 3 zS/cm, which corresponds to a resistivity higher than 0.33 MQ.cm.

EQUIPMENT AND ACCESSORIES REQUIRED

MINICAP System, SEBIA, PN 1230, MINICAP FLEX-PIERCING System, SEBIA, PN 1232.

Rotating samplers supplied with MINICAP.

Container Kit supplied with MINICAP : Rinse (to fill with distilled or deionized water) and waste container.
MINICAP Reagent cups / 125 (3), SEBIA, PN 2281.

Lids for bins for used reagent cups, SEBIA (12 units), PN 2286 : lids to close the bins containing used cups.

SR

SAMPLES FOR ANALYSIS

Sample collection and storage

Fresh serum samples are recommended for analysis. Sera must be collected following established procedures used in clinical laboratory testing.
Samples can be stored up to 10 days between 2 and 8 °C.

For longer storage, samples should be frozen at - 18 / - 30 °C within 8 hours of collection.

Frozen sera are stable for 2 months.

Proteins of the samples stored at 2 to 8 °C or between 15 and 30 °C, degrade, particularly the C3 complement for which the degradation kinetics is
very rapid at 15 - 30 °C and is clearly visible beyond 3 days.

A serum stored between 2 and 8 °C or between 15 and 30 °C has a beta-2 fraction that gradually decreases and may appear distorted (with small
additional fractions appearing on the gamma side and / or beta-1 following the deterioration of C3 complement) and an alpha-2 fraction whose shape
can be slightly changed.

Beyond 10 days between 2 and 8 °C or 3 days between 15 and 30 °C, the beta-1 fraction deforms by expanding, and the beta-2 fraction strongly
decreases.

Depending to the samples, during their storage beyond 10 days at 2 to 8 °C or 3 days at 15 and 30 °C, the automated integration of fractions by the
software for data processing may potentially be disturbed.

NOTE : Each laboratory must ensure that the samples are transported in optimal conditions for their integrity (1).

(1) ISO 15189 : Medical laboratories - Requirements for quality and competence.
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Sample preparation

Use undiluted serum samples.

Upon storage at 2 to 8 °C or after freezing, some sera (particularly those containing cryoglobulin or cryogel) may become viscous or develop turbidity.

At room temperature (15 to 30 °C), these samples can be directly analyzed. Samples containing a polymerized immunoglobulin may be used without

any treatment.

It is advised to observe the serum aspect before analysis (cases of hemolysis, cryoglobulins or turbidity).

Samples to avoid

+ Avoid hemolysed serum samples. Hemolysis induces a double alpha-2 zone.

« Avoid aged, improperly stored serum samples, beta-2 fraction would be decreased.

« Avoid plasma samples. Fibrinogen migrates in beta-2 position (shoulder on beta-2 or superimposed with the beta-2 zone with possibly an increase
of this fraction). When it is present in some samples (plasma, serum not totally defibrinated or patient with anticoagulant treatment), fibrinogen may
interfere on the analysis and makes interpretation inaccurate (suspicion of monoclonal band or beta-2 fraction increase). When analysing an aged
plasma sample (not recommended), the C3 complement which is labile over the time is partially degraded, the beta-2 zone then corresponds
essentially to fibrinogen.

NOTE : Collection tubes for biological samples are described in the available documentation on pre-analytical phase for bio-medical analysis (data
provided by the tube manufacturers, guides and recommendations on biological sample collection...). Without any indication in the instructions for use
on the type of tube to use, please refer to this documentation and for the dimensions of tube to use, refer to the SEBIA document "Characteristics of
tubes to use according to the instrument". The pre-analytical phase must be performed according to the state of art, the different recommendations,
including those provided by the tube manufacturers, and applicable regulations.

PROCEDURE

The MINICAP system is a multiparameter instrument for serum proteins analysis on 2 parallel capillaries in the following sequence :
« Bar code reading of sample tubes (for up to 28 tubes) and rotating sampler ;

« Sample dilution from primary tubes into reagent cups ;

« Capillary washing ;

« Injection of diluted samples ;

« Protein analysis and direct detection in the capillaries.

The manual steps are :

« Set up the sample tubes in rotating sampler ;

« Set up the rotating sampler in the MINICAP instrument ;
+ Remove the sample tubes after analysis ;

Remove and close the bins for used cups.

PLEASE CAREFULLY READ THE MINICAP INSTRUCTION MANUAL.

I PREPARATION OF ELECTROPHORETIC ANALYSIS
Switch on MINICAP instrument and computer.

2. In order to start the instrument, position at least one new reagent cup on the automated loading system for cups of MINICAP (a message will
be displayed if a reagent cup is missing).

3. Set up the software, the instrument automatically starts.

4. The MINICAP PROTEIN(E) 6 kit is intended to run with "PROTEIN(E) 6" analysis program from the MINICAP instrument. To select
"PROTEIN(E) 6" analysis program and place the MINICAP PROTEIN(E) 6 buffer vial in the instrument, please read carefully the MINICAP
instruction manual.

5. The rotating sampler contains 28 positions for sample tubes. Position up to 28 sample tubes on the rotating sampler by starting into position
No. 1 ; the bar code of each tube must be visible in the openings of the rotating sampler.

IMPORTANT : If the first sample tube to analyze is not into position No. 1, the analysis can not start (a message will be displayed if a sample
tube is missing into position No. 1).

NOTE : When using a control serum, it is necessary to use the specific bar code label.

6. Position new reagent cups on the automated loading system for cups of MINICAP (a message will be displayed if the reagent cups are
missing).

7. Position a new bin for used cups in MINICAP at the location intended for this purpose.

8. Slide the rotating sampler into the MINICAP system.

9. Close the doors of the MINICAP System, the analysis starts automatically.

10. After the analysis, remove the rotating sampler with analyzed sample tubes.

11. Take off carefully the bin containing used reagent cups, close it tightly with the corresponding lid and discard it.

WARNING : Bins containing used reagent cups with biological samples have to be handled with care.

DILUTION - MIGRATION - DESCRIPTION OF THE AUTOMATED STEPS

Bar codes are read on both sample tubes and on rotating sampler.

Samples are diluted in buffer and the sample probe is rinsed after each sample.

Capillaries are washed.

Diluted samples are injected into capillaries.

Migration is carried out under constant voltage, controlled by Peltier effect for about 4 minutes.

Proteins are detected directly by scanning at 200 nm and an electrophoretic profile appears on the screen of the system.

NOTE These steps are described for the two first analyzed sample tubes. The electrophoretic patterns appear after 10 minutes. For the following
sample tubes, the two first steps (bar code reading and sample dilution) are made during analysis of the 2 previous samples.

L N
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1. RESULT ANALYSIS

At the end of the analysis, relative quantification of individual zones is made automatically and profiles can be analyzed. With the total protein
concentration, the system will calculate each fraction concentration.

The electrophoregrams are interpreted visually for pattern abnormalities.

Electrophoretic profiles are visualized by default using the re-drawn mode : then, the alpha-1 fraction is closer to albumin.

Optionally, the standard mode allows to visualize the initial pattern obtained with raw data.

PLEASE CAREFULLY READ THE MINICAP INSTRUCTION MANUAL.

Il. END OF ANALYSIS SEQUENCE

At the end of each analysis sequence, the operator must start the stand by or shut down procedure of the MINICAP system in order to store capillaries
in optimal conditions.

IMPORTANT : Position at least one new reagent cup on the automated loading system for cups of MINICAP (a message will be displayed if a reagent
cup is missing).

IV. FILLING OF REAGENT CONTAINERS

The MINICAP system has a reagent automatic control.

IMPORTANT : Please refer to the instructions for replacement of reagent containers respecting color code for vials and connectors.
A message will be displayed when it is necessary to perform one of the following tasks :

« place a new buffer vial and / or ;

« fill the container with working wash solution and / or ;

« fill the container with filtered distilled or deionized water for rinsing capillaries and / or ;

« empty the waste container.

WARNING : Do not use marketed deionized water, such as water for ironing for example (risk of important capillaries damage). Use only
water with ultrapure quality, such as injection grade water.

IMPORTANT : Before filling the rinse container, it is recommended to wash it with plenty of distilled or deionized water.

PLEASE CAREFULLY READ THE MINICAP INSTRUCTION MANUAL.

QUALITY CONTROL
It is advised to include a control serum with each sequence of analysis.

RESULTS

Values

Direct detection at 200 nm in capillaries yields relative concentrations (percentages) of individual protein zones.

Reference values (mean + 2 SD) for individual major electrophoretic serum protein zones have been established from a healthy population of
246 adults with normal triglycerides levels (men and women) :

MINICAP PROTEIN(E) 6

Albumin 55.8 - 66.1 %

Alpha-1 globulins 29-49%

Alpha-2 globulins 71-118%

Beta globulins 8.4-131%
Beta-1 globulins 4.7-72%
Beta-2 globulins 32-6.5%

Gamma globulins 1.1-188%

It is recommended each laboratory establish its own reference values.
NOTE : Reference values have been established using the standard parameters of the PHORESIS software (smoothing 2 and automatic drift).

Interpretation

The C4 complement migrates between beta-1 and beta-2 zones ; CRP migrates in beta-2 position, see ELECTROPHORETIC PATTERNS.
Arelative increase of the beta-2 zone compared to the beta-1 zone, without any clinical context of inflammatory disease, must be a warning signal for
necessary complementary analyses.

In case of doubt concerning the interpretation of the pattern and / or the positioning of minima (particularly during the analysis of an external control),
it is necessary to overlay the obtained pattern with that of the Normal Control Serum (SEBIA, PN 4785).

A monoclonal component may be suspected in the serum sample when a single protein electrophoretic pattern is delayed or distorted or in the case
of impossibility for the software (PHORESIS version = 8.63) to redraw the albumin / alpha-1 zone. The following warning message is then displayed
on the electrophoretic pattern "Warning: Migration time out of range" with a red warning signal. This red warning signal is also displayed on the curves
mosaic and in the result table for the sample concerned. To confirm the presence of a monoclonal component in such sample, it is necessary to treat
the sample with beta-mercaptoethanol and to repeat the analysis on the sample after reducing treatment. In this case (i) prepare 1 % beta-
mercaptoethanol (BME, or 2-mercaptoethanol, 2 ME) in Fluidil (SEBIA, PN 4587, 1 vial 5 mL), (ii) add 100 pL of this reducing solution to 300 pL neat
serum, (iii) vortex and wait for 15 minutes, then follow the standard procedure.

6
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IMPORTANT : After reducing treatment with beta-mercaptoethanol, the sample must be analyzed without any delay ; no introduced sample tube must
be waiting for analysis in the MINICAP System.

When many electrophoretic patterns show the same warning signal, call SEBIA Technical Service.

An identification is recommended to characterize monoclonal or oligoclonal components :

- by immunotyping with SEBIA MINICAP IMMUNOTYPING kit or,

- by immunofixation with SEBIA HYDRAGEL IF kits.

As an aid in interpretation of serum protein electrophoregrams, see BIBLIOGRAPHY.

Alpha-2 zone :
+ In some samples and according to the haptoglobin phenotype, alpha-2 zone can be split, see ELECTROPHORETIC PATTERNS.

Interference and Limitations

See SAMPLES FOR ANALYSIS.

Lipoproteins / triglycerides or biliary pigments (with a characteristic yellow — green color of the serum) at high concentration in the sample may lead
to the visual impression of a bisalbuminemia on the electrophoretic pattern.

In the case of suspected contamination between two samples (very rare), due to the presence of some monoclonal components (in high concentration
for example), it is recommended to repeat the test on those investigated samples (contaminating and potentially contaminated) by reversing their
analysis order.

Due to the resolution and sensitivity limits of zone electrophoresis, it is possible that some monoclonal components may not be detected with this
method.

A monoclonal component may be not detected (i.e., polymerized immunoglobulin spread or hidden in the polyclonal background). Conversely, a slight
distortion of the electrophoretic pattern may indicate the presence of a monoclonal immunoglobulin. In all cases, the clinical context must be analyzed
and if a gammopathy is suspected, it is then recommended to perform an immunotyping analysis on the sample. If an uncertainty persists, confirm the
result by an immunofixation technique on agarose gel.

Troubleshooting

Call SEBIA Technical Service of the supplier when the test fails to perform while the instruction for the preparation and storage of materials, and for
the procedure were carefully followed.

Kit reagent Safety Data Sheets and information on cleaning and waste disposal, labeling and safety rules applied by SEBIA, packaging for the
transportation of biological samples, and instruments cleaning are available on the SEBIA’s extranet website : www.sebia.com.

PERFORMANCE DATA

Results obtained using the MINICAP PROTEIN(E) 6 procedure indicate a very good reproducibility for quantitative analysis with a mean CV % of about
2.1 % for each protein fraction.
Results presented below have been obtained using the standard parameters of the MINICAP software (smoothing 2 and automatic drift).

Reproducibility within sequence and between runs

Four (4) different serum samples were run on 2 MINICAP systems using the MINICAP PROTEIN(E) 6 procedure and the same lot of analysis buffer.
Each sample was run 5 times on the 2 capillaries of each system. The mean, SD and CV (n = 10) were calculated for each sample, each zone and
each system.

The table shows the values for the 4 tested samples for each protein fraction calculated with the 2 MINICAP systems.

Fraction [ Abumin | Alpha 1 [ Alpha 2 [ Beta 1 [ Beta 2 [ G

Serum A : system No. 1 - system No. 2

MEAN (%) 59.2 - 58.6 50-5.2 8.6-8.6 49-51 45-45 17.8-18.0
SD 0.53-0.74 0.14-0.16 0.28 - 0.16 0.21-0.15 0.11-0.13 0.29 - 0.30
CV (%) 09-1.3 28-3.0 32-1.9 43-3.0 25-29 1.6-1.7
Serum B : system No. 1 - system No. 2

MEAN (%) 60.7 - 59.7 35-3.6 89-9.2 6.7-71 52-5.0 15.0-155
SD 0.55 - 0.45 0.09 - 0.10 0.23-0.15 0.18 - 0.11 0.17 - 0.15 0.20 - 0.24
CV (%) 0.9-0.8 27-27 25-16 27-15 3.3-3.0 13-1.6
Serum C : system No. 1 - system No. 2

MEAN (%) 55.4 - 54.1 3.6-3.7 10.1-10.5 57-5.8 3.8-39 21.3- 221
SD 0.73 - 0.49 0.14-0.14 0.27-0.16 0.13-0.05 0.11-0.13 0.45-0.25
CV (%) 1.3-0.9 3.8-3.8 27-15 23-0.9 28-33 21-141
Serum F : system No. 1 - system No. 2

MEAN (%) 60.9 - 60.9 47-42 9.0-9.6 6.3-6.2 45-45 14.6 - 14.7
SD 0.38 - 0.46 0.10 - 0.10 0.21-0.18 0.18-0.13 0.14-0.12 0.20 - 0.20
CV (%) 0.6-0.7 22-25 23-1.9 29-21 3.0-27 14-14
SD MAX [ 1.2 [ 0.4 [ 0.7 [ 0.7 [ 05 [ 0.5
CV (%) MAX | 2.0 \ 7.0 \ 7.0 \ 7.0 \ 7.0 \ 4.0

NOTE : Maximal values for standard deviation and coefficient of variation (SD MAX and CV (%) MAX) have been determined by additional
reproducibility analyses of control sera performed on a series of instruments. They are independent from values indicated in the above result table.

Reproducibility between runs

Five (5) different serum samples were run 10 times using the MINICAP PROTEIN(E) 6 procedure on 3 MINICAP systems and with the same lot of
analysis buffer. The mean, SD and CV (n = 10) were calculated for each sample, each zone and each system.

The table shows the limit values for the 5 tested samples on the 3 systems and a mean CV calculated from the CV's for each fraction (n = 15).
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FRACTION MEAN (%) SD CV (%) MEAN CV (%)
Albumin 52.4-61.1 0.21-0.60 04-10 0.7 %
Alpha 1 34-49 0.06 - 0.28 18-66 31%
Alpha 2 91-125 0.09-0.29 08-30 14 %
Beta 1 54-67 0.05-0.17 10-27 19%
Beta 2 35-68 0.04-0.16 13-37 24%
Gamma 14.1-185 0.06 - 0.44 04-24 14%

Reproducibility between systems

Five (5) different serum samples were run 10 times using the MINICAP PROTEIN(E) 6 procedure on 3 MINICAP systems and with the same lot of
analysis buffer. The mean, SD and CV (n = 30) were calculated for each sample, each zone on the 3 systems.

The table shows the limit values for the 5 tested samples on the 3 systems and a mean CV calculated from the CV's for each fraction (n = 5).

FRACTION MEAN (%) SD CV (%) MEAN CV (%)
Albumin 52.6 - 60.5 0.39 - 1.00 07-17 12%
Alpha 1 35-4.8 0.13-0.31 29-70 4.4 %
Alpha 2 9.5-12.2 0.12-0.36 1.0-38 27%
Beta 1 5.4-6.5 0.10 - 0.31 18-4.9 3.1%
Beta 2 3.7-6.8 0.13-0.21 19-56 37%
Gamma 14.2-18.2 0.15-0.45 1.0-3.0 2.0%
Accuracy

Pathological and normal serum samples (n = 60) were run using the MINICAP PROTEIN(E) 6 procedure and another commercially available capillary
electrophoresis system. The correlation parameters calculated for individual zones from the pooled data for MINICAP PROTEIN(E) 6 vs. the
comparative capillary electrophoresis system (y = MINICAP PROTEIN(E) 6) were :

Fraction Correlation coefficient y-intercept Slope Mlzfgzg g;%.l‘.'g:ﬂfé) 6
Albumin 0.996 0.046 0.985 37.4-74.0
Alpha 1 0.987 0.032 1.012 3.1-13.0
Alpha 2 0.993 0.347 1.024 7.8-235
Beta 1 0.944 0.686 0.911 3.1-10.2
Beta 2 0.986 -0.232 1.035 1.9-14.4
Gamma 0.999 0.222 0.986 3.5-347
Sensitivity

Serial dilutions of one serum sample with a monoclonal protein 0.103 g/dL was electrophoresed using the MINICAP PROTEIN(E) 6 procedure. The
highest dilution with a discernible monoclonal band corresponded to 1 : 4, or a concentration of 26 mg/dL of the monoclonal protein.
NOTE : According to the position of the monoclonal component and polyclonal background in the gamma zone, the detection limit may vary.

Linearity

An albumin solution with 5.2 g/dL and a gammaglobulin solution with 3.1 g/dL (protein concentrations determined using nephelometry at 280 nm) were
mixed within different proportions from 10 to 10 (100 % albumin solution + 0 % gammaglobulin solution, 90 % + 10 %, efc..., 0 % albumin solution
+ 100 % gammaglobulin solution) and the mixtures were electrophoresed with MINICAP PROTEIN(E) 6 procedure.

The results demonstrated that the obtained percentage of each fraction is perfectly correlated with the theoretical percentage of each fraction within
the mixture and that any variation may be detected with linearity using the MINICAP PROTEIN(E) 6 procedure.

The MINICAP PROTEIN(E) 6 procedure was determined to be linear for albumin and gammaglobulins fractions within the entire concentration range
studied (between 0.0 and 5.2 g/dL of albumin and 3.1 g/dL of gammaglobulins).
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NAUDOJIMO PASKIRTIS

MINICAP PROTEIN(E) 6 rinkinys skirtas baltymams Zmogaus kraujo serume atskirti Sarminiame buferiniame tirpale (pH 9.9) by kapiliarinés
elektroforezés metodu su MINICAP sistema.

|prasti kraujo serumo baltymai skyla j SeSias pagrindines frakcijas.

MINICAP atlieka visg eiliskuma automatiskai, kad bty gautas baltymo profilis kiekybinei ar kokybinei analizei. Silicio kapiliaruose suskilusiu baltymus
tiesiogiai aptinkami esant 200 nm absorbcijai. Elektroforegramas galima interpretuoti vizualiai norint nustatyti kokius nors anomalijy pozymius.
Tiesiogiai aptinkant, galima santykinai tiksliai suskaiciuoti atskiras baltymy frakcijas.

Naudoti in vitro diagnostikai.

PASTABA : Siame instrukcijy lapelyje pavadinimas "MINICAP" taikomas automatiniams MINICAP prietaisams ir MINICAP FLEX-PIERCING prietaisui.

TESTO PRINCIPAS

Baltymy elektroforezé yra gerai Zinomas metodas, daznai naudojamas klinikinése laboratorijose tiriant méginius baltymy anomalijoms nustatyti 3.
MINICAP sukurtas tam, kad $is testas baty atliekamas visiSkai automatiskai uztikrinant greitg skilima ir gerg skiriamaja geba. Daugeliu atzvilgiy Si
metodika gali bati laikoma kaip tarpinis klasikinio zony elektroforezés metodo ir skys¢iy chromatografijos tipas ™.

MINICAP sistemai taikomas trijy skyséiy kapiliarinés elektroforezés principas. Sio metodo metu jkrautos molekulés atsiskiria dél savo elektroforetinio
mobilumo $arminiame buferiniame tirpale su specifiniu pH vamzdeliuose, kuriy vidinis skersmuo lygus 100 pm. Atsiskyrimas taip pat vyksta ir pagal
elektrolity pH bei elektroosmosinj srautg.

MINICAP sistemoje yra 2 lygiagrecCiai veikiantys kapiliarai, su kuriais vienu metu galima atlikti 2 tyrimus. Méginys atskiedziamas su buferiniu tirpalu ir
i8virksciamas j anodinj kapiliaro galg. Tada baltymai atskiriami auksta jtampa ir katodiniame kapiliaro gale tiesiogiai nustatomi baltymai, kai 200 nm.
Kapiliarai nedelsiant praplaunami plovikliu ir paruosiami kitam tyrimui su buferiniu tirpalu.

Baltymai nustatomi tokia tvarka : gama globulinai, beta - 2 globulinai, beta - 1 globulinai, alfa - 2 globulinai, alpha - 1 globulinai ir albuminas kiekvienoje
zonoje, kurioje yra vienas ar daugiau baltymy.

REAGENTAI IR MEDZIAGOS, TIEKIAMOS MINICAP PROTEIN(E) 6 RINKINIUOSE

ISPEJIMAS : Zr. saugos duomeny lapus.

DALYS PN 2203 PN 2223
Buferinis tirpalas (paruostas naudoti) 2 buteliukai po 250 mL 6 buteliukai po 250 mL
Ploviklis (pradinis tirpalas) 1 buteliukas, 25 mL 3 buteliukai po 250 mL
Reagento taurelés 125 vnt. 1 pakuoté 3 pakuotés po 125 vnt.
Filtrai 3 filtrai 3 filtrai
DéZutés panaudotoms taureléms 4 dézutés 12 dézuciy

* MINICAP PROTEIN(E) 6 MAXI RINKINYS

OPTIMALUS ATSEKAMUMO VALDYMAS : Visus to paties rinkinio reagentus reikia naudoti kartu.
NUMATYTU EKSPLOATACINIU SAVYBIU UZTIKRINIMAS : Biitina laikytis pakuotes lapelyje pateikty instrukcijy.

ISPEJIMAS : Nenaudokite parduodamo dejonizuoto vandens, pavyzdziui, lyginimui skirto dens (galima
Naudokite tik absoliuciai Svary lenj, pavyzdziui, injekcijoms skirta vandenj.

i svarbius kapiliarus).

1. BUFERINIS TIRPALAS

ParuoSimas

Buferio tirpalas yra paruostas naudoti. Jo sudétyje yra : buferio tirpalas pH 9.9 + 0.5 ; nepavojingomis koncentracijomis naudojami priedai, reikalingi
optimaliai veikti.

Naudojimas

Buferinis tirpalas, skirtas baltymams tirti kapiliarinés elektroforezés metu.

Laikymas, stabilumas ir sugedimo pozymiai

Buferinj tirpalg laikyti kambario temperattroje (15 — 30 °C) arba $aldytuve (2 — 8 °C). Jis islieka stabilus iki galiojimo datos, nurodytos ant rinkinio
pakuotés arba buferio buteliuko etiketés. Nelaikykite arti lango ar Silumos $altinio.

PASTABA : Kai tyrimams skirtas buferinis tirpalas laikomas 2 — 8 °C temperatroje, patariama, prie$ jj naudojant, atsilti iki kambario temperatdros.
NEUZSALDYKITE.

Atidarius buferio flakong ir patalpinus MINICAP prietaise, jis iSlieka stabilus ilgiausiai 2 ménesius (i$ viso). Jei buferio flakong planuojama naudoti ilgiau
kaip 2 ménesius, kiekvieng kartg panaudojus jj reikia iSimti i$ prietaiso ir laikyti kambario temperataroje (nuo 15 iki 30 °C) arba Saldytuve (nuo 2 iki
8 °C temperatroje), tada jis i$lieka stabilus iki galiojimo laiko, kuris nurodytas buferio flakono etiketéje.

ISmeskite buferinj tirpalg, jei pasikeicia jo iSvaizda, pvz., dél mikroby pasidaro drumstos spalvos.

2. PLOVIKLIS

Paruosimas

Buteliukg pagrindinio plovimo tirpalo reikia atskiesti iki 250 mL distiliuotu arba dejonizuotu vandeniu.

Atskiesto plovimo tirpalo sudétyje yra $arminio tirpiklio pH = 12.

Naudojimas

Skirtas kapiliarams plauti po baltymy elektroforetinio atskyrimo.

SVARBU: Prie$ pildant plovimo tirpalo talpykla, rekomenduojama nuplaukti jos anga, jungtj ir vamzdelj dideliu kiekiu distiliuoto arba dejonizuoto
vandens, kad baty iSvengta drusky nuosedy.
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Laikymas, stabilumas ir sugedimo pozymiai

Pirminj ir darbinj tirpalus laikyti uzdarytose talpose kambario temperatiroje arba Saldytuve. Pirminis tirpalas iSlieka stabilus iki tinkamumo naudoti
datos, nurodytos ant rinkinio arba ploviklio buteliuko etiketéje.

Darbinis tirpalas islieka stabilus 3 mén.

ISmeskite darbinj tirpala, jei pasikeicia jo iSvaizda, pvz., dél mikroby pasidaro drumstos spalvos.

3. REAGENTY TAURELES

Naudojimas

Vienkartinio naudojimo taurelés yra naudojamos biologiniy méginiy paruoSimui ir analizei automatiniu instrumentu. Taurelés dedamos j automating
jkrovimo sistema MINICAP. Viena reagento taurelé yra skirta 2 méginiy analizei.

ISPEJIMAS : Panaudotos reagenty taurelés su biologiniais méginiais turi biiti atsargiai tvarkomos. Po analizés reagenty taurelés turi bati
utilizuojamos su biologiniy atlieky produktais ir jy naudoti dar kartg negalima.

Laikymas

Prie$ naudojima reagenty taureles laikykite jy sandariose pakuotése Svarioje ir sausoje vietoje nuo 2 iki 30 °C temperataroje.

4. FILTRAI

Naudojimas

Vienkartiniai filtrai analizés buferio, plovimo tirpalo bei distiliuoto vandens (naudojamo kapiliary skalavimui) filtravimui.

SVARBU : Keisdami komplekta, pakeiskite visus filtrus. Tvarkydami ir jdédami filtrus mavékite Svarias pirstines.

UzZsukite filtrg and jungties, esancios prie pat kiekvieno vamzdelio plunZerio panardinto j buferio, plovimo tirpalo ir distiliuoto vandens flakonus. Prie§
jstatydami filtrus | MINICAP sistema, praplaukite jungtis ir vamzdelius distiliuotu ar dejonizuotu vandeniu.

Laikymas
Prie$ naudojima, filtrus reikia laikyti hermetiskoje pakuotéje sausoje vietoje kambario temperattroje arba Saldytuve.

5. DEZUTES PANAUDOTOMS TAURELEMS ISMESTI

Naudojimas
DéZutés, skirtos panaudotoms reagenty taureléms automatiskai surinkti MINICAP |déti | MINICAP, tam skirtoje vietoje.
ISPEJIMAS : Bikite atsargis su dézutémis, kuriose yra sudétos f reagenty taurelés su biologiniais méginiais.

REIKALINGI, BET KARTU SU KOMPLEKTU NETIEKIAMI REAGENTAI
ISPEJIMAS : Zr. saugos duomeny lapus.

1. DISTILIUOTAS ARBA DEJONIZUOTAS VANDUO

Naudojimas

Kapiliarams skalauti automatizuotoje sistemoje MINICAP, SEBIA, kapiliary elektroforezei.

Rekomenduojama naudoti filtruotg distiliuotg arba dejonizuotg vandenj (per filtra, kurio aktyvumas < 0,45 um), kurio savitasis laidumas mazesnis nei
3 pS/em, o tai atitinka didesne nei 0,33 MQ cm savitgjg varza.

Kad vandenyje nepriaugty mikroby, keiskite vanden;j kasdien.

Kad veikimas baty optimalus, jdékite CLEAN PROTECT (SEBIA, gam. Nr. 2059, 5 mL talpos 1 buteliukas) j distiliuotg ar dejonizuotg vandenj (zr.
CLEAN PROTECT naudojimo instrukcijas) arba i$ karto naudokite paruosta naudoti CAPIprotect* tirpalg (SEBIA, gam. Nr. 2061 : 2 talpyklos po 5 L
distiliuoto vandens su CLEAN PROTECT).

SVARBU : Rekomenduojama dideliu kiekiu distiliuoto ar dejonizuoto vandens praplauti konteinerj prie$ jj uzpildant.

* PASTABA : "CAPIprotect" tirpalas gali bati naudojamas atskiesti ranky plovimo tirpala. Tuomet, tokiu atveju, atskiestas plovimo tirpalas gali tapti
trumpalaikiu daugiau ar maziau geltonos spalvos be jokiy Salutiniy jo nasumo efekty.

2. CAPICLEAN (SKIRTAS MINICAP) ARBA MINICAP FLEX-PIERCING CAPICLEAN (SKIRTAS MINICAP FLEX-PIERCING)
Sudétis

Koncentruoto CAPICLEAN tirpalo buteliuke (CAPICLEAN, SEBIA, PN 2058, 1 buteliukas, 25 mL arba MINICAP FLEX-PIERCING CAPICLEAN,
SEBIA, PN 2251, 1 buteliukas, 25 mL) yra proteaziy, aktyviy paviriaus medziagy ir nepavojingomis koncentracijomis naudojamy priedy, reikalingy
optimaliam veikimui.

Naudojimas

Méginiy zondams valyti automatiniame MINICAP arba MINICAP FLEX-PIERCING, SEBIA prietaise, skirtame elektroforezei kapiliaruose CAPICLEAN
valymo eigos metu.

SVARBU : Paleiskite CAPICLEAN valymo seka bent kartg per savaite ir daugiausia kartg per dieng arba po 500 analiziy, atlikty greiCiau nei per vieng
savaite.

Zr. CAPICLEAN arba MINICAP FLEX-PIERCING CAPICLEAN, SEBIA instrukcijas.

SVARBU : Kad CAPICLEAN tirpalas bty optimaliai naudojamas su MINICAP ir MINICAP FLEX-PIERCING prietaisais reikia naudoti vieng braksninio
kodo etikete, skirtg identifikuoti mégintuvélj, kuriame yra atskiesto CAPICLEAN tirpalo.

Laikymas, stabilumas ir sugedimo pozymiai n

Laikyti CAPICLEAN $aldytuve (2 — 8 °C). Jis ilieka stabilus iki tinkamumo naudoti laiko, nurodyto buteliuko etiketéje. NEUZSALDYKITE.
L,CAPICLEAN* buteliuke gali bati nuosédy arba sukibusiy kietyjy daleliy, kurios jokio neigiamo poveikio naudojimui neturi.

Siy nuosédy arba kietyjy daleliy netirpinkite. Rekomenduojama surinkti tik pavirsiuje esancias nuosédas.

Jei reikia naudoti véliau, laikykite vamzdelj su atskiestu tirpalu 2 — 8 °C temperatiroje. Jj reikia sunaudoti per dieng.

3. NATRIO HIPOCHLORITO TIRPALAS (méginiy matuokliams plauti)

Paruosimas
Paruoskite natrio hipochlorito tirpalg (2 — 3 % chlorido) atskiesdami 250 mL 9,6 % koncentruoto chlorido tirpalo 1 litru $alto distiliuoto arba dejonizuoto
vandens.
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Naudojimas

Méginiy zondams valyti automatizuotame MINICAP arba MINICAP FLEX-PIERCING, SEBIA prietaise, skirtame kapiliarinei elektroforezei,
(kassavaitinei priezitrai paSalinti absorbuotus baltymus i§ zondo).

Zr. SEBIA MINICAP arba MINICAP FLEX-PIERCING instrukcijy vadova.

+ Naudodami MINICAP, j hemolizés mégintuvelj jpilkite 2 mL anksciau paruosto atskiesto chloruoto tirpalo.

+ Naudodami MINICAP FLEX-PIERCING, j 100 mm mégintuvélj jpilkite 2 mL anks¢iau paruosto atskiesto chloruoto tirpalo.

- |statykite mégintuvélj (paZzymeéta viena braksninio kodo etikete, skirta natrio hipochlorito tirpalui), j MINICAP arba MINICAP FLEX-PIERCING
sukamajj méginiy émiklj.

« Patikrinkite, ar nauji reagenty puodeliai padéti ant automatizuotos MINICAP / MINICAP FLEX-PIERCING puodeliy jkrovimo sistemos (jei nebus

reagenty puodeliy, ekrane pasirodys pranesimas).

|stumkite sukamajj méginiy émiklj j MINICAP / MINICAP FLEX-PIERCING sistema.

+ Uzdarykite MINICAP / MINICAP FLEX-PIERCING sistemos dureles, valymo eiga prasidés automatiskai.

SVARBU : Kad hipochlorito tirpalo tirpalas buty optimaliai naudojamas su MINICAP ir MINICAP FLEX-PIERCING prietaisais reikia naudoti vieng

braksninio kodo etikete, skirtg identifikuoti mégintuvélj, kuriame yra tirpalo.

Laikymas, stabilumas ir sugedimo pozymiai
Laikykite darbinj chloruoty tirpalg kambario temperattroje uzdarame konteineryje, tada jis iSlaikys savybes 3 ménesius. Nelaikykite tiesioginiuose
saulés spinduliuose, arti Silumos ir liepsnos $Saltiniy bei rags¢iy ir amoniako.

4. CAPILLARYS / MINICAP PLOVILIS

Paruosimas

Kiekvieng CAPILLARYS / MINICAP ploviklio buteliuka (SEBIA, PN 2052, 2 buteliukai, 75 mL) reikia atskiesti 750 mL distiliuoto arba dejonizuoto
vandens.

MINICAP patogiau atskiesti tik 25 mL pirminio tirpalo iki 250 mL distiliuoti arba dejonizuoto vandens.

Atskiesto plovimo tirpalo sudétyje yra $arminio tirpiklio pH = 12.

Naudojimas

MINICAP kapiliarams plauti.

SVARBU : Pries pildant plovimo tirpalo talpykla, rekomenduojama nuplaukti jos anga, jungtj ir vamzdelj dideliu kiekiu distiliuoto arba dejonizuoto
vandens, kad baty iSvengta drusky nuoseédy.

Laikymas, stabilumas ir sugedimo pozymiai

Pirminj ir darbinj tirpalus laikyti uzdarytose talpose kambario temperatiroje arba Saldytuve. Pirminis tirpalas iSlieka stabilus iki tinkamumo naudoti
datos, nurodytos ant rinkinio arba ploviklio buteliuko etiketéje.

Darbinis tirpalas islieka stabilus 3 ménesius.

ISmeskite darbinj tirpala, jei pasikeicia jo iSvaizda, pvz., dél mikroby pasidaro drumstos spalvos.

PASTABOS :

Tyrimai, atlikti patvirtinti reagenty veiksminguma, patvirtino, kad skirtingiems tirpalams naudojant adaptuota jranga sumaisymo daliai gauti, galinio tdrio
nuokrypis + 5 % neturi neigiamy poveikiy analizei.

Tirpalams paruosti naudojamame distiliuotame arba dejonizuotame vandenyje negali daugintis bakterijos ir pelésiai (naudokite < 0,45 y/m filtra), o jo
savitasis laidumas turi bati maZesnis nei 3 yS/cm (tai atitinka didesne nei 0,33 MQ cm savitgja varza).

REIKALINGI [RENGINIAI IR PRIEDAI

MINICAP sistema (SEBIA, PN 1230), MINICAP FLEX-PIERCING sistema (SEBIA, PN 1232).

Besisukantis méginiy émiklis, tiekiamas kartu su MINICAP.

Talpykly rinkinys, tiekiamas kartu su MINICAP : Plovimo (pripildoma distiliuoto arba dejonizuoto vandens) ir atlieky talpykla.

MINICAP reagenty taurelés / 125 (3), SEBIA, PN 2281.

Panaudoty reagenty puodeliy SiuksliadéZiy dangdiai, SEBIA (12 vienety), PN 2286 : dangteliai déZutéms, kuriose yra panaudotos taurelés,
uzdaryti.

ghwn =

MEGINIAI ANALIZEI

Meéginiy paémimas ir laikymas

Tyrimui rekomenduojama naudoti $viezio zmogaus kraujo serumo méginius. Zmogaus kraujo serumga reikia paimti pagal nustatytg klinikinés
laboratorijos tyrimy metodika.

2 - 8 °C temperatiroje méginius galima laikyti iki 10 dieny.

Jei planuojama laikyti ilgiau, méginius reikéty uzsaldyti - 18 / - 30 °C temperatroje per 8 valandas nuo jy paémimo.

UzZSaldytas Zmogaus kraujo serumas ilieka nepakites 2 ménesius.

Méginiy, laikomy 2 - 8 °C arba 15 - 30 °C temperattroje, baltymai skyla, ypa¢ C3 komplementas, kurio skilimo kinetika 15 - 30 °C temperatroje yra
labai greita ir tai yra aiSkiai matoma po 3 dieny.

Serumo, laikomo 2 — 8 °C arba 15 - 30 °C temperatiroje, beta-2 frakcija palaipsniui mazéja ir gali atrodyti iSkraipyta (su mazomis papildomomis
frakcijomis gama zonoje ir (arba) beta-1 frakcijoje, dél ko gali sumazéti C3 komplemento), o alfa-2 frakcijos forma gali Siek tiek pakisti.

Po 10 dieny laikant 2 - 8 °C temperatiroje arba po 3 dieny laikant 15 - 30 °C temperattroje beta-1 frakcija deformuojasi ir iSsiplecia, o beta-2 frakcija
stipriai sumazéja.

Atsizvelgiant j méginius, kurie buvo laikomi 10 dieny 2 - 8 °C temperatiroje arba 3 dienas 15 - 30 °C temperattroje, gali bati sutrikdytas programine
jranga atliekamas automatinis frakcijy integravimas duomeny apdorojimo tikslais.

PASTABA : Kiekviena laboratorija turi pasirdpinti, kad méginiai baty transportuojami optimaliomis salygomis, uZtikrinanciomis jy vientisuma (1).

(1) ISO 15189 : Medicinos laboratorijos. Kokybés ir kompetencijos reikalavimai.

16

-87 -



MINICAP PROTEIN(E) 6 - 2017/03

Méginio paruosimas

Naudokite neatskiestus kraujo serumo méginius.

Laikant 2 — 8 °C temperattroje arba uz$aldzius, kai kurie kraujo serumo méginiai (ypac tie, kuriuose yra krioglobulino arba kriogelio) gali sutirstéti arba
pasidaryti drumsti. Kambario temperatdroje galima tiesiogiai tirti Siuos méginius. Méginius, kuriy sudétyje yra polimerizuoto imunoglobulino, galima
naudoti neapdorotus.

Patariama prie$ tyrimg patikrinti kraujo serumo padétj (hemolizés atvejais krioglobulinus arba drumstuma).

Méginiai, kuriy negalima naudoti

Nenaudokite hemolizuoty kraujo méginiy. Hemolizé suZading dvigubg alfa-2 zong.

Nenaudokite pasenusiy, netinkamai laikyty kraujo serumo méginiy, nes gali sumazéti beta-2 frakcija.

Nenaudokite kraujo plazmos méginiy. | beta-2 padéti pereina fibrinogenas (uzdétas ant beta-2 arba perkeltas su beta-2 zona su galimai padidéjusia
Sia frakcija). Jei fibrinogeno yra keliuose méginiuose (i$ kraujo plazmos, serumo néra visiskai pasalintas fibrinas arba pacientas yra gydomas
antokoaguliantais), jis gali trukdyti tyrimui, o gauti rezultatai bus netikslas (jtariama monokloniné juosta arba beta-2 frakcijos padidéjimas). Tiriant
pasenusios kraujo plazmos méginj (nepatariama), C3 komplementas, kuris per laikg keiciasi, i$ dalies suskyla, o beta-2 zona tada i§ esmés atitinka
fibrinogena.

PASTABA : Biologiniy méginiy surinkimo mégintuvéliai yra aprasyti esamoje dokumentacijoje, skirtoje priesanalitinei biomedicininés analizés daliai
(mégintuveliy gamintojy pateikti duomenys, biologiniy méginiy émimo nurodymai ir rekomendacijos...). Nesant jokiy nurodyty instrukcijy apie tai, kokio
tipo mégintuvélius naudoti, Zr. Sig dokumentacijg, o norédami suzinoti, kokiy matmeny meégintuvélius naudoti, zr. SEBIA dokumentg ,Su atitinkamu
prietaisy skirty naudoti mégintuvéliy charakteristikos*. Priesanaliting faze batina atlikti pagal naujausias, skirtingas rekomendacijas, jskaitant tas,
kurias pateikia mégintuvéliy gamintojai, ir atitinkamus teisés aktus.

PROCEDURA

MINICAP System — tai daugiaparametrinis instrumentas kraujo serumo baltymams tirti 2 lygiagreciuose kapiliaruose tokia tvarka :
meéginiy vamzdeliy (iki 28 vamzdeliy) ir besisukancio méginiy émiklio juostiniy kody nuskaitymas ;

meéginio atskiedimas i$ pirminiy vamzdeliy j reagenty taureles ;

kapiliary praplovimas ;

atskiesty méginiy jSvirkstimas ;

baltymy analizé ir tiesioginis jy aptikimas kapiliaruose.

Rankiniu badu atliekami veiksmai yra tokie :

idékite méginiy vamzdelius j besisukantj méginiy émiklj ;
jdékite besisukantj méginiy émiklj j MINICAP prietaisa ;
iStraukite po analizés méginiy vamzdelius ;

iStraukite ir uzdenkite panaudoty taureliy déZutes.

PRASOME ATIDZIAI PERSKAITYKITE MINICAP PRIETAISO INSTRUKCIJA.

I. ELEKTROFORETINIY TYRIMY PARUOSIMAS

1. junkite MINICAP prietaisg ir kompiuterj.

2. Prietaisui paleisti uzdékite bent vieng reagento taurele ant automatizuotos pakrovimo sistemos, skirtos MINICAP taureléms (jei reagento
taurelés nebus, pasirodys atitinkamas pranesimas).

3. Nustatykite programg ir prietaisas jsijungs automatiskai.

4. MINICAP PROTEIN(E) 6 rinkinys skirtas naudoti su "PROTEIN(E) 6" tyrimo programa, esancia MINICAP prietaise. "PROTEIN(E) 6" tyrimy
programai nustatyti jdékite MINICAP PROTEIN(E) 6 buferinio tirpalo buteliukg j prietaisa. PraSome atidZiai perskaityti MINICAP prietaiso
instrukcijg.

5. BesisukanCiame méginiy émiklyje yra 28 padétys méginiy vamzdeliams. | besisukantj méginiy émiklj jdékite iki 28 méginiy vamzdeliy
pradédami nuo 1 padéties ; kiekvieno vamzdelio juostinis kodas turi bati matomas besisukancio méginiy émiklio angose.

SVARBU : Jei pirmasis tiriamas méginio vamzdelis néra 1 padétyje, tyrimas nebus pradedamas (jei padétyje néra méginio vamzdelio,
pasirodys atitinkamas pranesimas).

PASTABA : Jei naudojamas kontrolinis serumas, reikia naudoti ir atitinkama juostinio kodo etikete.

UZdékite naujas reagenty taureles ant automatizuotos pakrovimo sistemos, skirtos MINICAP taureléms (jei reagento taurelés nebus, pasirodys
atmnkamas pranesmas)

o

|kiSkite besisukantj méginiy émiklj j MINICAP sistema.
Uzdarykite MINICAP sistemos duris, tyrimo procesas prasidés automatiskai.
0. Atlikus tyrima, iStraukite besisukantj méginiy émiklj su istirtais méginiy vamzdeliais.
1. Atsargiai istraukite déZute su panaudotomis reagenty taurelémis, uzdarykite jg atitinkamu dangteliu ir iSmeskite.
ISPEJIMAS : Biikite atsargiis su dézutémis, kuriose yra lé dotos reagenty taurelés su biologiniais méginiais.

2g0eN
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ATSKIEDIMAS - PERKELIMAS - AUTOMATIZUOTY VEIKSMY APRASAS

Juostiniai kodai nuskaitomi abiejose méginiy vamzdeliy pusése ir ant besisukancio méginiy émiklio.

Méginiai atskiedZiami buferiniame tirpale, o méginiy matuoklis po kiekvieno méginio yra i$plaunamas.

I1Splaunami kapiliarai.

Atskiesti méginiai jSvirkS€iami j kapiliarus.

Perkeliama esant nekintamai jtampai, kurig kontroliuoja Peltier efektas mazdaug 4 min.

Baltymai aptinkami tiesiogiai skenuojant 200 nm, o elektroforetinis profilis pasirodo sistemos ekrane.

PASTABA Sie veiksmai aprasyti dviem pirmiesiems istirtiems méginiy vamzdeliams. Elektroforetiniai modeliai atsiranda po 10 min. Pirmieji du
veiksmai kity méginiy vamzdeliy (juostinio kodo nuskaitymas ir méginiy atskiedimas) atliekami 2 ankstesniy méginiy tyrimo metu.
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Il. REZULTATY TYRIMAS

Tyrimo pabaigoje automatiskai suskaic¢iuojamos atskiros zonos ir tada galima analizuoti profilius. Sistema, turédama bendrg baltymy koncentracija,
apskaiciuos kiekvienos frakcijos koncentracijg.

Modeliy anomalijos elektroforegramose nustatomos vizualiai.

Elektroforetiniai profiliai perteikiami naudojant kopijavimo rezimg : tada alfa-1 frakcija yra artimesné albuminui.

Galima pasirinkti standartinj rezima, su kuriuo galima perteikti pirminj modelj, gautg su pirminiais duomenimis.

PRASOME ATIDZIAI PERSKAITYKITE MINICAP PRIETAISO INSTRUKCIJA.

lll. TYRIMO PABAIGA

Kiekvieno tyrimo pabaigoje operatorius turi jjungti stovg arba isjungti MINICAP sistemos procedirg kapiliarams laikyti optimaliose sglygose.
SVARBU : Uzdékite bent vieng reagento taurele ant automatizuotos pakrovimo sistemos, skirtos MINICAP taureléms (jei reagento taurelés nebus,
pasirodys atitinkamas pranesimas).

IV. REAGENTUY TALPYKLUY PRIPILDYMAS

MINICAP sistema turi automatizuotg reagenty kontrole.

SVARBU : Dél reagenty talpykly keitimo pagal buteliuky ir jung€iy spalvinius kodus Zr. instrukcija.
Jei reikés atlikti vieng i$ toliau nurodyty uzduoc€iy, pasirodys atitinkamas pranesimas :

« |déti naujg buferio buteliuka ir (arba) ;

« Pripildyti talpyklg darbiniu plovikliu ir (arba) ;

+ Pripildyti talpyklg filtruotu distiliuotu arba dejonizuotu vandeniu kapiliarams i$plauti ir (arba) ;

+ IStustinti atlieky talpykla.

JSPEJIMAS : N dokite parduod dejoni 1 pavyzdziui, lyginimui skirto d (galima sugadinti svarbius kapiliarus).
Naudokite tik absoliuciai Svary lenj, pavyzdZiui, injekcijoms skirtg vandenj.

SVARBU : Prie$ pripildant plovimo talpykla, patariama i$plauti jg dideliu kiekiu distiliuoto arba dejonizuoto vandens.

PRASOME ATIDZIAI PERSKAITYKITE MINICAP PRIETAISO INSTRUKCIJA.

KOKYBES KONTROLE
Patariama kiekvieno tyrimo metu naudoti kontrolinj kraujo seruma.

REZULTATAI

Vertés

Tiesiogiai nustatant 200 nm kapiliaruose, gaunamos atskiry baltymy zony santykinés koncentracijos (procentais).

Nuorodinés reikSmés (vid. + 2 SN) atskiroms dideléms elektroforezés serumo baltymo zonoms buvo nustatytos pagal 246 sveiky suaugusiy asmeny
(vyry ir motery) su jprastu trigliceridy lygiu duomenis:

MINICAP PROTEIN(E) 6

Albuminas 55.8 - 66.1 %

Alfa-1 globulinas 29-49%

Alfa-2 globulinas 71-11.8%

Beta globulinas 8.4-13.1%
Beta-1 globulinas 4.7-72%
Beta-2 globulinas 32-65%

Gama globulinas 11.1-188 %

Rekomenduojama, kad kiekviena laboratorija nustatyty savo nuorodines reiksmes.

PASTABA: Nuorodinés reiksmés buvo nustatytos naudojant standartinius PHORESIS programinés jrangos parametrus (2 sulyginimas ir automatinis
nuokrypis).

Aiskinimas

C4 komplementas migruoja tarp beta-1 ir beta-2 zony ; CRP pereina j beta-2 padétj, zr. ELEKTROFORETINIUS MODELIUS.

Santykinis beta-2 zonos padidéjimas, lyginant su beta-1 zona, be jokio klinikinio uzdegiminés ligos konteksto, turi biti jspéjamasis signalas, kad
reikalingas papildomas tyrimas.

Jei kyla abejoniy, susijusiy su vaizdo aiskinimu ir / arba minimumo padéties nustatymu (ypac atliekant iSorinés kontrolinés medziagos analize), batina
padengti gautg vaizdg normaliu kontroliniu serumu (SEBIA, PN 4785).

Serumo méginyje gali bati jtariamas monokloninis komponentas, jei vieno baltymo elektroforezés $ablonas yra uzdelsiamas ar iSkraipomas arba jei
programiné jranga (PHORESIS 8.63 ar naujesné versija) negali perbraizyti albumino / alfa-1 zonos. Tokiu atveju elektroforezés Sablone rodomas toks
ispéjamasis pranesimas ,Warning: Migration time out of range” (|spéjimas: migracijos laikas nepatenka j intervala) ir raudonas jspéjamasis signalas.
Sis raudonas jspéjamasis signalas rodomas ir kreiviy mozaikoje bei atitinkamo méginio rezultaty lenteléje. Norint patvirtinti, ar kraujo serumo méginyje
yra monokloninés sudedamosios dalies, méginj reikia tirti naudojant beta-merkaptoetanolj ir pakartoti to paties méginio analize sutrumpinus
apdorojima. Siuo atveju (i) "Fluidil" (SEBIA, PN 4587, 1 buteliukas, 5 mL) paruoskite 1 % beta merkaptoetanolio (BME arba 2-merkaptoetanolio, 2 ME),
(if) i 300 L tinkamo kraujo serumo jpilkite 100 pL tinkamo reduktoriaus tirpalo, (iii) iSmaiSykite ir palaukite bent 15 min, tada laikykités jprastos
proceddros. 18
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SVARBU : Po apdorojimo beta merkaptoetanoliu méginj reikia nedelsiant istirti ; neturi likti né vieno méginio vamzdelio, jdéto istirti | MINICAP sistema.
Jei daugelyje elektroforezés Sablony rodomas tas pats jspéjamasis signalas, kreipkités j SEBIA techninés priezidros tarnyba.

Rekomenduojama nustatymo procedira monokloninéms arba oligokloninéms sudedamosioms dalims apibadinti :

- imuninis tyrimas su SEBIA MINICAP IMMUNOTYPING rinkiniu, arba,

- imuninis tyrimas su SEBIA HYDRAGEL IF rinkiniais.

Dél pagalbinés priemonés iSaiskinant kraujo serumo baltymy elektroforegramas, Zr. BIBLIOGRAFIJA.

Alfa-2 zona :
+ Kai kuriuose méginiuose ir pagal haptoglobino fenotipg alfa-2 zong galima padalinti, zZr. ELEKTROFORETINIUS MODELIUS.

Trukdziai ir apribojimai

Zr. MEGINIUS. ANALIZEI

Dél didelés pipoproteiny / trigliceridy arba tulzies pigmenty koncentracijos (su badinga kraujo serumo geltona — Zalia spalva) méginyje ant
elektroforetinio modelio gali atsirasti vaizdiniy bisalbuminemijos Zymiy.

Jei jtariamas uZterSimas tarp dviejy méginiy (labai retas), dél esanciy kai kuriy monokloniniy komponenty (pvz., esant didelei koncentracijai),
rekomenduojama pakartoti tirty méginiy tyrima (uztersty arba galimai uztersty) pasirinkus atvirksting analizés seka.

Del zony elektroforezes skiriamosios gebos ir jautrumo riby Siuo metodu galima ir neaptikti kai kuriy monokloniniy daliy.

Galima neaptikti monokloninés sudedamosios dalies (t.y. polimerizuoto imunoglobulinio, pasklidusio ar paslépto polikloniniame fone). Ir prieSingai,
nedidelis elektroforetinés struktaros iSkraipymas gali reiksti monokloninio imunoglobulino egzistavima. Visais atvejais reikia analizuoti kliniking
situacija, o jeigu jtariama gamopatija, rekomenduojama atlikti méginio imuninio tipo tyrima. Jeigu abejonés iSlieka, rezultatus patvirtinkite
imunofiksacijos metodu agarozés gelyje.

Sutrikimy nustatymas ir Salinimas

Kreipkités j SEBIA techning tiekéjo tarnyba, jei testas nepavyksta, nors grieztai laikétés medziagy paruo$imo ir laikymo procedaros.

Rinkinio reagenty saugos duomeny lapus ir informacijg apie valyma, atlieky utilizavima, Zenklinima, SEBIA taikomas saugos taisykles, biologiniy
méginiy pakavima norint transportuoti, prietaisy valyma galima rasti SEBIA ekstraneto svetainéje www.sebia.com.

MATAVIMY DUOMENYS

Rezultatai, gauti naudojant MINICAP PROTEIN(E) 6 procedira, parodo labai gerg kokybiniy tyrimy atgaminimg su mazdaug 2.1 % kiekvieno baltymo
frakcijos vidurkiu CV %.
Toliau pateikti rezultatai gauti naudojant jprastus MINICAP programinés jrangos parametrus (2 i$lyginimas ir automatinis poslinkis).

Atkuriamumas sekoje ir tarp atskiry tyrimy

Buvo istirti keturi (4) skirtingi kraujo serumo méginiai su 2 MINICAP sistemomis, naudojant MINICAP PROTEIN(E) 6 procedrg ir tg patj tyrimy buferinj
tirpala. Kiekvienas méginys buvo istirtas 5 kartus kiekvienos sistemos 2 kapiliaruose. Buvo apskaiciuoti kiekvieno méginio, kiekvienos zonos ir
kiekvienos sistemos vidurkiai, SD ir CV (n = 10).

Lenteléje pateiktos 4 istirty meéginiy kiekvienos baltymo frakcijos, apskaiciuotos su 2 MINICAP sistemomis, vertés.

Frakcija [ Albuminas | Alfa 1 Alfa 2 Beta 1 Beta 2 Gama
A serumas : sistema Nr. 1 - sistema Nr. 2

Vidurkis (%) 59.2 - 58.6 50-5.2 8.6-86 49-51 45-45 17.8-18.0
SD 0.53-0.74 0.14-0.16 0.28-0.16 0.21-0.15 0.11-0.13 0.29 - 0.30
CV (%) 09-13 28-3.0 32-19 43-3.0 25-29 16-17
B serumas : sistema Nr. 1 - sistema Nr. 2

Vidurkis (%) 60.7 - 59.7 35-3.6 89-9.2 6.7-71 52-5.0 15.0-15.5
SD 0.55 - 0.45 0.09-0.10 0.23-0.15 0.18-0.11 0.17-0.15 0.20-0.24
CV (%) 09-0.8 27-27 25-16 27-15 33-3.0 13-16
C serumas : sistema Nr. 1 — sistema Nr. 2

Vidurkis (%) 55.4 - 541 3.6-3.7 10.1-10.5 57-58 3.8-3.9 21.3-221
sD 0.73-0.49 0.14-0.14 0.27 - 0.16 0.13 - 0.05 0.11-0.13 0.45-0.25
CV (%) 13-09 38-38 27-15 23-09 2.8-33 2.1-11
F serumas : sistema Nr. 1 — sistema Nr. 2

Vidurkis (%) 60.9 - 60.9 47-42 9.0-9.6 6.3-6.2 45-45 146 -14.7
SD 0.38 - 0.46 0.10-0.10 0.21-0.18 0.18-0.13 0.14-0.12 0.20 - 0.20
CV (%) 06-0.7 22-25 23-19 29-21 3.0-27 14-14
SD maks. [ 1.2 [ 04 [ 07 [ 07 [ 05 [ 05
CV (%) maks. | 2.0 \ 7.0 \ 7.0 \ 7.0 \ 7.0 \ 4.0

PASTABA : Didziausios standartinio nuokrypio ir variacijos koeficiento (SD MAX ir CV (%) MAX) vertés nustatytos jvairiais prietaisais, atlikus
papildomus kontroliniy serumy atkuriamumo tyrimus. Jos nepriklauso nuo rezultaty lenteléje pateikty verciy.

Atskiry tyrimy atkuriamumas

Buvo istirti penki (5) skirtingi kraujo serumo méginiai su 10 kartu, naudojant MINICAP PROTEIN(E) 6 proceddra ir tg patj tyrimy buferinj tirpalg. Buvo
apskaiciuoti kiekvieno méginio, kiekvienos zonos ir kiekvienos sistemos vidurkiai, SD ir CV (n = 10).

Lenteléje pateiktos 5 istirty su 3 sistemomis méginiy ribinés vertés ir vidurkiai CV, apskaiciuoti i$ kiekvienos frakcijos CV (n = 15).

19
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FRAKCIJA VIDURKIS (%) sD CV (%) VIDURKISCV (%)
Albuminas 52.4-61.1 0.21-0.60 04-1.0 0.7 %
Alfa 1 3.4-49 0.06-0.28 18-6.6 3.1 %
Alfa 2 9.1-125 0.09-0.29 0.8-3.0 14 %
Beta 1 54-6.7 0.05-0.17 10-27 19%
Beta 2 35-6.8 0.04 -0.16 13-37 24 %
Gama 14.1-18.5 0.06 - 0.44 04-24 1.4 %

Sistemy atkuriamumas

Buvo istirti penki (5) skirtingi kraujo serumo méginiai su 10 karty, naudojant MINICAP PROTEIN(E) 6 procedirg ir tg patj tyrimy buferinj tirpalg. Buvo
apskaiciuoti kiekvieno méginio, kiekvienos zonos 3 sistemose vidurkiai, SD ir CV (n = 30).

Lenteléje pateiktos 5 istirty su 3 sistemomis méginiy ribinés vertés ir vidurkiai CV, apskaiciuoti i§ kiekvienos frakcijos CV (n = 5).

FRAKCIJA VIDURKIS (%) sD CV (%) VIDURKISCV (%)
Albuminas 52.6 - 60.5 0.39 - 1.00 0.7-1.7 12%
Alpha 1 35-4.8 0.13-0.31 29-70 44%
Alfa 2 9.5-12.2 0.12-0.36 1.0-3.8 2.7 %
Beta 1 54-6.5 0.10-0.31 18-49 31%
Beta 2 3.7-68 0.13-0.21 19-56 37 %
Gama 14.2-18.2 0.15-0.45 1.0-3.0 2.0 %
Tikslumas

Buvo istirti patologiski ir jprasto kraujo serumo méginiai (n = 60) naudojant MINICAP PROTEIN(E) 6 procedurg ir kitg kapiliarinés elektroforezés
sistema, kurig galima jsigyti. Koreliacijos parametrai, apskaiciuoti atskiros zonoms pagal surinktus duomenis MINICAP PROTEIN(E) 6 ir lyginamai
kapiliarinés elektroforezés sistemai (y = MINICAP PROTEIN(E) 6), buvo tokie :

Frakcija Koreliacijos koeficientas y-atidéjimas Nuolydis % MINI‘(’Z:rzi:?iC;IEIN(E) 6
Albuminas 0.996 0.046 0.985 37.4-74.0
Alpha 1 0.987 0.032 1.012 3.1-13.0
Alfa 2 0.993 0.347 1.024 7.8-235
Beta 1 0.944 0.686 0.911 3.1-10.2
Beta 2 0.986 -0.232 1.035 19-144
Gama 0.999 0.222 0.986 35-347
Jautrumas

Vieno kraujo serumo méginio keli atskiesti su 0.103 g/dL bandiniai buvo istirti elektroforezés metodu naudojant MINICAP PROTEIN(E) 6 procedira.

PASTABA : Pagal monokloninés dalies ir polikloninio fono gama zonoje padétj aptikimo ribos gali skirtis.

TiesiSkumas

5,2 g/dL albumino ir 3,1 g/dL gama globulino tirpalai (baltymy koncentracijos nustatytos naudojant nefelometring metodikg nustacius 280 nm bangos
ilgj) buvo sumaiSyti skirtingomis proporcijomis nuo 10 iki 10 (100 % albumino tirpalo + 0 % gama globulino tirpalo, 90 % + 10 % ir t. t. iki 0 % albumino
tirpalo + 100 % gama globulino tirpalo) ir misiniy elektroforezé buvo atliekama taikant MINICAP PROTEIN(E) 6 procedira.

Rezultatais nustatyta, kad gauta kiekvienos frakcijos procentiné verté puikiai koreliuoja su teorine kiekvienos frakcijos procentine verte misinyje ir kad
bet kokia variacija gali bati aptikta tiesiSkai naudojant MINICAP PROTEIN(E) 6 procedra.

Buvo nustatyta, kad MINICAP PROTEIN(E) 6 procedira tiesiSkai aptinkamos albumino ir gama globuliny frakcijos visame tirty koncentracijy intervale
(nuo 0,0 iki 5,2 g/dL albumino ir iki 3,1 g/dL gama globuliny).
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SAFETY DATA SHEET Z&Ei+1" Bl |

| — COMPANY AND PRODUCT IDENTIFICATION
Company name . SEBIA
Address : Parc Technologique Léonard de Vinci - Rue Léonard de Vinci

CP 8010 Lisses
91008 EVRY CEDEX - FRANCE

Phone number : 33.(0)1.69.89.80.80

Fax number : 33.(0)1.69.89.78.78

E-mail . sebia@sebia.com

Product name : MINICAP PROTEIN(E) 6

Product reference 1 2203 /2223

Type of product . For in vitro diagnostic use

Emergency call number : +844 892 0111 (National Poisons Information Service (NPIS))

Il — KIT CONTENTS

CAPILLARYS / MINICAP PROTEIN(E) 6 buffer

CAPILLARYS / MINICAP wash solution

Data contained in this data sheet is based on information available at the date of issue. This information cannot be considered as exhaustive and will
in no case relieve product users to obtain information from other sources in order to ensure for correct use of the product and staff safety. SEBIA
cannot be held liable to any damage resulting from use or from contact with the product described in this data sheet.

Reference: SDS/CIA/SEB/2203 Revisedon: 2021.06.01
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Safety data sheet
according to 1907/2006/EC, Article 31

Revision.

Page: 1/5

0 15.02.202

1

‘ SECTION 1I: Identification of the substance/mixture and of the company/undertaking

- 1.1 Product identifier
- Trade name: CAPILLARYS / MINICAP PROTEIN(E) 6 BUFFER
- Registration number SDS/CIA/SEB/0121

- Application of the substance / the mixture For in vitro diagnostic use

- 1.3 Details of the supplier of the safety data sheet
- Manufacturer/Supplier:

SEBIA

Parc Technologique Léonard de Vinci

F-91008 Evry Cedex

- Further information obtainable from:
Département Qualité et Affaires Réglementaires
sebia@sebia.com
- 1.4 Emergency telephone number: + 844 892 0111 (National Poisons information Service (NPIS))

- 1.2 Relevant identified uses of the substance or mixture and uses advised against No further relevant information available.

‘ SECTION 2: Hazards identification

- 2.1 Classification of the substance or mixture

- 2.2 Label elements

- Labelling according to Regulation (EC) No 1272/2008 Void
- Hazard pictograms Void

- Signal word Void

- Hazard statements Void

- Additional information:

220-239-6] (3:1). May produce an allergic reaction.
- 2.3 Other hazards
- Results of PBT and vPvB assessment
- PBT: Not applicable.
- vPvB: Not applicable.

- Classification according to Regulation (EC) No 1272/2008 The product is not classified, according to the CLP regulation.

Contains reaction mass of- 5-chloro-2-methyl-4-isothiazolin-3-one [EC no. 247-500-7] and 2-methyl-2H-isothiazol-3-one [EC no.

\ SECTION 3: Composition/information on ingredients

- 3.2 Mixtures
- Description: Mixture of substances listed below with nonhazardous additions.

- Dangerous components:

CAS: 11113-50-1 boric acid

EINECS: 234-343-4|<® Repr. 1B, H360FD
Specific concentration limit: Repr. 1B; H360: C25.5 %

0.93%

-SVHC

11113-50-1 | boric acid

- Additional information: For the wording of the listed hazard phrases refer to section 16.

| SECTION ¢4: First aid measures

- 4.1 Description of first aid measures

- General information: No special measures required.

- After inhalation: Supply fresh air; consult doctor in case of complaints.

- After skin contact: Generally the product does not irritate the skin.

- After eye contact: Rinse opened eye for several minutes under running water.

- After swallowing: If symptoms persist consult doctor.

- 4.2 Most important symptoms and effects, both acute and delayed No further relevant information available.

- 4.3 Indication of any immediate medical attention and special treatment needed No further relevant information available.

‘ SECTION 5: Firefighting measures

- 5.1 Extinguishing media
- Suitable extinguishing agents: Use fire extinguishing methods suitable to surrounding conditions.
- 5.2 Special hazards arising from the substance or mixture No further relevant information available.

(Contd. on page 2)
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Trade name: CAPILLARYS / MINICAP PROTEIN(E) 6 BUFFER

- 5.3 Advice for firefighters
- Protective equipment: No special measures required.

‘ SECTION 6: Accidental release measures

- 6.1 Personal precautions, protective equipment and emergency procedures Not required.
- 6.2 Environmental precautions: Dilute with plenty of water.
- 6.3 Methods and material for containment and cleaning up:
Absorb with liquid-binding material (sand, diatomite, acid binders, universal binders, sawdust).
- 6.4 Reference to other sections
No dangerous substances are released.
See Section 7 for information on safe handling.
See Section 8 for information on personal protection equipment.
See Section 13 for disposal information.

\ SECTION 7: Handling and storage

- 7.1 Precautions for safe handling No special measures required.
- Information about fire - and explosion protection: No special measures required.

- 7.2 Conditions for safe storage, including any incompatibilities

- Storage:

- Requirements to be met by storerooms and receptacles: No special requirements.
- Information about storage in one common storage facility: Not required.

- Further information about storage conditions: None.

- 7.3 Specific end use(s) No further relevant information available.

\ SECTION 8: Exposure controls/personal protection

- 8.1 Control parameters
- Ingredients with limit values that require monitoring at the workplace:

The product does not contain any relevant quantities of materials with critical values that have to be monitored at the workplace.
- Additional information: The lists valid during the making were used as basis.

- 8.2 Exposure controls

- Appropriate engineering controls No further data; see item 7.

- Individual protection measures, such as personal protective equipment

- General protective and hygienic measures: The usual precautionary measures are to be adhered to when handling chemicals.
- Respiratory protection: Not required.

- Hand protection

@ Protective gloves

The glove material has to be impermeable and resistant to the preparation.
- Material of gloves
The selection of the suitable gloves does not only depend on the material, but also on further marks of quality and varies from
manufacturer to manufacturer.
Nitrile rubber, NBR
Recommended thickness of the material: > 1 mm
- Penetration time of glove material For the mixture of chemicals mentioned below the penetration time has to be at least 60 minutes
- Eye/face protection

Goggles recommended during refilling

- Body protection: Protective work clothing

\ SECTION 9: Physical and chemical properties

- 9.1 Information on basic physical and chemical properties

- General Information

- Colour: Colourless

- Odour: Odourless

- Odour threshold: Not determined.
- Melting point/freezing point: Undetermined.

- Boiling point or initial boiling point and boiling range 100 °C

(Contd. on page 3)
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- Flammability

- Lower and upper explosion limit
- Lower:

- Upper:

- Flash point:

- Auto-ignition temperature:

- Decomposition temperature:
-pH at 22 °C

- Viscosity:

- Kinematic viscosity

- Dynamic:

- Solubility

- water:

Not applicable.

Not determined.

Not determined.

Not applicable.

Product is not selfigniting.
Not determined.

9.9

Not determined.
Not determined.

Fully miscible.

- Partition coefficient n-octanol/water (log value) Not determined.
- Vapour pressure at 20 °C: 23 hPa

- Density and/or relative density

- Density: Not determined.
- Relative density Not determined.
- Vapour density Not determined.
- 9.2 Other information

- Appearance:

- Form: Fluid

- Important information on protection of health and
environment, and on safety.

- Explosive properties: Product does not present an explosion hazard.

- Solvent content:

- Organic solvents: 0.0 %

- Water: 98.1 %

- VOC (EC) 0.00 %

- Solids content: 1.9 %

- Change in condition

- Evaporation rate Not determined.

- Information with regard to physical hazard classes

- Explosives Void

- Flammable gases Void

- Aerosols Void

- Oxidising gases Void

- Gases under pressure Void

- Flammable liquids Void

- Flammable solids Void

- Self-reactive substances and mixtures Void

- Pyrophoric liquids Void

- Pyrophoric solids Void

- Self-heating substances and mixtures Void

- Substances and mixtures, which emit flammable gases in
contact with water Void

- Oxidising liquids Void

- Oxidising solids Void

- Organic peroxides Void

- Corrosive to metals Void

- Desensitised explosives Void

SECTION 10: Stability and reactivity

- 10.1 Reactivity No further relevant information available.

- 10.2 Chemical stability

- Thermal decomposition / conditions to be avoided: No decomposition if used according to specifications.

- 10.3 Possibility of hazardous reactions No dangerous reactions known.

- 10.4 Conditions to avoid No further relevant information available.

- 10.5 Incompatible materials: No further relevant information available.

- 10.6 Hazardous decomposition products: No dangerous decomposition products known.

(Contd. on page 4)
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\ SECTION 11: Toxicological information

- 11.1 Information on hazard classes as defined in Regulation (EC) No 1272/2008

- Acute toxicity Based on available data, the classification criteria are not met.

- Skin corrosion/irritation Based on available data, the classification criteria are not met.

- Serious eye damage/irritation Based on available data, the classification criteria are not met.
- Respiratory or skin sensitisation Based on available data, the classification criteria are not met.
- Germ cell mutagenicity Based on available data, the classification criteria are not met.

- Carcinogenicity Based on available data, the classification criteria are not met.

- Reproductive toxicity Based on available data, the classification criteria are not met.

- STOT-single exposure Based on available data, the classification criteria are not met.

- STOT-repeated exposure Based on available data, the classification criteria are not met.

- Aspiration hazard Based on available data, the classification criteria are not met.

- 11.2 Information on other hazards

- Endocrine disrupting properties
None of the ingredients is listed.

\ SECTION 12: Ecological information

- 12.1 Toxicity

- Aquatic toxicity: No further relevant information available.

- 12.2 Persistence and degradability No further relevant information available.
- 12.3 Bioaccumulative potential No further relevant information available.

- 12.4 Mobility in soil No further relevant information available.

- 12.5 Results of PBT and vPvB assessment

- PBT: Not applicable.

- vPvB: Not applicable.

- 12.6 Endocrine disrupting properties For information on endocrine disrupting properties see section 11.
- 12.7 Other adverse effects

- Additional ecological information:

- General notes: Not hazardous for water.

| SECTION 13: Disposal considerations

- 13.1 Waste treatment methods
- Recommendation Smaller quantities can be disposed of with household waste.

- Uncleaned packaging:
- Recommendation:
Disposal must be made according to official regulations.
Keep waste in closed containers provided for this purpose
- Recommended cleansing agents: Water, if necessary together with cleansing agents.

\ SECTION 14: Transport information

- 14.1 UN number or ID number

- ADR, ADN, IMDG, IATA Void

- 14.2 UN proper shipping name

- ADR, ADN, IMDG, IATA Void

- 14.3 Transport hazard class(es)

- ADR, ADN, IMDG, IATA

- Class Void

- 14.4 Packing group

- ADR, IMDG, IATA Void

- 14.5 Environmental hazards:

- Marine pollutant: No

- 14.6 Special precautions for user Not applicable.

- 14.7 Maritime transport in bulk according to IMO instruments Not applicable.
| _ - TransporyAddiional information:

-IMDG Not applicable.

(Contd. on page 5)
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-IATA Not applicable.
- UN ""Model Regulation": Void

\ SECTION 15: Regulatory information

- 15.1 Safety, health and environmental regulations/legislation specific for the substance or mixture

- Directive 2012/18/EU
- Named dangerous substances - ANNEX I None of the ingredients is listed.

- National regulations:

- Other regulations, limitations and prohibitive regulations
- Substances of very high concern (SVHC) according to REACH, Article 57
11113-50-1 | boric acid
- 15.2 Chemical safety assessment: A Chemical Safety Assessment has not been carried out.

| SECTION 16: Other information |

Data contained in this data sheet is based on information available at the date of issue. This information cannot be considered as
exhaustive and will in no case relieve product users to obtain information from other sources in order to ensure for correct use of
the product and staff safety. SEBIA cannot be held liable to any damage resulting from use or from contact with the product
described in this data sheet.

For use, storage and disposal of this reagent, personnel are to be trained specifically for GLP (Good Laboratory Practices).

GLP describe all the laboratory operations including the handling of hazardous products.

- Relevant phrases
H360FD May damage fertility. May damage the unborn child.

- Department issuing SDS: Service Qualité et Affaires Réglementaires
- Contact: sebia@sebia.com

- Abbreviations and acronyms:
ADR: Accord relatif au transport international des marchandises dangereuses par route (European Agreement Concerning the International Carriage of
Dangerous Goods by Road)
IMDG: International Maritime Code for Dangerous Goods
1ATA: International Air Transport Association
GHS: Globally Harmonised System of Classification and Labelling of Chemicals
EINECS: European Inventory of Existing Commercial Chemical Substances
ELINCS: European List of Notified Chemical Substances
CAS: Chemical Abstracts Service (division of the American Chemical Society)
VOC: Volatile Organic Compounds (USA, EU)
PBT: Persistent, Bioaccumulative and Toxic
SVHC: Substances of Very High Concern
vPvB: very Persistent and very Bioaccumulative
Repr. 1B: Reproductive toxicity — Category 1B

- * Data compared to the previous version altered.

GB —

30



Page: 1/6

m Safety data sheet
according to 1907/2006/EC, Article 31

‘ SECTION 1I: Identification of the substance/mixture and of the company/undertaking

- 1.1 Product identifier
- Trade name: CAPILLARYS / MINICAP WASH SOLUTION

- Registration number SDS/CIA/SEB/0461
- 1.2 Relevant identified uses of the substance or mixture and uses advised against No further relevant information available.
- Application of the substance / the mixture For in vitro diagnostic use

- 1.3 Details of the supplier of the safety data sheet
- Manufacturer/Supplier:

SEBIA

Parc Technologique Léonard de Vinci

F-91008 Evry Cedex

- Further information obtainable from:
Département Qualité et Affaires Réglementaires
sebia@sebia.com
- 1.4 Emergency telephone number: + 844 892 0111 (National Poisons information Service (NPIS))

‘ SECTION 2: Hazards identification

- 2.1 Classification of the substance or mixture
- Classification according to Regulation (EC) No 1272/2008

SV .
corrosion

Skin Corr. 1A H314 Causes severe skin burns and eye damage.

Eye Dam. 1  H318 Causes serious eye damage.

- 2.2 Label elements
- Labelling according to Regulation (EC) No 1272/2008 The product is classified and labelled according to the CLP regulation.
- Hazard pictograms

GHSO05

- Signal word Danger

- Hazard-determining components of labelling:
Sodium hydroxide
- Hazard statements
H314 Causes severe skin burns and eye damage.
- Precautionary statements
P260 Do not breathe dusts or mists.
P303+P361+P353 IF ON SKIN (or hair).: Take off immediately all contaminated clothing. Rinse skin with water [or shower].
P305+P351+P338 IF IN EYES: Rinse cautiously with water for several minutes. Remove contact lenses, if present and easy to do.
Continue rinsing.

P310 Immediately call a POISON CENTER/doctor.

P405 Store locked up.

P501 Dispose of contents/container in accordance with local/regional/national/international regulations.
- 2.3 Other hazards

- Results of PBT and vPvB assessment
- PBT: Not applicable.
- vPvB: Not applicable.

\ SECTION 3: Composition/information on ingredients

- 3.2 Mixtures
- Description: Mixture of substances listed below with nonhazardous additions.

- Dangerous components:
CAS: 1310-73-2 Sodium hydroxide 10.0%

EINECS: 215-185-5|€> Skin Corr. 14, H314, <& Acute Tox. 4, H302

Specific concentration limits: Skin Corr. 14A; H314: C25 %
Skin Corr. I1B; H314: 2% <C<5%
Skin Irrit. 2; H315: 0.5 %< C<2 %
Eye Irrit. 2; H319: 0.5 %<C<2%

- Additional information: For the wording of the listed hazard phrases refer to section 16.

(Contd. on page 2)
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| SECTION ¢4: First aid measures

- 4.1 Description of first aid measures

- General information: Immediately remove any clothing soiled by the product.

- After inhalation: In case of unconsciousness place patient stably in side position for transportation.

- After skin contact: Immediately wash with water and soap and rinse thoroughly.

- After eye contact: Rinse opened eye for several minutes under running water. Then consult a doctor.

- After swallowing: Drink plenty of water and provide fresh air. Call for a doctor immediately.

- 4.2 Most important symptoms and effects, both acute and delayed No further relevant information available.

- 4.3 Indication of any immediate medical attention and special treatment needed No further relevant information available.

‘ SECTION 5: Firefighting measures

- 5.1 Extinguishing media

- Suitable extinguishing agents: Use fire extinguishing methods suitable to surrounding conditions.

- 5.2 Special hazards arising from the substance or mixture No further relevant information available.
- 5.3 Advice for firefighters

- Protective equipment: No special measures required.

| SECTION 6: Accidental release measures

- 6.1 Personal precautions, protective equipment and emergency procedures
Wear protective equipment. Keep unprotected persons away.
- 6.2 Environmental precautions:
Dilute with plenty of water.
Do not allow to enter sewers/ surface or ground water.
- 6.3 Methods and material for containment and cleaning up:
Absorb with liquid-binding material (sand, diatomite, acid binders, universal binders, sawdust).
Use neutralising agent.
Dispose contaminated material as waste according to item 13.
Ensure adequate ventilation.
- 6.4 Reference to other sections
See Section 7 for information on safe handling.
See Section 8 for information on personal protection equipment.
See Section 13 for disposal information.

\ SECTION 7: Handling and storage

- 7.1 Precautions for safe handling
Ensure good ventilation/exhaustion at the workplace.
Prevent formation of aerosols.
- Information about fire - and explosion protection: No special measures required.

- 7.2 Conditions for safe storage, including any incompatibilities

- Storage:

- Requirements to be met by storerooms and receptacles: No special requirements.
- Information about storage in one common storage facility: Not required.

- Further information about storage conditions: Keep container tightly sealed.

- 7.3 Specific end use(s) No further relevant information available.

‘ SECTION 8: Exposure controls/personal protection

- 8.1 Control parameters

- Ingredients with limit values that require monitoring at the workplace:
1310-73-2 Sodium hydroxide
WEL |Sh0rt-term value: 2 mg/m?

- Additional information: The lists valid during the making were used as basis.

- 8.2 Exposure controls
- Appropriate engineering controls No further data; see item 7.
- Individual protection measures, such as personal protective equipment
- General protective and hygienic measures:
Immediately remove all soiled and contaminated clothing
Wash hands before breaks and at the end of work.
Avoid contact with the eyes and skin.

(Contd. on page 3)
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- Respiratory protection: Not required.
- Hand protection

@ Protective gloves

The glove material has to be impermeable and resistant to the preparation.
- Material of gloves
The selection of the suitable gloves does not only depend on the material, but also on further marks of quality and varies from
manufacturer to manufacturer.
Nitrile rubber, NBR
Recommended thickness of the material: > 1 mm
- Penetration time of glove material For the mixture of chemicals mentioned below the penetration time has to be at least 60 minutes
- Eye/face protection

Tightly sealed goggles

- Body protection: Protective work clothing

\ SECTION 9: Physical and chemical properties

- 9.1 Information on basic physical and chemical properties
- General Information
- Colour: Colourless
- Odour: Odourless
- Odour threshold: Not determined.
- Melting point/freezing point: Undetermined.
- Boiling point or initial boiling point and boiling range 100 °C
- Flammability Not applicable.
- Lower and upper explosion limit
- Lower: Not determined.
- Upper: Not determined.
- Flash point: Not applicable.
- Auto-ignition temperature: Product is not selfigniting.
- Decomposition temperature: Not determined.
-pH at 22 °C >]2
- Viscosity:
- Kinematic viscosity Not determined.
- Dynamic: Not determined.
- Solubility
- water: Fully miscible.
- Partition coefficient n-octanol/water (log value) Not determined.
- Vapour pressure at 20 °C: 23 hPa
- Density and/or relative density
- Density: Not determined.
- Relative density Not determined.
- Vapour density Not determined.
- 9.2 Other information
- Appearance:
- Form: Fluid
- Important information on protection of health and

environment, and on safety.
- Explosive properties: Product does not present an explosion hazard.
- Solvent content:
- Organic solvents: 0.0 %
- Water: 90.0 %
- VOC (EC) 0.00 %
- Solids content: 10.0 %
- Change in condition
- Evaporation rate Not determined.
- Information with regard to physical hazard classes
- Explosives Void
- Flammable gases Void
- Aerosols Void
- Oxidising gases Void

(Contd. on page 4)
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- Gases under pressure Void
- Flammable liquids Void
- Flammable solids Void
- Self-reactive substances and mixtures Void
- Pyrophoric liquids Void
- Pyrophoric solids Void
- Self-heating substances and mixtures Void
- Substances and mixtures, which emit flammable gases in
contact with water Void
- Oxidising liquids Void
- Oxidising solids Void
- Organic peroxides Void
- Corrosive to metals Void
- Desensitised explosives Void

| SECTION 10: Stability and reactivity

- 10.1 Reactivity No further relevant information available.

- 10.2 Chemical stability

- Thermal decomposition / conditions to be avoided: No decomposition if used according to specifications.
- 10.3 Possibility of hazardous reactions No dangerous reactions known.

- 10.4 Conditions to avoid No further relevant information available.

- 10.5 Incompatible materials: No further relevant information available.

- 10.6 Hazardous decomposition products: No dangerous decomposition products known.

‘ SECTION 11: Toxicological information

- 11.1 Information on hazard classes as defined in Regulation (EC) No 1272/2008
- Acute toxicity Based on available data, the classification criteria are not met.

- LD/LCS50 values relevant for classification:

1310-73-2 Sodium hydroxide

Oral |LD50) 2,000 mg/kg (rat)

- Skin corrosion/irritation
Causes severe skin burns and eye damage.
- Serious eye damage/irritation
Causes serious eye damage.
- Respiratory or skin sensitisation Based on available data, the classification criteria are not met.
- Germ cell mutagenicity Based on available data, the classification criteria are not met.
- Carcinogenicity Based on available data, the classification criteria are not met.
- Reproductive toxicity Based on available data, the classification criteria are not met.
- STOT-single exposure Based on available data, the classification criteria are not met.
- STOT-repeated exposure Based on available data, the classification criteria are not met.
- Aspiration hazard Based on available data, the classification criteria are not met.
- 11.2 Information on other hazards

- Endocrine disrupting properties

None of the ingredients is listed.

‘ SECTION 12: Ecological information

- 12.1 Toxicity

- Aquatic toxicity: No further relevant information available.

- 12.2 Persistence and degradability No further relevant information available.

- 12.3 Bioaccumulative potential No further relevant information available.

- 12.4 Mobility in soil No further relevant information available.

- 12.5 Results of PBT and vPvB assessment

- PBT: Not applicable.

- vPyB: Not applicable.

- 12.6 Endocrine disrupting properties For information on endocrine disrupting properties see section 11.

- 12.7 Other adverse effects

- Additional ecological information:

- General notes:
Must not reach sewage water or drainage ditch undiluted or unneutralised.
Rinse off of bigger amounts into drains or the aquatic environment may lead to increased pH-values. A high pH-value harms
aquatic organisms. In the dilution of the use-level the pH-value is considerably reduced, so that after the use of the product the
aqueous waste, emptied into drains, is only low water-dangerous.

(Contd. on page 5)
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Water hazard class 1 (German Regulation) (Self-assessment): slightly hazardous for water
Do not allow undiluted product or large quantities of it to reach ground water, water course or sewage system.

SECTION 13: Disposal considerations

- 13.1 Waste treatment methods
- Recommendation Must not be disposed together with household garbage. Do not allow product to reach sewage system.

- Uncleaned packaging:
- Recommendation:
Disposal must be made according to official regulations.
Keep waste in closed containers provided for this purpose
- Recommended cleansing agents: Water, if necessary together with cleansing agents.

SECTION 14: Transport information
- 14.1 UN number or ID number

“ADR, IMDG, IATA UN1824
- 14.2 UN proper shipping name
-ADR 1824 SODIUM HYDROXIDE SOLUTION
-IMDG SODIUM HYDROXIDE SOLUTION
-IATA Sodium hydroxide solution
- 14.3 Transport hazard class(es)
-ADR
- Class 8 (C5) Corrosive substances.
. Labe &
-IMDG, IATA
- Class 8 Corrosive substances.
- Label 8
- 14.4 Packing group
“ADR, IMDG, IATA i
- 14.5 Environmental hazards:
- Marine pollutant: No
- 14.6 Special precautions for user Warning: Corrosive substances.
- Hazard identification number (Kemler code): 80
- EMS Number: F-A4,5-B
- Segregation groups Alkalis
- Stowage Category A
- Segregation Code SG35 Stow "separated from" SGG1-acids

- 14.7 Maritime transport in bulk according to IMO instruments Not applicable.

- Transport/Additional information:

-ADR

- Limited quantities (LQ) 1L

- Excepted quantities (EQ) Code: E2
Maximum net quantity per inner packaging: 30 ml
Maximum net quantity per outer packaging: 500 ml

- Transport category 2

- Tunnel restriction code E

-IMDG Not applicable.

- Limited quantities (LQ) 1L

- Excepted quantities (EQ) Code: E2

Maximum net quantity per inner packaging: 30 ml
Maximum net quantity per outer packaging: 500 ml

(Contd. on page 6)
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-IATA Not applicable.
- UN "Model Regulation": UN1824, SODIUM HYDROXIDE SOLUTION, 8, 11

\ SECTION 15: Regulatory information

- 15.1 Safety, health and environmental regulations/legislation specific for the substance or mixture

- Directive 2012/18/EU
- Named dangerous substances - ANNEX I None of the ingredients is listed.
- 15.2 Chemical safety assessment: A Chemical Safety Assessment has not been carried out.

| SECTION 16: Other information |

Data contained in this data sheet is based on information available at the date of issue. This information cannot be considered as
exhaustive and will in no case relieve product users to obtain information from other sources in order to ensure for correct use of
the product and staff safety. SEBIA cannot be held liable to any damage resulting from use or from contact with the product
described in this data sheet.

For use, storage and disposal of this reagent, personnel are to be trained specifically for GLP (Good Laboratory Practices).

GLP describe all the laboratory operations including the handling of hazardous products.

- Relevant phrases
H302 Harmful if swallowed.
H314 Causes severe skin burns and eye damage.

- Department issuing SDS: Service Qualité et Affaires Réglementaires
- Contact: sebia@sebia.com

- Abbreviations and acronyms:
RID: Reglement international concernant le transport des marchandises dangereuses par chemin de fer (Regulations Concerning the International Transport of
Dangerous Goods by Rail)
ICAO: International Civil Aviation Organisation
ADR: Accord relatif au transport international des marchandises dangereuses par route (European Agreement Concerning the International Carriage of
Dangerous Goods by Road)
IMDG: International Maritime Code for Dangerous Goods
IATA: International Air Transport Association
GHS: Globally Harmonised System of Classification and Labelling of Chemicals
EINECS: European Inventory of Existing Commercial Chemical Substances
ELINCS: European List of Notified Chemical Substances
CAS: Chemical Abstracts Service (division of the American Chemical Society)
VOC: Volatile Organic Compounds (USA, EU)
LC50: Lethal concentration, 50 percent
LD50: Lethal dose, 50 percent
PBT: Persistent, Bioaccumulative and Toxic
vPvB: very Persistent and very Bioaccumulative
Acute Tox. 4: Acute toxicity — Category 4
Skin Corr. 14: Skin corrosion/irritation — Category 14
Eye Dam. 1: Serious eye damage/eye irritation — Category 1

- * Data compared to the previous version altered.
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| - CHEMINES MEDZIAGOS, PREPARATO IR TIEKEJO PAVADINIMAS
Gamintojas : SEBIA
Adresas . Parc Technologique Léonard de Vinci - Rue Léonard de Vinci

CP 8010 Lisses
91008 EVRY CEDEX - FRANCE

Telefono numeris : 33.(0)1.69.89.80.80

Fakso numeris : 33.(0)1.69.89.78.78

E-mail . sebia@sebia.com

Produkto pavadinimas : MINICAP PROTEIN(E) 6

Produkto kodas : 2203/ 2223

Produkto tipas . In vitro diagnostikos priemone.

Telefonas skubiai Informacijai suteikti : +370 5 236 20 52 / +370 687 533 78

Il — RINKINIO SUDETIS
CAPILLARYS / MINICAP PROTEIN(E) 6 buferis

CAPILLARYS / MINICAP plovimo tirpalas

Duomenys $iame saugos duomeny lape remiasi i$leidimo dieng turima informacija. Si informacija negali bati laikoma i§samia ir jokiais btdais
neapriboja produkto vartotojy nuo pareigos gauti informacijag i$ kity Saltiniy siekiant uztikrinti tinkamg produkto naudojimg ir personalo sauguma.
SEBIA negali bati laikoma atsakinga uz zalg dél produkto, aprasyto Siame medziagy saugos duomeny lape, naudojimo ar kontakto su juo.

Pagal : SDS/CIA/SEB/2203 Perzitréta: 2021.06.01
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m Saugos duomeny lapas
pagal 1907/2006/EB, 31 straipsnis

‘ 1. SKIRSNIS. MedZiagos arba miSinio ir bendrovés arba jmonés identifikavimas

- 1.1 Produkto identifikatorius

- Prekybos tenklas: CAPILLARYS / MINICAP PROTEIN(E) 6 BUFERIS

- Registracijos numeris SDS/CIA/SEB/0121
- 1.2 MedZiagos ar miSinio nustatyti naudojimo bidai ir nerekomenduojami naudojimo biidai Néra jokiy kity svarbiy informacijy.
- MedZiagos / miSinio panaudojimas In vitro diagnostikos priemoné

- 1.3 Saugos duomeny lapo teikéjo duomenys
- Gamintojas / tiekéjas
SEBIA
Parc Technologique Léonard de Vinci
F-91008 Evry Cedex

- Informacijos Saltinis:
Département Qualité et Affaires Réglementaires
sebia@sebia.com
- 1.4 Pagalbos telefono numeris: +370 5 236 20 52 /+370 687 533 78

| 2. SKIRSNIS. Galimi pavojai

- 2.1 MedZiagos ar misinio klasifikavimas 5
- Klasifikavimas pagal Reglamentg (EB) Nr. 1272/2008 Gaminys neklasifikuojamas pagal KZP reglamentg.

2.2 Zenklinimo elementai

- Zenklinimas pagal Reglamentg (EB) Nr. 1272/2008 atkrenta

- Pavojaus piktogramos atkrenta

- Signalinis Zodis atkrenta

- Pavojingumo frazés atkrenta

- Papildomos nuorodos:
Sudetyje yra misinys: 5-chlor-2-metil-2H-izotiazol-3-ono [EB Nr. 247-500-7] ir 2-metil-2H-izotiazol-3-ono [EB Nr. 220-239-6] (3:
1). Gali sukelti alergine reakcijq.

- 2.3 Kiti pavojai

- PBT ir vPvB vertinimo rezultatai

- PBT: Nevartotina.

- vPvB: Nevartotina.

\ 3. SKIRSNIS. Sudétis arba informacija apie sudedamagsias dalis

- 3.2 MiSiniai
- Aprasymas: Misinys, susidedantis is Zemiau minimy medziagy su apytiksliais kiekiais.
- Pavojingos sudedamosios medZiagos :
CAS: 11113-50-1 boro riigstis 0,93%

EINECS: 234-343-4|<® Repr. 1B, H360FD
Konkreti koncentracijos riba: Repr. I1B; H360: C2 5,5 %

-SVHC
11113-50-1 | boro rigstis
- Papildomos nuorodos Nurodyty rizikos fraziy turinio ieskoti 16 straipsnyje.

\ 4. SKIRSNIS. Pirmosios pagalbos priemonés

- 4.1 Pirmosios pagalbos priemoniy apraSymas

- Bendra informacija: Specialiosios priemonés néra biitinos.

- Ikvépus: Garantuoti tyrq orq, tesiantis negalavimams, kreiptis j gydytojg.

- Po kontakto su oda: I esmés produktas odos nedirgina.

- Po kontakto su akimis: Akis, atkélus akiy vokus, keletq minuciy plauti tekanciu vandeniu.

- Prarijus: Isliekant simptomams, pasikonsultuoti su gydytoju.

- 4.2 Svarbiausi simptomai ir poveikis (amus ir uZdelstas) Néra jokiy kity svarbiy informacijy.

- 4.3 Nurodymas apie bet kokios neatidéliotinos medicinos pagalbos ir specialaus gydymo reikalingumgqg
Neéra jokiy kity svarbiy informacijy.

‘ 5. SKIRSNIS. Priesgaisrinés priemonés

- 5.1 Gesinimo priemonés
- Tinkamos gesinimo medgiagos: Gaisro gesinimo priemones taikyti adekvaciai aplinkai.
- 5.2 Specialiis medZiagos ar misinio keliami pavojai Néra jokiy kity svarbiy informacijy.

(Tgsinys 2 psl.)
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Prekybos tenklas: CAPILLARYS / MINICAP PROTEIN(E) 6 BUFERIS

- 5.3 Patarimai gaisrininkams
- Ypatingos saugos priemonés: Specialiosios priemonés néra biitinos.

6. SKIRSNIS. Avarijy likvidavimo priemonés

- 6.1 Asmens atsargumo priemonés, apsaugos priemonés ir skubios pagalbos procediiros Nereikalaujama.
- 6.2 Ekologinés atsargumo priemonés: Praskiesti dideliu kiekiu vandens.
- 6.3 Izoliavimo ir valymo procediiros bei priemonés:
Surinkti su skyscius risanciomis medziagomis (smélis, zZvyras, rugsciy risiklis, universalus risiklis, pjuvenos).
- 6.4 Nuoroda j kitus skirsnius
Neissiskiria jokios pavojingos medziagos.
Informacija apie saugy vartojimgq pateikiama 7 skyriuje.
Informacija apie asmens saugos priemones pateikiama 8 skyriuje.
Informacija apie sunaikinimg pateikiama 13 skyriuje.

\ 7. SKIRSNIS. Tvarkymas ir sandéliavimas

- 7.1 Su saugiu tvarkymu susijusios atsargumo priemonés Nebiitinos jokios specialiosios priemonés.
- Nuorodos apsaugai nuo gaisro ir sprogimo: Nebiitinos jokios specialiosios priemonés.

- 7.2 Saugaus sandéliavimo sqlygos, jskaitant visus nesuderinamumus

- Sandéliavimas:

- Reikalavimai sandéliavimo patalpoms ir talpoms: Néra jokiy specialiy reikalavimy.
- Nuorodos dél laikymo bendrai: Nereikalaujama.

- Kitos sandéliavimo nuorodos: Jokiy.

- 7.3 Konkretus galutinio naudojimo biidas (-ai) Néra jokiy kity svarbiy informacijy.

\ 8. SKIRSNIS. Poveikio kontrolé/asmens apsauga

- 8.1 Kontrolés parametrai
- Sudedamosios dalys su darbo vietoje stebétinomis vertémis:

Produkte nesama jokiy zymiy kiekiy medziagy, kuriy duomenys turéty jtakos darbo vietai ir biity stebétini.
- Papildomos nuorodos: Uz pagrindg buvo paimti sudarymo metu galioje sqrasai.

- 8.2 Poveikio kontrolés priemonés

- Atitinkamos techninio valdymo priemonés Jokiy kity nuorody, zZr. 7 pkt.

- Individualios apsaugos priemonés, pavyzdZiui, asmeninés apsaugos jranga

- Bendrosios saugos ir higienos priemonés: Atkreiptinas démesys j jprastas saugos priemones, taikomas dirbant su chemikalais.
- Kvépavimo apsaugq Nereikalaujama.

- Ranky apsaugq

@ Apsauginés pirstinés

Medziaga, is kurios gaminama pirstiné, privalo buti nepralaidi ir atspari misiniui.
- Pir§tiniy medZiaga
Tinkamy apsauginiy pirstiniy parinkimas priklauso ne tik nuo medziagos, taciau ir nuo kity kokybiniy rodikliy, kurie kiekvieno
gamintojo yra skirtingi.
Nitrilo kauciukas
Rekomenduojamas medziagos storis: > 1 mm
- Pir§tiniy medZiagos persigérimo laikotarpis Atsparumas Zemiau minimy chemikaly misiniui turi biti maziausiai 60 min.
- Akiy ir (arba) veido apsaugq

Perpilant rekomenduojama dévéti apsauginius akinius.

- Kiino apsauga: Apsauginiai drabuziai

\ 9. SKIRSNIS. Fizikinés ir cheminés savybés

- 9.1 Informacija apie pagrindines fizikines ir chemines savybes

- Bendra informacija

- Spalva: Bespalvis(é)
- Kvapas: Bekvapis(é)

- Kvapo atsiradimo slenkstis: Nenustatyta.
- Lydymosi ir stingimo temperatiira Nenustatyta

(Tesinys 3 psl.)

39

LT —



m Saugos duomeny lapas
pagal 1907/2006/EB, 31 straipsnis

Puslapis: 3/5

Perziiréta: 15.02.2021

Prekybos tenklas: CAPILLARYS / MINICAP PROTEIN(E) 6 BUFERIS

- Virimo temperatiira arba pradiné virimo temperatiira ir virimo

temperatiiros intervalas 100 °C (212 °F)
- Degumas Nevartotina.
- VirSutiné ir apatiné sprogumo ribos
- Zemutiné: Nenustatyta.
- VirSutiné Nenustatyta.
- Pliupsnio temperatiira: Nevartotina.
- Savaiminio uZsidegimo temperatiira: Produktas savaime neuzsidega.
- Skilimo temperatiira: Nenustatyta.
- pH esant 22 °C (71,6 °F) 9,9
- Klampa:
- Kinematiné klampa Nenustatyta.
- Dinaminis: Nenustatyta.
- Tirpumas
- vandeniu: Pilnai maisytina(s).
- Pasiskirstymo koeficientas n-oktanolis/vanduo (logaritminé

verté) Nenustatyta.
- Gary slégis esant 20 °C (68 °F): 23 hPa (17,3 mm Hg)
- Tankis ir (arba) santykinis tankis
- Tankis: Nenustatyta.
- Santykinis tankis: Nenustatyta.
- Gary tankis Nenustatyta.
- 9.2 Kita informacija
- I§vaizda:
- Forma: Skysta(s)
- Svarbios nuorodos sveikatos ir aplinkos apsaugai bei saugumui
- Sprogstamosios (sprogiosios) savybés: Produktas nekelia sprogimo pavojaus.
- Tirpikliy sudétis:
- Organiniai tirpikliai: 0,0 %
- Vanduo: 98,1 %
- VOC (EC) 0,00 %
- Kietyjy daleliy kiekis: 1,9%
- Sudéties pakeitimas
- Garavimo greitj Nenustatyta.
- Informacija apie fiziniy pavojy klases
- Sprogstamosios medZiagos atkrenta
- Degiosios dujos atkrenta
- Aerozoliai atkrenta
- Oksiduojanciosios dujos atkrenta
- Suslégtosios dujos atkrenta
- Degieji skysciai atkrenta
- Degios kietos medZiagos atkrenta
- Savaime reaguojanciosios medZiagos ir miSiniai atkrenta
- Piroforiniai skysciai atkrenta
- Piroforinés kietosios medZiagos atkrenta
- Savaime kaistancios medZiagos ir miSiniai atkrenta
- MedZiagos ir miSiniai, kurie iSskiria degias dujas esant sqlyciui

su vandeniu atkrenta
- Oksiduojantieji skysciai atkrenta
- Oksiduojanciosios kietosios medZiagos atkrenta
- Organiniai peroksidai atkrenta
- Metaly korozijg sukeliancios medZiagos atkrenta
- Desensibilizuoti sprogmenys atkrenta

| 10. SKIRSNIS. Stabilumas ir reaktyvumas

- 10.1 Reaktyvumas Neéra jokiy kity svarbiy informacijy.

- 10.2 Cheminis stabilumas

- Terminis irimas / vengtinos sqlygos: Nesuyra vartojant pagal instrukcijg.
- 10.3 Pavojingy reakcijy galimybé Nezinomos jokios pavojingos reakcijos.
- 10.4 Vengtinos sqlygos Néra jokiy kity svarbiy informacijy.

- 10.5 Nesuderinamos medZiagos: Néra jokiy kity svarbiy informacijy.

- 10.6 Pavojingi skilimo produktai: NeZinomi jokie irimo produktai.

(Tesinys 4 psl.)
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\ 11. SKIRSNIS. Toksikologiné informacija

- 11.1 Informacija apie pavojy klases, kaip apibréita Reglamente (EB) Nr. 1272/2008

- Umus toksiSkumas Remiantis turimais duomenimis neatitinka klasifikavimo kriterijy.

- Odos ésdinimas ir (arba) dirginimas Remiantis turimais duomenimis neatitinka klasifikavimo kriterijy.

- Didelis kenksmingumas akims ir (arba) akiy dirginimas Remiantis turimais duomenimis neatitinka klasifikavimo kriterijy.
- Kvépavimo taky arba odos jautrinimas Remiantis turimais duomenimis neatitinka klasifikavimo kriterijy.

- Mutageninis poveikis lytinéms lgsteléms Remiantis turimais duomenimis neatitinka klasifikavimo kriterijy.
- Kancerogeniskumas Remiantis turimais duomenimis neatitinka klasifikavimo kriterijy.

- Toksiskumas reprodukcijai Remiantis turimais duomenimis neatitinka klasifikavimo kriterijy.

- STOT (vienkartinis poveikis) Remiantis turimais duomenimis neatitinka klasifikavimo kriterijy.

- STOT (kartotinis poveikis) Remiantis turimais duomenimis neatitinka klasifikavimo kriterijy.

- Aspiracijos pavojus Remiantis turimais duomenimis neatitinka klasifikavimo kriterijy.

- 11.2 Informacija apie kitus pavojus

- Endokrininés sistemos ardomosios savybés
I sudétj nejeina né viena is sudétiniy daliy.

\ 12. SKIRSNIS. Ekologiné informacija

- 12.1 Toksiskumas

- Vandeninis toksiskumas: Néra jokiy kity svarbiy informacijy.

- 12.2 Patvarumas ir skaidumas Néra jokiy kity svarbiy informacijy.

- 12.3 Bioakumuliacijos potencialas Néra jokiy kity svarbiy informacijy.
- 12.4 Judumas dirvoZemyje Neéra jokiy kity svarbiy informacijy.

- 12.5 PBT ir vPvB vertinimo rezultatai

- PBT: Nevartotina.

- vPvB: Nevartotina.

- 12.6 Endokrininés sistemos ardomosios savybés Duomenys apie endokrinine sistemq ardancias savybes pateikti 11 skirsnyje.
- 12.7 Kitas nepageidaujamas poveikis

- Kitos ekologinés nuorodos:

- Bendrosios nuorodos: Bendrais bruozais pavojaus vandeniui nekelia

| 13. SKIRSNIS. Atlieky tvarkymas

- 13.1 Atlieky apdorojimo metodai
- Rekomendacija: MaZesnius kiekius galima paSalinti kartu su buitinémis atliekomis.

- Nevalytos pakuotés:
- Rekomendacija:
Atsikratymas pagal zZinybinj reglamentq.
Laikyti atliekas tam skirtuose uzdaruose konteineriuose
- Rekomenduojamas valiklis: Vanduo, jeigu jmanoma pridedant valymo priemonés.

\ 14. SKIRSNIS. Informacija apie veZimq

- 14.1 JT numeris ar ID numeris

- ADR, ADN, IMDG, IATA atkrenta

- 14.2 JT tinkamas krovinio pavadinimas

- ADR, ADN, IMDG, IATA atkrenta

- 14.3 VeZimo pavojingumo klasé (-s)

- ADR, ADN, IMDG, IATA

- klasé atkrenta

- 14.4 Pakuotés grupé

-ADR, IMDG, IATA atkrenta

- 14.5 Pavojus aplinkai:

- Marine pollutant: Ne

- 14.6 Specialios atsargumo priemonés naudotojams Nevartotina.
- 14.7 Nesupakuoty kroviniy veZimas jiry transportu pagal IMO

priemones Nevartotina.

(Tgsinys 5 psl.)
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- Transportavimas/kitos nuorodos:
o6 Newrtotne

-IATA Nevartotina.

- UN "Model Regulation": atkrenta

15. SKIRSNIS. Informacija apie reglamentavimg

- 15.1 Su konkrecia medZiaga ar miSiniu susij¢ saugos, sveikatos ir aplinkos teisés aktai
- Direktyva 2012/18/ES
- Vardinis pavojingy cheminiy medziagy sqra$as - I PRIEDAS [ sudétj nejeina né viena is sudétiniy daliy.
- Nacionaliniai normatyvai:
- Kitos nuostatos, apribojimai ir draudimai
- Didelj susiriipinimgq keliancios medZiagos (SVHC) pagal REACH, 57 straipsnio
11113-50-1 | boro rigstis
- 15.2 Cheminés saugos vertinimas: Cheminés saugos vertinimas nebuvo atliktas.

‘ 16. SKIRSNIS. Kita informacija

Duomenys Siame saugos duomeny lape remiasi isleidimo dieng turima informacija. Si informacija negali biiti laikoma iSsamia ir
Jjokiais biidais neapriboja produkto vartotojy nuo pareigos gauti informacijq is kity Saltiniy siekiant uztikrinti tinkamg produkto
naudojimgq ir personalo saugumq. SEBIA negali biiti laikoma atsakinga uz zZalg dél produkto, aprasyto Siame medziagy saugos
duomeny lape, naudojimo ar kontakto su juo.

Pries naudodami, sandéliuodami ir sunaikindami §j reagentq, darbuotojai turi biiti specifiskai ismokyti geros laboratorinés
praktikos (GLP). GLP apima visas laboratorines procediiras, tarp jy ir darbq su pavojingomis medziagomis.

- Svarbios frazés
H360FD Gali pakenkti vaisingumui. Gali pakenkti negimusiam kidikiui.

- Duomeny suvesting sudarantis skyrius: Service Qualité et Affaires Réglementaires
- Asmuo kontaktams : sebia@sebia.com
- Ankstesnés versijos data: 15.02.2021

- Santrumpos ir akronimai:
ADR: Accord relatif au transport international des marchandises dangereuses par route (European Agreement Concerning the International Carriage of
Dangerous Goods by Road)
IMDG: International Maritime Code for Dangerous Goods
1ATA: International Air Transport Association
GHS: Globally Harmonised System of Classification and Labelling of Chemicals
EINECS: European Inventory of Existing Commercial Chemical Substances
ELINCS: European List of Notified Chemical Substances
CAS: Chemical Abstracts Service (division of the American Chemical Society)
VOC: Volatile Organic Compounds (USA, EU)
PBT: Persistent, Bioaccumulative and Toxic
SVHC: Substances of Very High Concern
vPvB: very Persistent and very Bioaccumulative
Repr. 1B: Toksinis poveikis reprodukcijai — 1B kategorija

- * Lyginant su buvusia versija pakeisti duomenys
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Saugos duomeny lapas
pagal 1907/2006/EB, 31 straipsnis

Puslapis: 1/6

Perziiréta: 12.02.2021

1. SKIRSNIS. MedZiagos arba miSinio ir bendrovés arba jmonés identifikavimas

SEBIA

- 1.1 Produkto identifikatorius

- Prekybos tenklas: CAPILLARYS / MINICAP PLOVIMO TIRPALAS

- Registracijos numeris SDS/CIA/SEB/0461
- 1.2 MedZiagos ar miSinio nustatyti naudojimo bidai ir nerekomenduojami naudojimo biidai Néra jokiy kity svarbiy informacijy.
- MedZiagos / miSinio panaudojimas In vitro diagnostikos priemoné
- 1.3 Saugos duomeny lapo teikéjo duomenys

- Gamintojas / tiekéjas

Parc Technologique Léonard de Vinci
F-91008 Evry Cedex

- Informacijos Saltinis:

Département Qualité et Affaires Réglementaires

sebia@sebia.com
- 1.4 Pagalbos telefono numeris: +370 5 236 20 52 /+370 687 533 78

2. SKIRSNIS. Galimi pavojai

- 2.1 MedZiagos ar misinio klasifikavimas
- Klasifikavimas pagal Reglamentq (EB) Nr. 1272/2008

GHS05 korozija

Skin Corr. 1A H314 Smarkiai nudegina odq ir pazeidzia akis.
Eye Dam. 1  H318 Smarkiai pazeidzia akis.

GHSO05

- Signalinis Zodis Pavojinga

- Pavojy nustatantys komponentai etiketavimui:
Natrio hidroksidas
- Pavojingumo frazés

H314 Smarkiai nudegina odq ir pazeidzia akis.

- Atsargumo frazés

P260

Nejkvepti dulkiy arba ritko.

* 2.2 Zenklinimo elementai 5
- Zenklinimas pagal Reglamentg (EB) Nr. 1272/2008 Gaminys klasifikuojamas bei Zenklinamas pagal KZP reglamentg.
- Pavojaus piktogramos

P303+P361+P353 PATEKUS ANT ODOS (arba plauky): nedelsiant nuvilkti visus uzterstus drabuzius. Odg nuplauti vandeniu

[arba ciurksle].

P305+P351+P338 PATEKUS ] AKIS: atsargiai plauti vandeniu kelias minutes. ISimti kontaktinius lesius, jeigu jie yra ir jeigu

- vPvB: Nevartotina.

lengvai galima tai padaryti. Toliau plauti akis.

P310 Nedelsiant skambinti j APSINUODIJIMYU KONTROLES IR INFORMACIJOS BIURA / kreiptis j gydytojq.
P405 Laikyti uzrakintg.
P501 Turinj/talpq ispilti (iSmesti) - Salinti pagal vietines / regionines / nacionalines / tarptautines taisykles.

- 2.3 Kiti pavojai

 PBT ir vPvB vertinimo rezultatai

- PBT: Nevartotina.

3. SKIRSNIS. Sudétis arba informacija apie sudedamagsias dalis

- 3.2 MiSiniai
- ApraSymas: Misinys, susidedantis is zemiau minimy medziagy su apytiksliais kiekiais.

- Pavojingos sudedamosios medZiagos :
CAS: 1310-73-2 | Natrio hidroksidas 10,0%
EINECS: 215-185-5|€> Skin Corr. 14, H314, <> Acute Tox. 4, H302
Konkrecios koncentracijos ribos: Skin Corr. 14; H314: C25 %
Skin Corr. I1B; H314: 2 %< C<5%
Skin Irrit. 2; H315: 0,5 %< C<2%
Eye Irrit. 2; H319: 0,5 %< C<2 %
(Tgsinys 2 psl.)
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Puslapis: 2/6

m Saugos duomeny lapas
pagal 1907/2006/EB, 31 straipsnis

Prekybos zenklas: CAPILLARYS / MINICAP PLOVIMO TIRPALAS

- Papildomos nuorodos Nurodyty rizikos fraziy turinio ieskoti 16 straipsnyje.

‘ 4. SKIRSNIS. Pirmosios pagalbos priemonés

- 4.1 Pirmosios pagalbos priemoniy apraSymas
- Bendra informacija: Produktu suteptus drabuzius nedelsiant pasalinti.
- Tkvépus: Netekus sgmonés, paguldyti ir vezti paguldzius stabiliai ant Sono.
- Po kontakto su oda: Nedelsiant apiplauti vandeniu ir muilu ir gerai isskalauti.
- Po kontakto su akimis: Akis, atkélus akiy vokus, keletq minuciy plauti tekanciu vandeniu ir pasikonsultuoti su gydytoju.
- Prarijus: I5gerti didelj kiekj vandens, garantuoti tyrq orq. Nedelsiant kreiptis j gydytojus.
- 4.2 Svarbiausi simptomai ir poveikis (iimus ir uzdelstas) Neéra jokiy kity svarbiy informacijy.
- 4.3 Nurodymas apie bet kokios neatidéliotinos medicinos pagalbos ir specialaus gydymo reikalingumgq
Neéra jokiy kity svarbiy informacijy.

\ 5. SKIRSNIS. Priesgaisrinés priemonés

- 5.1 Gesinimo priemonés

- Tinkamos gesinimo medziagos: Gaisro gesinimo priemones taikyti adekvaciai aplinkai.
- 5.2 Specialiis medziagos ar misinio keliami pavojai Néra jokiy kity svarbiy informacijy.
- 5.3 Patarimai gaisrininkams

- Ypatingos saugos priemonés: Specialiosios priemonés néra biitinos.

‘ 6. SKIRSNIS. Avarijy likvidavimo priemonés

- 6.1 Asmens atsargumo priemonés, apsaugos priemonés ir skubios pagalbos procediiros
Deéveéti apsaugine ekipiruote. Neprileisti neapsaugoty asmeny.
- 6.2 Ekologinés atsargumo priemonés:
Praskiesti dideliu kiekiu vandens.
Neleisti patekti j kanalizacijq/pavirSinius vandenis/gruntinius vandenis.
- 6.3 Izoliavimo ir valymo procediiros bei priemonés:
Surinkti su skyscius risSanciomis medziagomis (smélis, zvyras, rugsciy risiklis, universalus risiklis, pjuvenos).
Panaudoti neutralizavimo priemone.
Uzterstomis medziagomis atsikratyti kaip atliekomis pagal 13 pkt. reikalavimus.
Garantuoti pakankamgq védinimg.
- 6.4 Nuoroda j kitus skirsnius
Informacija apie saugy vartojimq pateikiama 7 skyriuje.
Informacija apie asmens saugos priemones pateikiama 8 skyriuje.
Informacija apie sunaikinimq pateikiama 13 skyriuje.

‘ 7. SKIRSNIS. Tvarkymas ir sandéliavimas

- 7.1 Su saugiu tvarkymu susijusios atsargumo priemonés
Garantuoti gerq darbo vietos védinimg/nutraukimg.
Vengti aerozoliy susidarymo.
- Nuorodos apsaugai nuo gaisro ir sprogimo: Nebiitinos jokios specialiosios priemonés.

- 7.2 Saugaus sandéliavimo sqlygos, jskaitant visus nesuderinamumus

- Sandéliavimas:

- Reikalavimai sandéliavimo patalpoms ir talpoms: Néra jokiy specialiy reikalavimy.
- Nuorodos dél laikymo bendrai: Nereikalaujama.

- Kitos sandéliavimo nuorodos: Talpas laikyti sandariai uzdarytas.

- 7.3 Konkretus galutinio naudojimo biidas (-ai) Néra jokiy kity svarbiy informacijy.

\ 8. SKIRSNIS. Poveikio kontrolé/asmens apsauga

- 8.1 Kontrolés parametrai
- Sudedamosios dalys su darbo vietoje stebétinomis vertémis:
1310-73-2 Natrio hidroksidas
PRD | NRD NevirSytinas ribinis dydis: 2 mg/m?
U

- Papildomos nuorodos: Uz pagrindg buvo paimti sudarymo metu galioje sqrasai.

- 8.2 Poveikio kontrolés priemonés
- Atitinkamos techninio valdymo priemonés Jokiy kity nuorody, zZr. 7 pkt.
(Tgsinys 3 psl.)
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Puslapis: 3/6

m Saugos duomeny lapas
pagal 1907/2006/EB, 31 straipsnis

Prekybos zenklas: CAPILLARYS / MINICAP PLOVIMO TIRPALAS

- Individualios apsaugos priemonés, pavyzdZiui, asmeninés apsaugos jranga
- Bendrosios saugos ir higienos priemonés:
Nedelsiant nusirengti isSteptus, jsigérusius drabuzius.
Pries pertraukas ir baigus darbg nusiplauti rankas.
Vengti kontakto su akimis ir oda.
- Kvépavimo apsaugq Nereikalaujama.
- Ranky apsaugq

@ Apsauginés pirstinés

Medziaga, is kurios gaminama pirstiné, privalo biiti nepralaidi ir atspari misiniui.
- PirStiniy medZiaga
Tinkamy apsauginiy pirstiniy parinkimas priklauso ne tik nuo medziagos, taciau ir nuo kity kokybiniy rodikliy, kurie kiekvieno
gamintojo yra skirtingi.
Nitrilo kauciukas
Rekomenduojamas medziagos storis: > 1 mm
- Pirstiniy medZiagos persigérimo laikotarpis Atsparumas Zemiau minimy chemikaly miSiniui turi biiti maZiausiai 60 min.
- Akiy ir (arba) veido apsaugq

Tampriai prisispaudziantys akiniai

- Kiino apsauga: Apsauginiai drabuziai

‘ 9. SKIRSNIS. Fizikinés ir cheminés savybés

- 9.1 Informacija apie pagrindines fizikines ir chemines savybes
- Bendra informacija
- Spalva: Bespalvis(é)
- Kvapas: Bekvapis(é)
- Kvapo atsiradimo slenkstis: Nenustatyta.
- Lydymosi ir stingimo temperatiira Nenustatyta
- Virimo temperatiira arba pradiné virimo temperatiira ir virimo

temperatiiros intervalas 100 °C (212 °F)
- Degumas Nevartotina.
- VirSutiné ir apatiné sprogumo ribos
- Zemutiné: Nenustatyta.
- Vir§utiné Nenustatyta.
- Pliupsnio temperatiira: Nevartotina.
- Savaiminio uZsidegimo temperatiira: Produktas savaime neuzsidega.
- Skilimo temperatiira: Nenustatyta.
- pH esant 22 °C (71,6 °F) >]2
- Klampa:
- Kinematiné klampa Nenustatyta.
- Dinaminis: Nenustatyta.
- Tirpumas
- vandeniu: Pilnai maisytina(s).
- Pasiskirstymo koeficientas n-oktanolis/vanduo (logaritminé

verté) Nenustatyta.
- Gary slégis esant 20 °C (68 °F): 23 hPa (17,3 mm Hg)
- Tankis ir (arba) santykinis tankis
- Tankis: Nenustatyta.
- Santykinis tankis: Nenustatyta.
- Gary tankis Nenustatyta.
- 9.2 Kita informacija
- I§vaizda:
- Forma: Skysta(s)
- Svarbios nuorodos sveikatos ir aplinkos apsaugai bei saugumui
- Sprogstamosios (sprogiosios) savybés: Produktas nekelia sprogimo pavojaus.
- Tirpikliy sudétis:
- Organiniai tirpikliai: 0,0%
- Vanduo: 90,0 %
- VOC (EC) 0,00 %
- Kietyjy daleliy kiekis: 10,0 %

(Tgsinys 4 psl.)
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m Saugos duomeny lapas
pagal 1907/2006/EB, 31 straipsnis

Puslapis: 4/6

Perziiréta: 12.02.2021

Prekybos zenklas: CAPILLARYS / MINICAP PLOVIMO TIRPALAS

- Sudéties pakeitimas
- Garavimo greitj Nenustatyta.
- Informacija apie fiziniy pavojy klases
- Sprogstamosios medZiagos atkrenta
- Degiosios dujos atkrenta
- Aerozoliai atkrenta
- Oksiduojanciosios dujos atkrenta
- Suslégtosios dujos atkrenta
- Degieji skysciai atkrenta
- Degios kietos medZiagos atkrenta
- Savaime reaguojanciosios medZiagos ir miSiniai atkrenta
- Piroforiniai skysciai atkrenta
- Piroforinés kietosios medZiagos atkrenta
- Savaime kaistancios medZiagos ir miSiniai atkrenta
- MedZiagos ir miSiniai, kurie iSskiria degias dujas esant sqlyciui

su vandeniu atkrenta
- Oksiduojantieji skysciai atkrenta
- Oksiduojanciosios kietosios medZiagos atkrenta
- Organiniai peroksidai atkrenta
- Metaly korozijg sukeliancios medZiagos atkrenta
- Desensibilizuoti sprogmenys atkrenta

| 10. SKIRSNIS. Stabilumas ir reaktyvumas

- 10.1 Reaktyvumas Neéra jokiy kity svarbiy informacijy.

- 10.2 Cheminis stabilumas

- Terminis irimas / vengtinos sqlygos: Nesuyra vartojant pagal instrukcijg.
- 10.3 Pavojingy reakcijy galimybé NeZinomos jokios pavojingos reakcijos.
- 10.4 Vengtinos sqlygos Néra jokiy kity svarbiy informacijy.

- 10.5 Nesuderinamos medZiagos: Néra jokiy kity svarbiy informacijy.

- 10.6 Pavojingi skilimo produktai: NeZinomi jokie irimo produktai.

11. SKIRSNIS. Toksikologiné informacija

- 11.1 Informacija apie pavojy klases, kaip apibréita Reglamente (EB) Nr. 1272/2008
- Umus toksiSkumas Remiantis turimais duomenimis neatitinka klasifikavimo kriterijy.

- Klasifikacijai svarbios LD/LC50 vertés:

1310-73-2 Natrio hidroksidas

Oralinis(é) |LD50 | 2.000 mg/kg (rat)

- Odos ésdinimas ir (arba) dirginimas
Smarkiai nudegina odg ir pazeidzia akis.
- Didelis kenksmingumas akims ir (arba) akiy dirginimas
Smarkiai pazeidzia akis.
- Kvépavimo taky arba odos jautrinimas Remiantis turimais duomenimis neatitinka klasifikavimo kriterijy.
- Mutageninis poveikis lytinéms lgsteléms Remiantis turimais duomenimis neatitinka klasifikavimo kriterijy.
- Kancerogeniskumas Remiantis turimais duomenimis neatitinka klasifikavimo kriterijy.
- Toksiskumas reprodukcijai Remiantis turimais duomenimis neatitinka klasifikavimo kriterijy.
- STOT (vienkartinis poveikis) Remiantis turimais duomenimis neatitinka klasifikavimo kriterijy.
- STOT (kartotinis poveikis) Remiantis turimais duomenimis neatitinka klasifikavimo kriterijy.
- Aspiracijos pavojus Remiantis turimais duomenimis neatitinka klasifikavimo kriterijy.
- 11.2 Informacija apie kitus pavojus

- Endokrininés sistemos ardomosios savybés

I sudétj nejeina né viena is sudétiniy daliy.

\ 12. SKIRSNIS. Ekologiné informacija

- 12.1 Toksiskumas

- Vandeninis toksiskumas: Néra jokiy kity svarbiy informacijy.

- 12.2 Patvarumas ir skaidumas Néra jokiy kity svarbiy informacijy.

- 12.3 Bioakumuliacijos potencialas Néra jokiy kity svarbiy informacijy.
- 12.4 Judumas dirvoZemyje Neéra jokiy kity svarbiy informacijy.

- 12.5 PBT ir vPvB vertinimo rezultatai

- PBT: Nevartotina.

(Tgsinys 5 psl.)
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- vPvB: Nevartotina.
- 12.6 Endokrininés sistemos ardomosios savybés Duomenys apie endokrining sistemq ardancias savybes pateikti 11 skirsnyje.
- 12.7 Kitas nepageidaujamas poveikis
- Kitos ekologinés nuorodos:
- Bendrosios nuorodos:
Negali neskiestame pavidale arba nenukenksminus patekti j nuotékas arba j istekéjimo kanalg.
Didesniy kiekiy ispylimas j kanalizacijq arba aplinkos vandenis gali jtakoti pH vertés pakilimg. Auksta pH verté kenkia vandens
organizmams. Atskiedus naudotq koncentracijq, Zymiai sumazéja pH verté, todél po produkto panaudojimo j kanalizacijg
patenkancios nuotékos gali tik silpnai pakenkti vandeniui.
Vandens uztersimo klasé 1 (Savarankiska klasifikacija): lengvai uztersia vandenj
Neleisti neskiestame pavidale arba dideliais kiekiais patekti j gruntinius vandenis, vandens telkinius ir j kanalizacijq, net ir menkais
kiekiais.

13. SKIRSNIS. Atlieky tvarkymas

- 13.1 Atlieky apdorojimo metodai
- Rekomendacija: Negalima pasSalinti kartu su buitinémis atliekomis. Neleisti patekti j kanalizacijq.

- Nevalytos pakuotés:
- Rekomendacija:
Atsikratymas pagal zinybinj reglamentq.
Laikyti atliekas tam skirtuose uzdaruose konteineriuose
- Rekomenduojamas valiklis: Vanduo, jeigu jmanoma pridedant valymo priemonés.

‘ 14. SKIRSNIS. Informacija apie veZimgq

- 14.1 JT numeris ar ID numeris
-ADR, IMDG, IATA UN1824
- 14.2 JT tinkamas krovinio pavadinimas
-ADR 1824 NATRIO HIDROKSIDO TIRPALAS
-IMDG SODIUM HYDROXIDE SOLUTION
-IATA Sodium hydroxide solution
- 14.3 VeZimo pavojingumo klasé (-s)
-ADR
- klasé 8 (C5) Esdinancios medziagos
- Pavojingumo etikere &
-IMDG, IATA
- Class 8 Esdinancios medziagos
- Label 8
- 14.4 Pakuotés grupé
-ADR, IMDG, IATA 1
- 14.5 Pavojus aplinkai:
- Marine pollutant: Ne
- 14.6 Specialios atsargumo priemonés naudotojams Atsargiai: Esdinancios medziagos
- Pavojaus identifikavimo numeris (Kemlerio kodas): 80
- EMS numeris: F-4,5-B
- Segregation groups Alkalis
- Stowage Category A
- Segregation Code SG35 Stow "separated from" SGGI-acids
- 14.7 Nesupakuoty kroviniy veZimas jiry transportu pagal IMO
priemones Nevartotina.

(Tesinys 6 psl.)
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- Transportavimas/kitos nuorodos:
-ADR
- Riboti kiekiai (LQ): 1L
- Nekontroliuojami kiekiai (EQ) Kodas: E2
DidZiausias neto kiekis vidinéje taroje: 30 ml
Didziausias neto kiekis isorinéje taroje: 500 ml
- Transporto kategorija 2
~ Tunelio apribojimo kodas: £
-IMDG Nevartotina.
- Limited quantities (LQ) 1L
- Excepted quantities (EQ) Code: E2
Maximum net quantity per inner packaging: 30 ml
,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,, Maximum net quantity per outer packaging: 500ml
-IATA Nevartotina.
- UN "Model Regulation": UN1824, NATRIO HIDROKSIDO TIRPALAS, 8, Il

‘ 15. SKIRSNIS. Informacija apie reglamentavimg

- 15.1 Su konkrecia medZiaga ar miSiniu susij¢ saugos, sveikatos ir aplinkos teisés aktai

- Direktyva 2012/18/ES

- Vardinis pavojingy cheminiy medziagy sqra$as - I PRIEDAS [ sudétj nejeina né viena is sudétiniy daliy.
- REGLAMENTAS (EB) Nr. 1907/2006 XVII PRIEDAS Apribojimo sqlygos: 3

- 15.2 Cheminés saugos vertinimas: Cheminés saugos vertinimas nebuvo atliktas.

| 16. SKIRSNIS. Kita informacija

Duomenys Siame saugos duomeny lape remiasi isleidimo dieng turima informacija. Si informacija negali biiti laikoma iSsamia ir
Jjokiais biidais neapriboja produkto vartotojy nuo pareigos gauti informacijq is kity Saltiniy siekiant uztikrinti tinkamq produkto
naudojimgq ir personalo saugumq. SEBIA negali buti laikoma atsakinga uz zalg dél produkto, aprasyto Siame medziagy saugos
duomeny lape, naudojimo ar kontakto su juo.

Pries naudodami, sandéliuvodami ir sunaikindami sj reagentq, darbuotojai turi buiti specifiskai ismokyti geros laboratorinés
praktikos (GLP). GLP apima visas laboratorines procediiras, tarp jy ir darbg su pavojingomis medziagomis.

- Svarbios frazés
H302 Kenksminga prarijus.
H314 Smarkiai nudegina odq ir pazeidzia akis.

- Duomeny suvesting sudarantis skyrius: Service Qualité et Affaires Réglementaires
- Asmuo kontaktams : sebia@sebia.com
- Ankstesnés versijos data: 12.02.2021

- Santrumpos ir akronimai:
RID: Réglement international concernant le transport des marchandises dangereuses par chemin de fer (Regulations Concerning the International Transport of
Dangerous Goods by Rail)
ICAO: International Civil Aviation Organisation
ADR: Accord relatif au transport international des marchandises dangereuses par route (European Agreement Concerning the International Carriage of
Dangerous Goods by Road)
IMDG: International Maritime Code for Dangerous Goods
1ATA: International Air Transport Association
GHS: Globally Harmonised System of Classification and Labelling of Chemicals
EINECS: European Inventory of Existing Commercial Chemical Substances
ELINCS: European List of Notified Chemical Substances
CAS: Chemical Abstracts Service (division of the American Chemical Society)
VOC: Volatile Organic Compounds (USA, EU)
LC50: Lethal concentration, 50 percent
LD50: Lethal dose, 50 percent
PBT: Persistent, Bioaccumulative and Toxic
vPvB: very Persistent and very Bioaccumulative
Acute Tox. 4: Umus toksiskumas — 4 kategorija
Skin Corr. 14: Odos ésdinimas ir dirginimas — 14 kategorija
Eye Dam. 1: Smarkus akiy pazeidimas ir akiy sudirginimas — 1 kategorija

- * Lyginant su buvusia versija pakeisti duomenys

LT—
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SERUM DE CONTROLE NORMAL / NORMAL CONTROL SERUM - 2017/01

NORMAL CONTROL SERUM

Composition
The control serum is obtained from a pool of normal human sera. The serum is in a stabilized lyophilised form.

NOTE : Depending on the vials, the lyophilizate may present a variable color and its aspect may be more or less
compact, without any adverse effects on the functionality of the reconstituted control.

For in vitro diagnostic use.

Intended use

This serum is designed for the quality control of electrophoretic quantification of human serum proteins,
lipoproteins, cholesterol and apolipoproteins on HYDRAGEL and for serum proteins on CAPILLARYS &
MINICAP.

It is used as a "marker" for identification of the different isoenzymes separated by electrophoretic methods.
The values obtained must fall within the mean + 2 SD confidence range provided with each batch of control
serum.

Procedure

Reconstitute the lyophilised serum with 1 mL of distilled or deionized water.

NOTE : The precision of the reconstitution volume to be maintained is + 1.0 %.

Allow to stand for 30 minutes and mix gently (avoid formation of foam).

Collect the total amount of the reconstituted control.

The reconstituted Normal Control Serum should be used as any human serum sample.

For optimal use of the Normal Control Serum, it is recommended to split it into aliquots in microtubes before
freezing (see the next paragraph).

IMPORTANT : For optimal use of the Control Serum, it is necessary to use the bar code labels intended to
identify hemolyzing tubes holding the microtubes which contain Serum Control aliquots (cut the cap of the
microtube before using it).

Storage, stability and signs of deterioration

Before reconstitution, store the lyophilised Normal Control Serum refrigerated (at 2 to 8 °C). It is stable until the
expiration date indicated on the vial labels or the package.

Store the reconstituted Normal Control Serum at 2 - 8 °C, it should be used as any human serum sample. Due
to the risk of microbial contamination and denaturation, use the reconstituted serum within one week.
WARNING : For HYDRAGEL ISO-LDH and HYDRAGEL ISO-CK procedures, store the reconstituted serum
at 2 - 8 °C. Due to the risk of microbial contamination and denaturation, use the reconstituted serum
within the day (for 12 hours maximum).

The reconstituted serum may also be frozen (in aliquots) and stored at - 18 / - 30 °C for 6 months maximum.

For HYDRAGEL procedures :
Before use, store the thawed control serum at 2 - 8 °C and use it within the day (for 12 hours maximum). Do not

freeze it again.

For CAPILLARYS and MINICAP procedures :

For optimal use, each aliquot of the control serum may be frozen / thawed 20 times ; the freezing must be
performed immediately after use and the thawing (at 15 - 30 °C) immediately before use.

NOTES :

- The expected values are indicated in the package insert provided with the control vials.
- The values and / or the electrophoretic patterns are applicable whatever the reagent lot or the concerned
instrument.
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Control values of LD and CK fractions :

- Values are established with the Normal Control Serum reconstituted and stored for less than 12 hours at
2 - 8 °C, these values may vary according to the storage conditions.

- After reconstitution, the Normal Control Serum can be stored for 6 months maximum at - 18 /- 30 °C but with
a loss of total LD activity and total CK activity that can reach 15 %.

NOTE : During transportation, the control serum can be kept without refrigeration (15 to 30 °C) for 15 days
without any adverse effects on performance.

WARNING : No test method can provide an absolute assurance of the absence of HIV, hepatitis B and C or other
infectious agents. Therefore, handle the control serum as a hazardous biological material.

This lot of control serum was found negative on assays approved by FDA or EU equivalent regulatory agency :
- against hepatitis B surface antigen ;

- for antibody to HCV ;

- for antibody to HIV1 and HIV2.
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Reconstitution du séru_m de controle
Control serum reconstitution
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Etiquettes codes-barres : utilisation selon la version du logiciel PHORESIS*
Bar code labels : Utilization according to the PHORESIS version*

ATTENTION : 2 types d’étiquettes codes-barres sont fournis avec le flacon. Utiliser I'étiquette qui correspond a la
version du logiciel PHORESIS (versions 9.0 et supérieures ou versions inférieures a 9.0).

WARNING : 2 types of bar code labels are provided with the vial. Use the label that corresponds to the PHORESIS
software version (versions 9.0 and higher or versions lower than 9.0).

PHORESIS vs < 9.xx PHORESIS vs = 9.xx
) sebia = sebia 1=
Etiquette code-barres
Bar code label
CONTROL CONTROL
REF. NNNNN LOT XXXXX/XX EXP YYYY/YY

* La version du logiciel PHORESIS est indiquée dans la partie supérieure gauche de I'écran ou dans la fenétre "A propos de...
" du menu correspondant :

>

Fes PHORESIS REL. B.6.1 - CAPILLARYS (FLEX PIERCING) N® 20298

Flchler lofe de trava DdIF courbes Rappel nrchlve COrdinateur Caplllarys Utllltalres Fenetre & propos

| _ | Manuel dinstructions
. @ <:1 E> % - Manuel dinstructions Scanner/Gelscan
c = I I 2

flex-piercing

CAPILLARYS rel. 8.6.1

Licence dttksation du scamner imaée.
Uicence tfisation e Caplarys lenitée.

#+ PHORESIS REL. B.6.1 - CAPILLARYS (FLEX PIERCING) N® 20298

o MG
File: W0r| arve Search Datahase Host Caplllarys Litilities Wlndo

Instruction manual
. @ e ; <:] L_-> Instruckion manual Scanner iGelscan

Capillarys 2

flex-piercing
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e-mail : sebia.benelux@sebia.be

sebla Brasil

Edificio Baker Office Tower

Rua Bardo do Triunfo, 73, conjunto 51
CEP 04602-000

Bairro Brooklin Paulista, S&o Paulo - SP
Brasil

Tel. 5511 3849 0148

Fax 551138419816

e-mail : sebio@sebia.com.br

sebla GmbH
Munsterfeldallee, 6
36041 Fulda
Deutschland

Tel. . 49 (0)661 3 30 81
Fax 49 (0)661 3 18 81
e-mail : sebio@sebia.de

sabla Hispania s.a.
C/Sicilia, n® 394

08025 Barcelona

Espana

Tel. 34 93 208 15 52
Fax .34 93458 55 86
e-mail ; sebia@sebia.es

sebla Inc.

400-1705 Corporate Drive
Norcross, GA 30093

US.A.

Tel. 1770 446 - 3707

Fax . 1770446 -8511
e-mail : info@sebia-usa.com

sebia Italia S.r.l.
Via Antonio Meucci, 15/a
50012 Bagno a Ripoli (FI)
[talia

Tel. . 39 055 24851

Fax 39 055 0982083
e-mail ; info@sebia.it

sebla UK Ltd

River Court, Meadows Business Park
Station Approach, Blackwater
Camberley, Surrey, GU17 9AB
United Kingdom

Tel. : 44 (0)1276 600636

Fox 44 (0)1276 38827

e-mail : info@sebia.co.uk

sebia

Shanghai Representative Office
Cross Tower, Room 2306-07

| |
m 318 Fuzhou Road
Shanghai 200001
Parc Technologique Léonard de Vinci China

CP 8010 Lisses - 91008 EVRY Cedex - France Tel. 0086 (21) 6350 1655

. . , , Fax ;0086 (21) 6361 2011
Tél : 33 (0)1 69 89 80 80 - e-mail ; sebia@sebia.com e-mail : sebio@sebia.cn
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NORMALUS KONTROLINIS ZMOGAUS KRAUJO SERUMAS

Sudétis
Kontrolinis Zmogaus kraujo serumas gaunamas i$ normalaus Zzmogaus kraujo serumo banko. Zmogaus kraujo
serumas yra stabilizuotos liofilizuotos formos.

PASTABA : Atsizvelgiant j naudojamg buteliukg, liofilizato spalva gali skirtis ir jo tankumas gali bati didesnis ar
mazesnis, taciau tai neturi neigiamos jtakos atskiestos kontrolinés medziagos efektyvumui.

Naudoti in vitro diagnostikoje (dirbtinémis sglygomis).

Naudojimo paskirtis

Sis zmogaus kraujo serumas sukurtas kontroliuoti Zmogaus kraujo serumo baltymy, lipobaltymy, cholesterolio ir
apolipobaltymy HYDRAGEL, bei Zmogaus kraujo serumo baltymy CAPILLARYS & MINICAP elektroforetinio
kiekybinio vertinimo kokybe.

Jis naudojamas kaip Zzymeklis identifikuoti skirtingus izoenzimus, atskirtus elektroforezés metodu.

Gautos reik8meés turi bati kiekvienos kontrolinio Zzmogaus kraujo serumo partijos pateiktose ribose + 2 SD.

Procedura

IStirpinkite liofilizuoto Zmogaus kraujo seruma buteliuke tiksliai 1 mL distiliuoto arba dejonizuoto vandens.
PASTABA : I$laikykite sumaisymo santykj + 1,0 %.

Leiskite 30 minuciy pastovéti ir atsargiai sumaiSykite (kad nesusidaryty putos).

Surinkite visg atskiestg kontroling medzZiaga.

IStirpintas normalus kontrolinis serumas turi bati naudojamas kaip bet kuris Zmogaus serumo méginys.

Kad normalus kontrolinis serumas buty naudojamas optimaliai, rekomenduojama jj prie§ uzSaldant padalyti
alikvotinémis dalimis mégintuvéliuose (Zr. tolesne pastraipa).

SVARBU : Norint optimaliai iSnaudoti kontrolinj Zzmogaus kraujo serumg, batina naudoti brakSninio kodo etiketes,
skirtas identifikuoti hemolizavimo mégintuvélius kaip mikromégintuvéliy, kuriuose yra kontrolinj Zmogaus kraujo
serumas, laikiklius (prieS naudodami, nupjaukite mikromegintuveélio dangtel)).

Laikymas, stabilumas ir gedimo pozymiai

Prie§ istirpindami, liofilizuotg normaly kontrolinj serumg laikykite $aldytuve (nuo 2 iki 8 °C temperatiroje). Jis
iSlieka stabilus iki galiojimo laiko, kuris nurodytas ant flakony etike€iy arba pakuotés.

IStirpintg normaly kontrolés serumg laikykite 2 - 8 °C temperatiroje, jis turi blti naudojamas kaip bet kuris
Zmogaus serumo méginys. Dél uzterSimo mikrobais ir denattracijos grésmés, istirpintg serumg sunaudokite per
vieng savaite.

JSPEJIMAS : HYDRAGEL ISO-LDH ir HYDRAGEL ISO-CK procediiroms atskiestg seruma laikykite 2 - 8 °C
temperatiroje. Dél uzterSimo mikrobais ir denatiracijos grésmes, istirpinta serumg sunaudokite per
vieng dieng (ne véliau kaip per 12 valandy).

I8tirpintg serumg taip pat galima uzSaldyti (méginiuose) ir laikyti - 18 / - 30 °C temperaturoje ne ilgiau kaip
6 ménesius.

HYDRAGEL procediroms

Prie§ naudodami, laikykite atSildytg kontrolinj serumg 2 - 8 °C temperaturoje ir sunaudokite per dieng
(maksimaliai per 12 valandy). NeuzSaldykite dar kartg.

CAPILLARYS ir MINICAP proceddroms

Kad baty naudojama optimaliai, kiekviena alikvotiné kontrolinio serumo dalis gali bati uzSaldyta / atSildyta
20 karty ; uz8aldyti batina iSkart panaudojus, atsildyti (15 - 30 °C temperattroje) — iSkart prie$ naudojima.

PASTABOS :

- Tikétinos vertés nurodytos su kontrolines medZiagos buteliukais pateiktame pakuotes informaciniame lapelyje.
- Vertés ir (arba) elektroforezés sablonai yra taikomi nepriklausomai nuo reagento partijos ar susijusios prietaiso.
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Kontrolinés medZiagos LD ir CK frakcijy reikSmeés :
- Vertés yra nustatomos naudojant normaly kontrolés seruma, kuris buvo atskiestas ir maziau nei 12 valandy

laikytas 2 - 8 °C temperatiroje, Sios vertés gali skirtis dél laikymo salygy.
- Atskiedus normaly kontrolés seruma galima laikyti - 18 /- 30 °C temperatdroje ne ilgiau kaip 6 ménesius, taciau
mazés bendrasis LD aktyvumas ir bendrasis CK aktyvumas, kuris gali siekti 15 %.

PASTABA : Transportuojant kontrolinis Zzmogaus kraujo serumas gali bati laikomas nesaltai (15 - 30 °C) 15 dieny
be jokio neigiamo poveikio jo veikimui.

JSPEJIMAS : Néra tokio tyrimo budo, kuriuo galima absoliugiai tiksliai nustatyti ZIV, hepatito B ir C ar kity
infekciniy ligy nebuvimg. Todél elkités su kontroliniu Zmogaus kraujo serumu kaip su pavojinga biologine
medziaga.

Nustatyta, kad Sis kontrolinis Zzmogaus kraujo serumas buvo neigiamas tyrimy, kuriuos patvirtino FDA (maisto ir
vaisty administracija) arba ES tolygios reglamentuojancios agentiros, metu :

- prie$ hepatito B pavirSiaus antigena,

- HCV antikiinams,

- ZIV1 ir ZIV2 antikiinams.
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Reconstitution du séru_m de controle
Control serum reconstitution
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Etiquettes codes-barres : utilisation selon la version du logiciel PHORESIS*
Bar code labels : Utilization according to the PHORESIS version*

ATTENTION : 2 types d’étiquettes codes-barres sont fournis avec le flacon. Utiliser I'étiquette qui correspond a la
version du logiciel PHORESIS (versions 9.0 et supérieures ou versions inférieures a 9.0).

WARNING : 2 types of bar code labels are provided with the vial. Use the label that corresponds to the PHORESIS
software version (versions 9.0 and higher or versions lower than 9.0).

PHORESIS vs < 9.xx PHORESIS vs = 9.xx
) sebia = sebia 1=
Etiquette code-barres
Bar code label
CONTROL CONTROL
REF. NNNNN LOT XXXXX/XX EXP YYYY/YY

* La version du logiciel PHORESIS est indiquée dans la partie supérieure gauche de I'écran ou dans la fenétre "A propos de...
" du menu correspondant :

>

Fes PHORESIS REL. B.6.1 - CAPILLARYS (FLEX PIERCING) N® 20298

Flchler lofe de trava DdIF courbes Rappel nrchlve COrdinateur Caplllarys Utllltalres Fenetre & propos

| _ | Manuel dinstructions
. @ <:1 E> % - Manuel dinstructions Scanner/Gelscan
c = I I 2

flex-piercing

CAPILLARYS rel. 8.6.1

Licence dttksation du scamner imaée.
Uicence tfisation e Caplarys lenitée.

#+ PHORESIS REL. B.6.1 - CAPILLARYS (FLEX PIERCING) N® 20298

o MG
File: W0r| arve Search Datahase Host Caplllarys Litilities Wlndo

Instruction manual
. @ e ; <:] L_-> Instruckion manual Scanner iGelscan

Capillarys 2

flex-piercing
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Tel. 5511 3849 0148

Fax 551138419816
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sebla GmbH
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Tel. . 49 (0)661 3 30 81
Fax 49 (0)661 3 18 81
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Tel. 1770 446 - 3707

Fax . 1770446 -8511
e-mail : info@sebia-usa.com

sebia Italia S.r.l.
Via Antonio Meucci, 15/a
50012 Bagno a Ripoli (FI)
[talia

Tel. . 39 055 24851

Fax 39 055 0982083
e-mail ; info@sebia.it

sebla UK Ltd

River Court, Meadows Business Park
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Tel. : 44 (0)1276 600636

Fox 44 (0)1276 38827

e-mail : info@sebia.co.uk

sebia

Shanghai Representative Office
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Shanghai 200001
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Tél : 33 (0)1 69 89 80 80 - e-mail ; sebia@sebia.com e-mail : sebio@sebia.cn
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SAFETY DATA SHEET =Z&Ei+1" Bl |

| - COMPANY AND PRODUCT IDENTIFICATION

Company name

Address

Phone number
Fax number
E-mail

Product name
Product reference
Type of product

Emergency call number

SEBIA

Parc Technologique Léonard de Vinci - Rue Léonard de Vinci
CP 8010 Lisses

91008 EVRY CEDEX - FRANCE

33.(0)1.69.89.80.80

33.(0)1.69.89.78.78

sebia@sebia.com

NORMAL CONTROL SERUM
478514786

For in vitro diagnostic use

. +844 892 0111 (National Poisons Information Service (NPIS))

Il — KIT CONTENTS

Control Serum

This serum was tested negative as regards surface antigen of hepatitis B.

This serum was tested negative as regards anti-VHC antibodies.

This serum was tested negative as regards anti-HIV 1 and 2 antibodies.

As no test can prove the absence of HIV virus, hepatitis B virus, hepatitis C virus, or
any other infectious agent, the serum should be handled as biological hazards.

Data contained in this data sheet is based on information available at the date of issue. This information cannot be considered as exhaustive and will
in no case relieve product users to obtain information from other sources in order to ensure for correct use of the product and staff safety. SEBIA
cannot be held liable to any damage resulting from use or from contact with the product described in this data sheet.

Reference: SDS/CIA/SEB/4785
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SAUGOS DUOMENUY LAPAS ==

| — CHEMINES MEDZIAGOS, PREPARATO IR TIEKEJO PAVADINIMAS
Gamintojas : SEBIA
Adresas : Parc Technologique Léonard de Vinci - Rue Léonard de Vinci

CP 8010 Lisses
91008 EVRY CEDEX - FRANCE

Telefono numeris : 33.(0)1.69.89.80.80

Fakso numeris : 33.(0)1.69.89.78.78

E-mail . sebia@sebia.com

Produkto pavadinimas : NORMALUS KONTROLINIS SERUMAS

Produkto kodas : 4785/4786

Produkto tipas . In vitro diagnostikos priemoné.

Telefonas skubiai Informacijai suteikti : +3705 236 20 52 / +370 687 533 78

Il — RINKINIO SUDETIS

Kontrolinis serumas . - Nustatyta, kad Sis serumas neigiamas pagal hepatito B pavirSiaus antigena.
- Nustatyta, kad Sis serumas neigiamas pagal anti-VHC antikinus.
- Nustatyta, kad $is serumas neigiamas pagal anti-ZIV 1 ir 2 antikdnus.
- Kadangi jokie testai negali patvirtinti ZIV viruso, hepatito B viruso, hepatito C viruso
ar kity infekciniy agenty nebuvimo, su serumu turi bati elgiamasi kaip su biologiSkai
pavojinga medZiaga.

Duomenys $iame saugos duomeny lape remiasi i$leidimo dieng turima informacija. Si informacija negali biti laikoma i§samia ir jokiais badais
neapriboja produkto vartotojy nuo pareigos gauti informacijg i$ kity Saltiniy siekiant uztikrinti tinkamg produkto naudojimg ir personalo sauguma.
SEBIA negali bati laikoma atsakinga uz Zalg dél produkto, aprasyto Siame medziagy saugos duomeny lape, naudojimo ar kontakto su juo.

Pagal : SDS/CIA/SEB/4785
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SERUM DE CONTROLE HYPERGAMMA (20)
HYPERGAMMA CONTROL SERUM (20)
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SERUM DE CONTROLE HYPERGAMMA / HYPERGAMMA CONTROL SERUM - 2017/01

HYPERGAMMA CONTROL SERUM

Composition

The Hypergamma control serum is obtained from a pool of human sera.

The serum is in a stabilized lyophilised form.

NOTE : Depending on the vials, the lyophilizate may present a variable color and its aspect may be more or less
compact, without any adverse effects on the functionality of the reconstituted control.

For in vitro diagnostic use.

Intended use

This serum is designed for the quality control of electrophoretic quantification of human serum proteins on
HYDRAGEL and CAPILLARYS & MINICAP.

The values obtained must fall within the mean + 2 SD confidence range provided with each batch of control
serum.

Procedure

Reconstitute the lyophilised serum with 1 mL of distilled or deionized water.

Allow to stand for 30 minutes and mix gently (avoid formation of foam).

NOTE : The precision of the reconstitution volume to be maintained is + 1.0 %.

Collect the total amount of the reconstituted control.

The reconstituted Hypergamma Control Serum should be used as any human serum sample.

For optimal use of the Hypergamma Control Serum, it is recommended to split it into aliquots in microtubes
before freezing (see the next paragraph).

IMPORTANT : For optimal use of the Control Serum, it is necessary to use the bar code labels intended to
identify hemolyzing tubes holding the microtubes which contain Serum Control aliquots (cut the cap of the
microtube before using it).

Storage, stability and signs of deterioration

Before reconstitution, store the lyophilised Hypergamma Control Serum refrigerated (at 2 to 8 °C). It is stable until
the expiration date indicated on the vial labels or the package.

Store the reconstituted serum at 2 - 8 °C, it should be used as any human serum sample. Due to the risk of
microbial contamination and denaturation, use the reconstituted serum within one week.

The reconstituted serum may also be frozen (in aliquots) and stored at - 18 / - 30 °C for 6 months maximum.
For HYDRAGEL procedures, before use, store the thawed control serum at 2 - 8 °C and use it within the day
(for 12 hours maximum). Do not freeze it again.

For CAPILLARYS and MINICAP procedures, for optimal use, each aliquot of the control serum may be frozen /
thawed 20 times ; the freezing must be performed immediately after use and the thawing (at 15 - 30 °C)
immediately before use.

NOTE : During transportation, the control serum can be kept without refrigeration (15 to 30 °C) for 15 days
without any adverse effects on performance.

WARNING : No test method can provide an absolute assurance of the absence of HIV, hepatitis B and C or other
infectious agents. Therefore, handle the control serum as a hazardous biological material.

This lot of control serum was found negative on assays approved by FDA or EU equivalent regulatory agency :
- against hepatitis B surface antigen ;

- for antibody to HCV ;

- for antibody to HIV1 and HIV2.

-3- SEBIA INSTRUCTIQMS - Englick:
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NOTES :

- The expected values are indicated in the package insert provided with the control vials.
- The values and / or the electrophoretic patterns are applicable whatever the reagent lot or the concerned
instrument.
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Reconstitution du séru_m de controle
Control serum reconstitution
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Etiquettes codes-barres : utilisation selon la version du logiciel PHORESIS*
Bar code labels : Utilization according to the PHORESIS version*

ATTENTION : 2 types d’étiquettes codes-barres sont fournis avec le flacon. Utiliser I'étiquette qui correspond a la
version du logiciel PHORESIS (versions 9.0 et supérieures ou versions inférieures a 9.0).

WARNING : 2 types of bar code labels are provided with the vial. Use the label that corresponds to the PHORESIS
software version (versions 9.0 and higher or versions lower than 9.0).

PHORESIS vs < 9.xx PHORESIS vs = 9.xx
, sebia = sebia =
Etiquette code-barres
Bar code label
CONTROL CONTROL
REF. NNNNN LOT XXXXX/XX EXP YYYY/YY

* La version du logiciel PHORESIS est indiquée dans la partie supérieure gauche de I'écran ou dans la fenétre "A propos de...
" du menu correspondant :

»,

PHORESES REL. B 8.1 - DIPILLARYS (FLIX PIERCING) N® 20798
Fachess Lk i, coates  Pappsl Arches Ordralew Capllaryi  Leiltared  Ferdtrs [CTSRE

é»&%@ OLq oo SWH ...
Capillarys 2 =

flex-piercing

CAPILLARYS rel. 8.6.1

* The PHORESIS version is provided in the left upper part of the screen or in the window "About Phoresis" from the Help menu :

% PHORISIS R 5-51 COPRLARYS (FLEX PITRCING) N* 20798
agpch Datsbete Hosl Caplleryd  LBlties  Window B

éo%@ PSG 8 A D § s
Capillarys 2 L

flex-piercing

VATNING T o s st by comm s =
o con s censen
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HIPERGAMMA KONTROLINIS SERUMAS

Sudétis
Hipergamma kontrolinis serumas gaunamas i§ normalaus Zzmogaus kraujo serumo banko.
Serumas yra stabilizuotos liofilizuotos formos.

PASTABA : Atsizvelgiant j naudojamg buteliukg, liofilizato spalva gali skirtis ir jo tankumas gali bati didesnis ar
mazesnis, taciau tai neturi neigiamos jtakos atskiestos kontrolinés medziagos efektyvumui.

Naudoti in vitro diagnostikoje (dirbtinémis sglygomis).

Naudojimo paskirtis
Sis serumas sukurtas kontroliuoti Zmogaus kraujo serumo baltymy HYDRAGEL bei CAPILLARYS & MINICAP

elektroforetinio kiekybinio vertinimo kokybe.
Gautos reik8meés turi bati kiekvieno kontrolinio serumo partijos pateiktose ribose + 2 SD.

Procedura

IStirpinkite liofilizuoto serumo buteliuke tiksliai 1 mL distiliuoto arba dejonizuoto vandens.

Leiskite 30 minuciy pastovéti ir atsargiai sumaisykite (kad nesusidaryty putos).

PASTABA : ISlaikykite sumaisymo santykj + 1,0 %.

Surinkite visg atskiestg kontroling medziaga.

IStirpintas Hypergamma kontrolinis serumas turi bati naudojamas kaip bet kuris Zmogaus serumo méginys.
Kad Hypergamma kontrolinis serumas buty naudojamas optimaliai, rekomenduojama jj prie$ uzSaldant padalyti
alikvotinémis dalimis mégintuvéliuose (Zr. tolesne pastraipa).

SVARBU : Norint optimaliai iSnaudoti kontrolinj serumg, bdtina naudoti braksSninio kodo etiketes, skirtas
identifikuoti hemolizavimo mégintuvélius kaip mikromegintuvéliy, kuriuose yra kontrolinis serumas, laikiklius
(prie$ naudodami, nupjaukite mikromégintuvélio dangtel)).

Laikymas, stabilumas ir gedimo pozymiai

Pries istirpindami, liofilizuotg Hypergamma kontrolinj serumg laikykite Saldytuve (nuo 2 iki 8 °C temperataroje).
Jis iSlieka stabilus iki galiojimo laiko, kuris nurodytas ant flakony etikeCiy arba pakuotés.

IStirpintg serumg laikykite 2 — 8 °C temperatiroje, jis turi bati naudojamas kaip bet kuris Zmogaus serumo
méginys. Dél uzterSimo mikrobais ir denaturacijos grésmes, istirpintg serumg sunaudokite per vieng savaite.
IStirpintg antiseruma taip pat galima uz3aldyti (alikvotinémis dalimis) ir laikyti - 18 / - 30 °C temperaturoje ne ilgiau
kaip 6 ménesius.

HYDRAGEL proceduroms, prieS naudodami, laikykite atSildytg kontrolinj serumg 2 — 8 °C temperaturoje ir
sunaudokite per dieng (maksimaliai per 12 valandy). Neuzsaldykite dar kartg.

CAPILLARYS ir MINICAP proceduroms, kad buty naudojama optimaliai, kiekviena alikvotiné kontrolinio
serumo dalis gali buti uz3aldyta / atSildyta 20 karty ; uzSaldyti batina iSkart panaudojus, atSildyti (15 — 30 °C
temperaturoje) — iSkart prieS naudojima.

PASTABA : Transportuojant kontrolinj serumg, jis gali bati laikomas nesaltai (15 - 30 °C) 15 dieny be jokio
neigiamo poveikio jo veikimui.

JSPEJIMAS : Néra tokio tyrimo bado, kuriuo galima absoliugiai tiksliai nustatyti ZIV, hepatito B ir C ar kity
infekciniy ligy nebuvima. Todél elkités su kontroliniu serumu kaip su pavojinga biologine medziaga.

Nustatyta, kad Sis kontrolinis serumas buvo neigiamas tyrimy, kuriuos patvirtino FDA (maisto ir vaisty
administracija) arba ES tolygios reglamentuojancios agenturos, metu :

- prie$ hepatito B pavirSiaus antigena,

- HCV antikiinams,

- ZIV1 ir ZIV2 antikiinams.
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PASTABOS :

- Tikétinos vertés nurodytos su kontrolinés medZiagos buteliukais pateiktame pakuotes informaciniame lapelyje.
- Vertés ir (arba) elektroforezés sablonai yra taikomi nepriklausomai nuo reagento partijos ar susijusios prietaiso.
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Reconstitution du séru_m de controle
Control serum reconstitution

3

N
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Etiquettes codes-barres : utilisation selon la version du logiciel PHORESIS*
Bar code labels : Utilization according to the PHORESIS version*

ATTENTION : 2 types d’étiquettes codes-barres sont fournis avec le flacon. Utiliser I'étiquette qui correspond a la
version du logiciel PHORESIS (versions 9.0 et supérieures ou versions inférieures a 9.0).

WARNING : 2 types of bar code labels are provided with the vial. Use the label that corresponds to the PHORESIS
software version (versions 9.0 and higher or versions lower than 9.0).

PHORESIS vs < 9.xx PHORESIS vs = 9.xx
, sebia = sebia =
Etiquette code-barres
Bar code label
CONTROL CONTROL
REF. NNNNN LOT XXXXX/XX EXP YYYY/YY

* La version du logiciel PHORESIS est indiquée dans la partie supérieure gauche de I'écran ou dans la fenétre "A propos de...
" du menu correspondant :

»,

PHORESES REL. B 8.1 - DIPILLARYS (FLIX PIERCING) N® 20798
Fachess Lk i, coates  Pappsl Arches Ordralew Capllaryi  Leiltared  Ferdtrs [CTSRE

é»&%@ OLq oo SWH ...
Capillarys 2 =

flex-piercing

CAPILLARYS rel. 8.6.1

* The PHORESIS version is provided in the left upper part of the screen or in the window "About Phoresis" from the Help menu :

% PHORISIS R 5-51 COPRLARYS (FLEX PITRCING) N* 20798
agpch Datsbete Hosl Caplleryd  LBlties  Window B

éo%@ PSG 8 A D § s
Capillarys 2 L

flex-piercing

VATNING T o s st by comm s =
o con s censen
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SAFETY DATA SHEET =Z&Ei+1" Bl |

| - COMPANY AND PRODUCT IDENTIFICATION

Company name

Address

Phone number
Fax number
E-mail

Product name
Product reference
Type of product

Emergency call number

SEBIA

Parc Technologique Léonard de Vinci - Rue Léonard de Vinci
CP 8010 Lisses

91008 EVRY CEDEX - FRANCE

33.(0)1.69.89.80.80

33.(0)1.69.89.78.78

sebia@sebia.com

HYPERGAMMA CONTROL SERUM
4787 1 4766

For in vitro diagnostic use

. +844 892 0111 (National Poisons Information Service (NPIS))

Il — KIT CONTENTS

Control Serum

This serum was tested negative as regards surface antigen of hepatitis B.

This serum was tested negative as regards anti-VHC antibodies.

This serum was tested negative as regards anti-HIV 1 and 2 antibodies.

As no test can prove the absence of HIV virus, hepatitis B virus, hepatitis C virus, or
any other infectious agent, the serum should be handled as biological hazards.

Data contained in this data sheet is based on information available at the date of issue. This information cannot be considered as exhaustive and will
in no case relieve product users to obtain information from other sources in order to ensure for correct use of the product and staff safety. SEBIA
cannot be held liable to any damage resulting from use or from contact with the product described in this data sheet.

Reference: SDS/CIA/SEB/4787
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SAUGOS DUOMENUY LAPAS ==

| — CHEMINES MEDZIAGOS, PREPARATO IR TIEKEJO PAVADINIMAS
Gamintojas : SEBIA
Adresas : Parc Technologique Léonard de Vinci - Rue Léonard de Vinci

CP 8010 Lisses
91008 EVRY CEDEX - FRANCE

Telefono numeris : 33.(0)1.69.89.80.80

Fakso numeris : 33.(0)1.69.89.78.78

E-mail . sebia@sebia.com

Produkto pavadinimas : HYPERGAMMA KONTROLINIS SERUMAS
Produkto kodas © 4787 /4766

Produkto tipas . In vitro diagnostikos priemoné.

Telefonas skubiai Informacijai suteikti : +3705 236 20 52 / +370 687 533 78

Il — RINKINIO SUDETIS

Kontrolinis serumas . - Nustatyta, kad Sis serumas neigiamas pagal hepatito B pavirSiaus antigena.
- Nustatyta, kad Sis serumas neigiamas pagal anti-VHC antikinus.
- Nustatyta, kad $is serumas neigiamas pagal anti-ZIV 1 ir 2 antikdnus.
- Kadangi jokie testai negali patvirtinti ZIV viruso, hepatito B viruso, hepatito C viruso
ar kity infekciniy agenty nebuvimo, su serumu turi bati elgiamasi kaip su biologiskai
pavojinga medZiaga.

Duomenys $iame saugos duomeny lape remiasi i$leidimo dieng turima informacija. Si informacija negali biti laikoma i§samia ir jokiais badais
neapriboja produkto vartotojy nuo pareigos gauti informacijg i$ kity Saltiniy siekiant uztikrinti tinkamg produkto naudojimg ir personalo sauguma.
SEBIA negali bati laikoma atsakinga uz Zalg dél produkto, aprasyto Siame medziagy saugos duomeny lape, naudojimo ar kontakto su juo.

Pagal : SDS/CIA/SEB/A787
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CAPICLEAN - 2015/10

NOTE : In this instruction sheet, the name "CAPILLARYS" is used for SEBIA CAPILLARYS, CAPILLARYS 2 and CAPILLARYS 2 FLEX-PIERCING
automated instruments.

Intended use

CAPICLEAN solution is used for cleaning of the sample probe in automated systems CAPILLARYS and MINICAP, SEBIA, for capillary electrophoresis,
during the CAPICLEAN cleaning sequence.

NOTE : A CAPICLEAN cleaning sequence includes the sample probe cleaning with the CAPICLEAN reagent and the capillaries cleaning with the
CAPILLARYS / MINICAP wash solution.

For In Vitro diagnostic use.

Reagent
ITEMS PN 2058
CAPICLEAN (stock solution) 1 vial, 25 mL
"CAPICLEAN" bar code labels 50 labels
"SODIUM HYPOCHLORITE SOLUTION" bar code labels 50 labels

Concentrated CAPICLEAN solution contains : proteolytic enzymes, surfactants and additives nonhazardous at concentrations used, necessary for
optimum performances.
WARNING : The CAPICLEAN solution may cause irritation or burns to skin, eyes and mucous membranes. See the safety data sheet.

Storage / Stability

Store CAPICLEAN refrigerated (2 — 8 °C). It is stable until the expiration date indicated on the vial label. DO NOT FREEZE.

Precipitate or combined particles in suspension (floccules) may be observed in the CAPICLEAN vial without any adverse effects on its utilization.
Do not dissolve this precipitate or these particles. It is recommended to collect only the supernatant.

For later use, store the dilution segment and / or the tube containing the diluted solution at 2 — 8 °C. They must be used within the day.

NOTE : During transportation, CAPICLEAN can be kept without refrigeration (15 to 30 °C) for 15 days without any adverse effects on its efficiency.

Procedure
See the instruction manuals of CAPILLARYS and MINICAP, SEBIA.

CAPILLARYS :

IMPORTANT :

- When less than 500 samples are analyzed within a week, launch a CAPICLEAN cleaning sequence at least once a week.

- When less than 500 samples are analyzed within a day but more than 500 samples are analyzed within a week, launch a CAPICLEAN cleaning
sequence after every 500 analyses.

- When more than 500 samples are analyzed within a day, launch a CAPICLEAN cleaning sequence once a day.

PHORESIS VS < 8.61 : In addition to the weekly cleaning sequence, after having changed the technique from "CDT" towards "PROTEIN(E) 6" or

"IMMUNOTYPING", it is necessary to launch a "CAPICLEAN procedure" to avoid distorted electrophoretic patterns of proteins.

PHORESIS VS = 8.61 : It is not necessary to launch a "CAPICLEAN procedure" after having changed the technique from "CDT" towards
"PROTEIN(E) 6" or "IMMUNOTYPING".

+ Use the sample rack No. 100 designed for cleaning (this maintenance is made in only one step and must be weekly performed after cleaning with
the sodium hypochlorite solution).
+ For the sample probe cleaning :

- In a tube, mix 500 pL of concentrated CAPICLEAN solution and 500 pL of distilled or deionized water ; avoid formation of foam.

- Let this solution come to room temperature prior to use.

- Place this tube in position No. 1 on the sample rack No. 100.

For the capillaries cleaning :

- Use the CAPILLARYS / MINICAP wash solution (SEBIA, PN 2052, 2 vials, 75 mL). This solution must be diluted 10 times with distilled or
deionized water (for example, prepare 10 mL of diluted solution : 1 mL of concentrated wash solution + 9 mL of distilled or deionized water ;
the diluted solution is stable for 3 months).

- Apply 200 pL of wash solution diluted 10 times in each well of a new uncoloured dilution segment*.

- Place this dilution segment on the sample rack No. 100.

*NOTE : With the techniques intended for hemoglobin analysis that are performed with green or white dilution segments, apply 100 uL of diluted wash
solution in each well of a new green or white dilution segment.

« Slide the sample rack No. 100 in the CAPILLARYS instrument.

+ In the "MAINTENANCE" window which appears on the screen, select "Launch the CAPICLEAN cleaning" and validate.

+ The cleaning sequence begins automatically.

IMPORTANT : Do not re-use the dilution segment after capillaries and sample probe cleaning.
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MINICAP :

IMPORTANT : Launch a CAPICLEAN cleaning sequence at least once a week and at maximum once a day, or after every 500 analyses when
performed within less than one week.

For the sample probe cleaning :

« In a tube, mix 500 pL of concentrated CAPICLEAN solution and 500 uL of distilled or deionized water ; avoid formation of foam.

Let this solution come to room temperature prior to use.

« Place the tube (identified with one bar code label specific to CAPICLEAN) on the rotating sampler of MINICAP.

Position a new reagent cup on the automated loading system for cups of MINICAP (a message will be displayed if the reagent cup is missing).

« Slide the rotating sampler into the MINICAP System.

Close the doors of the MINICAP System, the cleaning sequence starts automatically.

IMPORTANT : For optimal use of the CAPICLEAN solution with the MINICAP instrument, it is necessary to use one bar code label intended to identify
the tube which contains the diluted CAPICLEAN solution.

The capillaries cleaning is automatically performed during the CAPICLEAN cleaning sequence by using the reconstituted wash solution contained in
the wash solution container installed in the MINICAP system.

NOTE : The "SODIUM HYPOCHLORITE SOLUTION" bar code label provided in the CAPICLEAN pack is intended to identify the tube with
hypochlorite sodium solution used for the specific sample probe cleaning of the MINICAP instrument using this solution.

See the package inserts of SEBIA MINICAP kits and instruction manual of SEBIA MINICAP instrument.
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PASTABA : Siame instrukcijy lape pavadinimas CAPILLARYS vartojamas kalbant apie automatinius prietaisus SEBIA CAPILLARYS, CAPILLARYS 2
ir CAPILLARYS 2 FLEX-PIERCING.

Numatytas naudojimas

CAPICLEAN tirpalas naudojamas plauti méginiy zondus automatizuotose sistemose CAPILLARYS ir MINICAP, SEBIA, elektroforezei kapiliaruose
CAPICLEAN valymo eigos metu.

PASTABA : CAPICLEAN valymo eiga apima méginiy zondy plovima CAPICLEAN reagentu ir kapiliary plovimg CAPILLARYS / MINICAP plovimo
tirpalu.

Naudoti diagnostikai In vitro.

Reagentas
ELEMENTAI PN 2058
CAPICLEAN (pagrindinis tirpalas) 1 buteliukas, 25 mL
"CAPICLEAN" briksniniy kody etiketés 50 etikeCiy
"SODIUM HYPOCHLORITE SOLUTION" briik$niniy kody etiketés 50 etikeCiy

Koncentruoto CAPICLEAN tirpalo sudétyje yra : proteaziy, plovikliy ir nepavojingomis koncentracijomis naudojamy priedu, reikalingy optimaliai veikti.
JSPEJIMAS : CAPICLEAN tirpalas gali sudirginti arba nudeginti oda, akis ir gleivinés membranas. Zr. saugos duomeny lapa.

Laikymas / stabilumas

Laikykite CAPICLEAN $aldytuve (2 - 8 °C). Savybés iSlieka iki etiketéje nurodyto galiojimo laiko pabaigos. NEUZSALDYKITE.

"CAPICLEAN" buteliuke gali bati nuosédy arba sukibusiy kietujy daleliy, kurios jokio neigiamo poveikio naudojimui neturi.

Siy nuosédy arba kietyjy daleliy netirpinkite. Rekomenduojama surinkti tik pavir$iuje esan¢ias nuosédas.

Jei naudosite véliau, skiedimo segmentg ir / arba mégintuvélj su atskiestu tirpalu laikykite 2 - 8 °C temperattroje. Juos batina sunaudoti per vieng
dieng.

PASTABA : Transportuojant CAPICLEAN galima laikyti neSaltai (15 - 30 °C) 15 dieny — tokiomis aplinkybémis jis nepraranda veikimo efektyvumo.

Procediira
Zr. CAPILLARYS ir MINICAP, SEBIA instrukcijy vadova.

CAPILLARYS :

SVARBU :

- Jei per savaite tiiama maziau kaip 500 méginiy, paleiskite CAPICLEAN valymo sekg bent kartg per savaitg.

- Jei per dieng tiriama maziau kaip 500 méginiy, bet per savaite tiriama daugiau kaip 500 méginiy, paleiskite CAPICLEAN valymo seka po kiekvieny
500 tyrimy.

- Jei per dieng tiriama daugiau kaip 500 méginiy, paleiskite CAPICLEAN valymo sekg kartg per dieng.

PHORESIS VS < 8.61 : Neskaitant savaitinio valymo, pakeitus metodg i§ "CDT" | "PROTEIN(E) 6" ar j "IMMUNOTYPING", bitina paleisti CAPICLEAN

procedira, kad baty iSvengta baltymy elektroforetiniy spektry iskraipymuy.

PHORESIS VS 2 8.61 : Nebitina paleisti "CAPICLEAN procedure" (CAPICLEAN procediros), pakeitus metodg i§ "CDT" | "PROTEIN(E) 6" ar

"IMMUNOTYPING".

+ Naudokite valymui skirta méginiy stovelj Nr. 100 (Sie priezitros darbai atliekami vienu veiksmu, turi bati taikomi kas savaite, nuvalius natrio
hipochlorito tirpalu).
+ Norint iSvalyti méginiy zondus :

- Sumaisykite mégintuvélyje 500 pL koncentruoto CAPICLEAN tirpalo su 500 pL distiliuoto ar dejonizuoto vandens ; nesuplakite puty.

- Pries §j tirpalg naudodami, palikite susilti iki kambario temperataros.

- |statykite §j mégintuvélj  méginiy stovo Nr. 100 padétj Nr. 1.

+ Norint iSvalyti kapiliarus :

- Naudokite CAPILLARYS / MINICAP plovimo tirpalg (SEBIA, PN 2052, 2 buteliukai, 75 mL). Sis tirpalas turi bati 10 karty atskiestas distiliuotu
arba dejonizuotu vandeniu (pavyzdziui, paruoskite 10 mL atskiesto tirpalo : 1 mL koncentruoto plovimo tirpalo + 9 mL distiliuoto arba
dejonizuoto vandens; atskiesto tirpalo savybés islieka pastovios 3 ménesius).

- | kiekvieng naujo nenuspalvinto skiedimo segmento Sulinélj jpilkite 200 pL plovimo tirpalo, atskiesto 10 karty*.

- §j skiedimo segmentg padékite ant méginiy stovelio Nr. 100.

* PASTABA : Taikydami metodus, skirtus hemoglobinui analizuoti naudojant Zalius arba baltus skiedimo segmentus, j kiekvieng naujo Zalio arba balto

skiedimo segmento $ulinélj jpilkite 100 gl atskiesto plovimo tirpalo.

+ Méginiy stovelj Nr. 100 jstumkite | CAPILLARY'S prietaisg.

+ Ekrane pasirodziusiame langelyje "MAINTENANCE" (Techniné priezidra) pasirinkite "Launch the CAPICLEAN cleaning" (Pradéti CAPICLEAN
valyma) ir patvirtinkite.

+ Valymo eiga pradedama automatiskai.

SVARBU : Nevalykite kapiliary ir méginiy zondy naudotu skiedimo segmentu.
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CAPICLEAN - 2015/10

MINICAP :

SVARBU : Paleiskite CAPICLEAN valymo eigg bent kartg per savaite ir daugiausiai kartg per dieng arba po 500 tyrimy, atlikty maziau nei per vieng
savaite.

Valyti méginiy zondus :

Sumaisykite mégintuvélyje 500 pL koncentruoto CAPICLEAN tirpalo su 500 pL distiliuoto ar dejonizuoto vandens ; nesuplakite puty.

Pries$ $§j tirpalg naudodami, palikite susilti iki kambario temperattiros.

Padékite mégintuvélj (pazymétq viena braksninio kodo etikete, skirta CAPICLEAN) ant MINICAP sukamojo méginiy émiklio.

Nustatykite naujg reagento puodelj ant automatizuotos MINICAP puodeliy jkrovimo sistemos (jei nebus reagento puodelio, ekrane pasirodys
pranesimas).

|stumkite sukamajj méginiy émiklj j MINICAP sistema.

Uzdarykite MINICAP sistemos dureles, valymo eiga prasidés automatiskai.

SVARBU : Kad CAPICLEAN tirpalas baty optimaliai naudojamas su MINICAP prietaisu, reikia naudoti vieng braksninio kodo etikete, skirtg identifikuoti
mégintuvélj, kuriame yra atskiesto CAPICLEAN tirpalo.

Kapiliary valymas automatiskai atliekamas CAPICLEAN valymo sekos metu naudojant atstatytg plovimo tirpala, laikomg plovimo tirpalo konteineryje,
sumontuotame MINICAP sistemoje.

PASTABA : Briksninio kodo etiketé "SODIUM HYPOCHLORITE SOLUTION" (natrio hipochlorito tirpalas), pateikta CAPICLEAN pakete, yra skirta
identifikuoti mégintuvélj su natrio hipochlorito tirpalu, naudojama norint Siuo tirpalu valyti MINICAP prietaiso méginio zonda.

Zr. SEBIA MINICAP rinkiniy pakuodiy informacinius lapelius ir SEBIA MINICAP prietaiso instrukcija.
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#41.1..

SAFETY DATA SHEET Z&Ei+1" Bl |

| - COMPANY AND PRODUCT IDENTIFICATION

Company name

Address

Phone number
Fax number
E-mail

Product name
Product reference
Type of product

Emergency call number

SEBIA

Parc Technologique Léonard de Vinci - Rue Léonard de Vinci
CP 8010 Lisses

91008 EVRY CEDEX - FRANCE

33.(0)1.69.89.80.80

33.(0)1.69.89.78.78

sebia@sebia.com

CAPICLEAN
2058

For in vitro diagnostic use

: +844 892 0111 (National Poisons Information Service (NPIS))

Il — KIT CONTENTS

CAPICLEAN

Data contained in this data sheet is based on information available at the date of issue. This information cannot be considered as exhaustive and will
in no case relieve product users to obtain information from other sources in order to ensure for correct use of the product and staff safety. SEBIA
cannot be held liable to any damage resulting from use or from contact with the product described in this data sheet.
Reference: SDS/CIA/SEB/2058 Revised on: 2021.06.01
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m Safety data sheet
according to 1907/2006/EC, Article 31

‘ SECTION 1I: Identification of the substance/mixture and of the company/undertaking

- 1.1 Product identifier
- Trade name: CAPICLEAN

- Registration number SDS/CIA/SEB/0439
- 1.2 Relevant identified uses of the substance or mixture and uses advised against No further relevant information available.
- Application of the substance / the mixture For in vitro diagnostic use

- 1.3 Details of the supplier of the safety data sheet
- Manufacturer/Supplier:

SEBIA

Parc Technologique Léonard de Vinci

F-91008 Evry Cedex

- Further information obtainable from:
Département Qualité et Affaires Réglementaires
sebia@sebia.com
- 1.4 Emergency telephone number: + 844 892 0111 (National Poisons information Service (NPIS))

‘ SECTION 2: Hazards identification

- 2.1 Classification of the substance or mixture
- Classification according to Regulation (EC) No 1272/2008

Skin Irrit. 2 H315 Causes skin irritation.
Eye Irrit. 2 H319 Causes serious eye irritation.

- 2.2 Label elements
- Labelling according to Regulation (EC) No 1272/2008 The substance is classified and labelled according to the CLP regulation.
- Hazard pictograms

D

GHSO07

- Signal word Warning
- Hazard statements
H315 Causes skin irritation.
H319 Causes serious eye irritation.
- Precautionary statements
P264 Wash thoroughly after handling.
P280 Wear protective gloves / eye protection / face protection.
P305+P351+P338 IF IN EYES: Rinse cautiously with water for several minutes. Remove contact lenses, if present and easy to do.
Continue rinsing.

P332+P313 If skin irritation occurs: Get medical advice/attention.
P362+P364 Take off contaminated clothing and wash it before reuse.
P337+P313 If eye irritation persists: Get medical advice/attention.

- 2.3 Other hazards

- Results of PBT and vPvB assessment
- PBT: Not applicable.
- vPvB: Not applicable.

\ SECTION 3: Composition/information on ingredients

- 3.1 Substances
- CAS No. Description
Proteolytic enzymes
- Additional information: For the wording of the listed hazard phrases refer to section 16.

| SECTION ¢4: First aid measures

- 4.1 Description of first aid measures

- After inhalation: In case of unconsciousness place patient stably in side position for transportation.

- After skin contact: Immediately wash with water and soap and rinse thoroughly.

- After eye contact: Rinse opened eye for several minutes under running water. If symptoms persist, consult a doctor.
- After swallowing: If symptoms persist consult doctor.

- 4.2 Most important symptoms and effects, both acute and delayed No further relevant information available.
(Contd. on page 2)
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m Safety data sheet
according to 1907/2006/EC, Article 31

Trade name: CAPICLEAN

- 4.3 Indication of any immediate medical attention and special treatment needed No further relevant information available.

‘ SECTION 5: Firefighting measures

- 5.1 Extinguishing media

- Suitable extinguishing agents: Use fire extinguishing methods suitable to surrounding conditions.

- 5.2 Special hazards arising from the substance or mixture No further relevant information available.
- 5.3 Advice for firefighters

- Protective equipment: No special measures required.

| SECTION 6: Accidental release measures

- 6.1 Personal precautions, protective equipment and emergency procedures Not required.
- 6.2 Environmental precautions:
Dilute with plenty of water.
Do not allow to enter sewers/ surface or ground water.
- 6.3 Methods and material for containment and cleaning up:
Absorb with liquid-binding material (sand, diatomite, acid binders, universal binders, sawdust).
Ensure adequate ventilation.
- 6.4 Reference to other sections
See Section 7 for information on safe handling.
See Section 8 for information on personal protection equipment.
See Section 13 for disposal information.

\ SECTION 7: Handling and storage

- 7.1 Precautions for safe handling
Ensure good ventilation/exhaustion at the workplace.
Prevent formation of aerosols.
- Information about fire - and explosion protection: No special measures required.

- 7.2 Conditions for safe storage, including any incompatibilities

- Storage:

- Requirements to be met by storerooms and receptacles: No special requirements.
- Information about storage in one common storage facility: Not required.

- Further information about storage conditions: Keep container tightly sealed.

- 7.3 Specific end use(s) No further relevant information available.

SECTION 8: Exposure controls/personal protection

- 8.1 Control parameters
- Ingredients with limit values that require monitoring at the workplace: Not required.
- Additional information: The lists valid during the making were used as basis.

- 8.2 Exposure controls
- Appropriate engineering controls No further data; see item 7.
- Individual protection measures, such as personal protective equipment
- General protective and hygienic measures:
Immediately remove all soiled and contaminated clothing
Wash hands before breaks and at the end of work.
Avoid contact with the eyes and skin.
- Respiratory protection: Not required.
- Hand protection

@ Protective gloves

The glove material has to be impermeable and resistant to the preparation.
- Material of gloves
The selection of the suitable gloves does not only depend on the material, but also on further marks of quality and varies from
manufacturer to manufacturer.
Nitrile rubber, NBR
Recommended thickness of the material: > 1 mm
- Penetration time of glove material For the mixture of chemicals mentioned below the penetration time has to be at least 60 minutes

(Contd. on page 3)
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Revision: 12.02.2021

Trade name: CAPICLEAN

- Eye/face protection

Tightly sealed goggles

- Body protection: Protective work clothing

\ SECTION 9: Physical and chemical properties

- 9.1 Information on basic physical and chemical properties

- Important information on protection of health and
environment, and on safety.

- Explosive properties:

- Organic solvents:

- Change in condition

- General Information

- Colour: Colourless

- Odour: Odourless

- Odour threshold: Not determined.
- Melting point/freezing point: Undetermined.

- Flammability Not applicable.
- Lower and upper explosion limit

- Lower: Not determined.
- Upper: Not determined.
- Flash point: Not applicable.
- Auto-ignition temperature: Not determined.
- Decomposition temperature: Not determined.
-pH Not determined.
- Viscosity:

- Kinematic viscosity Not determined.
- Dynamic: Not determined.
- Solubility

- water: Fully miscible.

- Partition coefficient n-octanol/water (log value) Not determined.
- Vapour pressure: Not determined.
- Density and/or relative density

- Density: Not determined.
- Relative density Not determined.
- Vapour density Not determined.
- 9.2 Other information

- Appearance:

- Form: Fluid

Product does not present an explosion hazard.
0.0 %

- Evaporation rate Not determined.
- Information with regard to physical hazard classes
- Explosives Void
- Flammable gases Void
- Aerosols Void
- Oxidising gases Void
- Gases under pressure Void
- Flammable liquids Void
- Flammable solids Void
- Self-reactive substances and mixtures Void
- Pyrophoric liquids Void
- Pyrophoric solids Void
- Self-heating substances and mixtures Void
- Substances and mixtures, which emit flammable gases in
contact with water Void
- Oxidising liquids Void
- Oxidising solids Void
- Organic peroxides Void
- Corrosive to metals Void
- Desensitised explosives Void

(Contd. on page 4)
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Trade name: CAPICLEAN

SECTION 10: Stability and reactivity

- 10.1 Reactivity No further relevant information available.

- 10.2 Chemical stability

- Thermal decomposition / conditions to be avoided: No decomposition if used according to specifications.
- 10.3 Possibility of hazardous reactions No dangerous reactions known.

- 10.4 Conditions to avoid No further relevant information available.

- 10.5 Incompatible materials: No further relevant information available.

- 10.6 Hazardous decomposition products: No dangerous decomposition products known.

\ SECTION 11: Toxicological information

- 11.1 Information on hazard classes as defined in Regulation (EC) No 1272/2008
- Acute toxicity Based on available data, the classification criteria are not met.
- Skin corrosion/irritation
Causes skin irritation.
- Serious eye damage/irritation
Causes serious eye irritation.
- Respiratory or skin sensitisation Based on available data, the classification criteria are not met.
- Germ cell mutagenicity Based on available data, the classification criteria are not met.
- Carcinogenicity Based on available data, the classification criteria are not met.
- Reproductive toxicity Based on available data, the classification criteria are not met.
- STOT-single exposure Based on available data, the classification criteria are not met.
- STOT-repeated exposure Based on available data, the classification criteria are not met.
- Aspiration hazard Based on available data, the classification criteria are not met.
- 11.2 Information on other hazards

- Endocrine disrupting properties

Substance is not listed.

\ SECTION 12: Ecological information

- 12.1 Toxicity
- Aquatic toxicity: No further relevant information available.
- 12.2 Persistence and degradability No further relevant information available.
- 12.3 Bioaccumulative potential No further relevant information available.
- 12.4 Mobility in soil No further relevant information available.
- 12.5 Results of PBT and vPvB assessment
- PBT: Not applicable.
- vPvB: Not applicable.
- 12.6 Endocrine disrupting properties For information on endocrine disrupting properties see section 11.
- 12.7 Other adverse effects
- Additional ecological information:
- General notes:
Water hazard class 1 (German Regulation) (Assessment by list): slightly hazardous for water
Do not allow undiluted product or large quantities of it to reach ground water, water course or sewage system.

SECTION 13: Disposal considerations

- 13.1 Waste treatment methods

- Uncleaned packaging:
- Recommendation:
Disposal must be made according to official regulations.
Keep waste in closed containers provided for this purpose
- Recommended cleansing agents: Water, if necessary together with cleansing agents.

- Recommendation Must not be disposed together with household garbage. Do not allow product to reach sewage system.

‘ SECTION 14: Transport information

- 14.1 UN number or ID number
- ADR, ADN, IMDG, IATA Void
- 14.2 UN proper shipping name
- ADR, ADN, IMDG, IATA Void

(Contd. on page 5)
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Trade name: CAPICLEAN

- 14.3 Transport hazard class(es)

- ADR, ADN, IMDG, IATA
- Class Void

- 14.4 Packing group
- ADR, IMDG, IATA Void

- 14.5 Environmental hazards:
- Marine pollutant: No

- 14.6 Special precautions for user Not applicable.

- 14.7 Maritime transport in bulk according to IMO instruments Not applicable.

- Transport/Additional information:

v Noapplicable.
-IATA Not applicable.
- UN ""Model Regulation": Void

\ SECTION 15: Regulatory information

- 15.1 Safety, health and environmental regulations/legislation specific for the substance or mixture

- Directive 2012/18/EU
- Named dangerous substances - ANNEX I Substance is not listed.
- 15.2 Chemical safety assessment: A Chemical Safety Assessment has not been carried out.

| SECTION 16: Other information

Data contained in this data sheet is based on information available at the date of issue. This information cannot be considered as
exhaustive and will in no case relieve product users to obtain information from other sources in order to ensure for correct use of
the product and staff safety. SEBIA cannot be held liable to any damage resulting from use or from contact with the product
described in this data sheet.

For use, storage and disposal of this reagent, personnel are to be trained specifically for GLP (Good Laboratory Practices).

GLP describe all the laboratory operations including the handling of hazardous products.

- Department issuing SDS: Service Qualité et Affaires Réglementaires
- Contact: sebia@sebia.com

- Abbreviations and acronyms:
RID: Reglement international concernant le transport des marchandises dangereuses par chemin de fer (Regulations Concerning the International Transport of
Dangerous Goods by Rail)
ICAO: International Civil Aviation Organisation
ADR: Accord relatif au transport international des marchandises dangereuses par route (European Agreement Concerning the International Carriage of
Dangerous Goods by Road)
IMDG: International Maritime Code for Dangerous Goods
IATA: International Air Transport Association
GHS: Globally Harmonised System of Classification and Labelling of Chemicals
CAS: Chemical Abstracts Service (division of the American Chemical Society)
PBT: Persistent, Bioaccumulative and Toxic
vPvB: very Persistent and very Bioaccumulative
Skin Irrit. 2: Skin corrosion/irritation — Category 2
Eye Irrit. 2: Serious eye damage/eye irritation — Category 2

- * Data compared to the previous version altered.
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SAUGOS DUOMENY LAPAS mm=

| - CHEMINES MEDZIAGOS, PREPARATO IR TIEKEJO PAVADINIMAS
Gamintojas : SEBIA
Adresas . Parc Technologique Léonard de Vinci - Rue Léonard de Vinci

CP 8010 Lisses
91008 EVRY CEDEX - FRANCE

Telefono numeris : 33.(0)1.69.89.80.80

Fakso numeris : 33.(0)1.69.89.78.78

E-mail . sebia@sebia.com

Produkto pavadinimas : CAPICLEAN

Produkto kodas . 2058

Produkto tipas . Invitro diagnostikos priemone.

Telefonas skubiai Informacijai suteikti : +370 5 236 20 52 / +370 687 533 78

Il — RINKINIO SUDETIS

CAPICLEAN

Duomenys $iame saugos duomeny lape remiasi i$leidimo dieng turima informacija. Si informacija negali bati laikoma i§samia ir jokiais btdais
neapriboja produkto vartotojy nuo pareigos gauti informacijag i$ kity Saltiniy siekiant uztikrinti tinkamg produkto naudojimg ir personalo sauguma.
SEBIA negali bati laikoma atsakinga uz zalg dél produkto, aprasyto Siame medziagy saugos duomeny lape, naudojimo ar kontakto su juo.

Pagal : SDS/CIA/SEB/2058 Perzitréta: 2021.06.01
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m Saugos duomeny lapas
pagal 1907/2006/EB, 31 straipsnis

Puslapis: 1/5

Perziiréta: 12.02.2021

1. SKIRSNIS. MedZiagos arba miSinio ir bendrovés arba jmonés identifikavimas

- 1.1 Produkto identifikatorius
- Prekybos Zenklas: CAPICLEAN

- Registracijos numeris SDS/CIA/SEB/0439
- 1.2 MedZiagos ar miSinio nustatyti naudojimo bidai ir nerekomenduojami naudojimo biidai Néra jokiy kity svarbiy informacijy.
- MedZiagos / miSinio panaudojimas In vitro diagnostikos priemoné

- 1.3 Saugos duomeny lapo teikéjo duomenys
- Gamintojas / tiekéjas

SEBIA
Parc Technologique Léonard de Vinci
F-91008 Evry Cedex

- Informacijos Saltinis:

Département Qualité et Affaires Réglementaires
sebia@sebia.com

- 1.4 Pagalbos telefono numeris: +370 5 236 20 52 /+370 687 533 78

2. SKIRSNIS. Galimi pavojai

- 2.1 MedZiagos ar misinio klasifikavimas
- Klasifikavimas pagal Reglamentq (EB) Nr. 1272/2008

GHSO07

Skin Irrit. 2 H315 Dirgina odg.
Eye Irrit. 2 H319 Sukelia smarky akiy dirginimq.

* 2.2 Zenklinimo elementai 5
- Zenklinimas pagal Reglamentg (EB) Nr. 1272/2008 Medziaga klasifikuojama bei Zenklinama pagal KZP reglamentq.
- Pavojaus piktogramos

D

GHSO07

- Signalinis Zodis Atsargiai
- Pavojingumo frazés

H315 Dirgina odg.
H319 Sukelia smarky akiy dirginimg.

- Atsargumo frazés
P264 Po naudojimo kruopsciai nuplauti.
P280 Miivékite apsaugines pirstines / naudokite akiy apsaugq / veido apsaugg.

P305+P351+P338 PATEKUS ] AKIS: atsargiai plauti vandeniu kelias minutes. ISimti kontaktinius lesSius, jeigu jie yra ir jeigu

lengvai galima tai padaryti. Toliau plauti akis.

P332+P313 Jeigu sudirginama oda: kreiptis j gydytojg.
P362+P364 Nusivilkti uzterstus drabuzius ir isskalbti pries vél apsivelkant.
P337+P313 Jei akiy dirginimas nepraeina: kreiptis j gydytojq.

- 2.3 Kiti pavojai

- PBT ir vPvB vertinimo rezultatai
- PBT: Nevartotina.
- vPyvB: Nevartotina.

3. SKIRSNIS. Sudétis arba informacija apie sudedamagsias dalis

- 3.1 MedZiagos
- CAS Nr. aprasymas

Proteolitiniy enzimy

- Papildomos nuorodos: Nurodyty rizikos fraziy turinio ieSkoti 16 straipsnyje.

4. SKIRSNIS. Pirmosios pagalbos priemonés

- 4.1 Pirmosios pagalbos priemoniy apraSymas
- Tkvépus: Netekus sgmoneés, paguldyti ir vezti paguldZius stabiliai ant Sono.
- Po kontakto su oda: Nedelsiant apiplauti vandeniu ir muilu ir gerai isskalauti.
- Po kontakto su akimis:

Akis, atkélus akiy vokus, keletq minuciy plauti tekanciu vandeniu. Negalavimams nesiliaujant, pasikonsultuoti su gydytoju.
- Prarijus: Isliekant simptomams, pasikonsultuoti su gydytoju.
- 4.2 Svarbiausi simptomai ir poveikis (iimus ir uzdelstas) Neéra jokiy kity svarbiy informacijy.

(Tgsinys 2 psl.)
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m Saugos duomeny lapas
pagal 1907/2006/EB, 31 straipsnis

Prekybos Zenklas: CAPICLEAN

- 4.3 Nurodymas apie bet kokios neatidéliotinos medicinos pagalbos ir specialaus gydymo reikalingumgqg
Neéra jokiy kity svarbiy informacijy.

‘ 5. SKIRSNIS. Priesgaisrinés priemonés

- 5.1 Gesinimo priemonés

- Tinkamos gesinimo medgiagos: Gaisro gesinimo priemones taikyti adekvaciai aplinkai.
- 5.2 Specialiis medZziagos ar miSinio keliami pavojai Néra jokiy kity svarbiy informacijy.
- 5.3 Patarimai gaisrininkams

- Ypatingos saugos priemonés: Specialiosios priemonés néra biitinos.

\ 6. SKIRSNIS. Avarijy likvidavimo priemonés

- 6.1 Asmens atsargumo priemonés, apsaugos priemonés ir skubios pagalbos procediiros Nereikalaujama.
- 6.2 Ekologinés atsargumo priemonés:
Praskiesti dideliu kiekiu vandens.
Neleisti patekti j kanalizacijq/pavirsinius vandenis/gruntinius vandenis.
- 6.3 Izoliavimo ir valymo procediiros bei priemonés:
Surinkti su skyscius risanciomis medziagomis (smélis, zvyras, rugsciy risiklis, universalus risiklis, pjuvenos).
Garantuoti pakankamg védinimg.
- 6.4 Nuoroda j kitus skirsnius
Informacija apie saugy vartojimq pateikiama 7 skyriuje.
Informacija apie asmens saugos priemones pateikiama 8 skyriuje.
Informacija apie sunaikinimg pateikiama 13 skyriuje.

\ 7. SKIRSNIS. Tvarkymas ir sandéliavimas

- 7.1 Su saugiu tvarkymu susijusios atsargumo priemonés
Garantuoti gerq darbo vietos védinimg/nutraukimg.
Vengti aerozoliy susidarymo.
- Nuorodos apsaugai nuo gaisro ir sprogimo: Nebiitinos jokios specialiosios priemonés.

- 7.2 Saugaus sandéliavimo sqlygos, jskaitant visus nesuderinamumus

- Sandéliavimas:

- Reikalavimai sandéliavimo patalpoms ir talpoms: Néra jokiy specialiy reikalavimy.
- Nuorodos dél laikymo bendrai: Nereikalaujama.

- Kitos sandéliavimo nuorodos: Talpas laikyti sandariai uzdarytas.

- 7.3 Konkretus galutinio naudojimo biidas (-ai) Néra jokiy kity svarbiy informacijy.

‘ 8. SKIRSNIS. Poveikio kontrolé /asmens apsauga

- 8.1 Kontrolés parametrai
- Sudedamosios dalys su darbo vietoje stebétinomis vertémis: Nebiitina.
- Papildomos nuorodos: Uz pagrindg buvo paimti sudarymo metu galioje sqrasai.

- 8.2 Poveikio kontrolés priemonés
- Atitinkamos techninio valdymo priemonés Jokiy kity nuorody, zr. 7 pkt.
- Individualios apsaugos priemonés, pavyzdZiui, asmeninés apsaugos jranga
- Bendrosios saugos ir higienos priemonés:
Nedelsiant nusirengti iSteptus, jsigérusius drabuzius.
Pries pertraukas ir baigus darbg nusiplauti rankas.
Vengti kontakto su akimis ir oda.
- Kvépavimo apsaugq Nereikalaujama.
- Ranky apsaugq

@ Apsauginés pirstinés

Medziaga, is kurios gaminama pirstiné, privalo biiti nepralaidi ir atspari misiniui.
- PirStiniy medZiaga

Tinkamy apsauginiy pirstiniy parinkimas priklauso ne tik nuo medziagos, taciau ir nuo kity kokybiniy rodikliy, kurie kiekvieno

gamintojo yra skirtingi.

Nitrilo kauciukas

Rekomenduojamas medziagos storis: > 1 mm
- Pirstiniy medZiagos persigérimo laikotarpis Atsparumas Zemiau minimy chemikaly miSiniui turi biiti maZiausiai 60 min.

(Tgsinys 3 psl.)
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Prekybos Zenklas: CAPICLEAN

- Akiy ir (arba) veido apsaugq

Tampriai prisispaudziantys akiniai

- Kiino apsauga: Apsauginiai drabuziai

\ 9. SKIRSNIS. Fizikinés ir cheminés savybés

- 9.1 Informacija apie pagrindines fizikines ir chemines savybes
- Bendra informacija

- Spalva: Bespalvis(e)
- Kvapas: Bekvapis(é)
- Kvapo atsiradimo slenkstis: Nenustatyta.
- Lydymosi ir stingimo temperatiira Nenustatyta
- Degumas Nevartotina.
- VirSutiné ir apatiné sprogumo ribos
- Zemutiné: Nenustatyta.
- Vir§utiné Nenustatyta.
- Pliupsnio temperatiira: Nevartotina.
- Savaiminio uZsidegimo temperatiira: Nenustatyta.
- Skilimo temperatiira: Nenustatyta.
-pH Nenustatyta.
- Klampa:
- Kinematiné klampa Nenustatyta.
- Dinaminis: Nenustatyta.
- Tirpumas
- vandeniu: Pilnai maisytina(s).
- Pasiskirstymo koeficientas n-oktanolis/vanduo (logaritminé

verté) Nenustatyta.
- Gary slégis: Nenustatyta.
- Tankis ir (arba) santykinis tankis
- Tankis: Nenustatyta.
- Santykinis tankis: Nenustatyta.
- Gary tankis Nenustatyta.
- 9.2 Kita informacija
- I§vaizda:
- Forma: Skysta(s)
- Svarbios nuorodos sveikatos ir aplinkos apsaugai bei saugumui
- Sprogstamosios (sprogiosios) savybés: Produktas nekelia sprogimo pavojaus.
- Organiniai tirpikliai: 0,0%
- Sudéties pakeitimas
- Garavimo greitj Nenustatyta.
- Informacija apie fiziniy pavojy klases
- Sprogstamosios medZiagos atkrenta
- Degiosios dujos atkrenta
- Aerozoliai atkrenta
- Oksiduojanciosios dujos atkrenta
- Suslégtosios dujos atkrenta
- Degieji skysciai atkrenta
- Degios kietos medZiagos atkrenta
- Savaime reaguojanciosios medZiagos ir miSiniai atkrenta
- Piroforiniai skysciai atkrenta
- Piroforinés kietosios medZiagos atkrenta
- Savaime kaistancios medZiagos ir miSiniai atkrenta
- MedZiagos ir miSiniai, kurie iSskiria degias dujas esant sqlyciui

su vandeniu atkrenta
- Oksiduojantieji skysciai atkrenta
- Oksiduojanciosios kietosios medZiagos atkrenta
- Organiniai peroksidai atkrenta
- Metaly korozijg sukeliancios medZiagos atkrenta
- Desensibilizuoti sprogmenys atkrenta

(Tesinys 4 psl.)
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| 10. SKIRSNIS. Stabilumas ir reaktyvumas

- 10.1 Reaktyvumas Neéra jokiy kity svarbiy informacijy.

- 10.2 Cheminis stabilumas

- Terminis irimas / vengtinos sqlygos: Nesuyra vartojant pagal instrukcijg.
- 10.3 Pavojingy reakcijy galimybé NeZinomos jokios pavojingos reakcijos.
- 10.4 Vengtinos sqlygos Néra jokiy kity svarbiy informacijy.

- 10.5 Nesuderinamos medZiagos: Néra jokiy kity svarbiy informacijy.

- 10.6 Pavojingi skilimo produktai: NeZinomi jokie irimo produktai.

\ 11. SKIRSNIS. Toksikologiné informacija

- 11.1 Informacija apie pavojy klases, kaip apibréZta Reglamente (EB) Nr. 1272/2008
- Umus toksiSkumas Remiantis turimais duomenimis neatitinka klasifikavimo kriterijy.
- Odos ésdinimas ir (arba) dirginimas
Dirgina odg.
- Didelis kenksmingumas akims ir (arba) akiy dirginimas
Sukelia smarky akiy dirginimg.
- Kvépavimo taky arba odos jautrinimas Remiantis turimais duomenimis neatitinka klasifikavimo kriterijy.
- Mutageninis poveikis lytinéms lgsteléms Remiantis turimais duomenimis neatitinka klasifikavimo kriterijy.
- Kancerogeniskumas Remiantis turimais duomenimis neatitinka klasifikavimo kriterijy.
- Toksiskumas reprodukcijai Remiantis turimais duomenimis neatitinka klasifikavimo kriterijy.
- STOT (vienkartinis poveikis) Remiantis turimais duomenimis neatitinka klasifikavimo kriterijy.
- STOT (kartotinis poveikis) Remiantis turimais duomenimis neatitinka klasifikavimo kriterijy.
- Aspiracijos pavojus Remiantis turimais duomenimis neatitinka klasifikavimo kriterijy.
- 11.2 Informacija apie kitus pavojus

- Endokrininés sistemos ardomosios savybés
Medziagos nerasta.

\ 12. SKIRSNIS. Ekologiné informacija

- 12.1 Toksiskumas
- Vandeninis toksiskumas: Néra jokiy kity svarbiy informacijy.
- 12.2 Patvarumas ir skaidumas Néra jokiy kity svarbiy informacijy.
- 12.3 Bioakumuliacijos potencialas Néra jokiy kity svarbiy informacijy.
- 12.4 Judumas dirvoZemyje Neéra jokiy kity svarbiy informacijy.
- 12.5 PBT ir vPvB vertinimo rezultatai
- PBT: Nevartotina.
- vPvB: Nevartotina.
- 12.6 Endokrininés sistemos ardomosios savybés Duomenys apie endokrinine sistemq ardancias savybes pateikti 11 skirsnyje.
- 12.7 Kitas nepageidaujamas poveikis
- Kitos ekologinés nuorodos:
- Bendrosios nuorodos:
Vandens uztersimo klasé 1 (klasifikavimas pagal sqrasq): lengvai uztersia vandenj
Neleisti neskiestame pavidale arba dideliais kiekiais patekti j gruntinius vandenis, vandens telkinius ir j kanalizacijq, net ir menkais
kiekiais.

| 13. SKIRSNIS. Atlieky tvarkymas

- 13.1 Atlieky apdorojimo metodai
- Rekomendacija: Negalima paSalinti kartu su buitinémis atliekomis. Neleisti patekti j kanalizacijq.

- Nevalytos pakuotés:
- Rekomendacija:
Atsikratymas pagal zZinybinj reglamentq.
Laikyti atliekas tam skirtuose uzdaruose konteineriuose
- Rekomenduojamas valiklis: Vanduo, jeigu jmanoma pridedant valymo priemonés.

\ 14. SKIRSNIS. Informacija apie veZimgq

- 14.1 JT numeris ar ID numeris
- ADR, ADN, IMDG, IATA atkrenta

(Tgsinys 5 psl.)
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- 14.2 JT tinkamas krovinio pavadinimas
- ADR, ADN, IMDG, IATA atkrenta
- 14.3 VeZimo pavojingumo klasé (-s)
- ADR, ADN, IMDG, IATA
- klasé atkrenta
- 14.4 Pakuotés grupé
-ADR, IMDG, IATA atkrenta
- 14.5 Pavojus aplinkai:
- Marine pollutant: Ne
- 14.6 Specialios atsargumo priemonés naudotojams Nevartotina.
- 14.7 Nesupakuoty kroviniy veZimas jiry transportu pagal IMO
priemones Nevartotina.
- Transportavimas/kitos nuorodos:
MG Nevartotina.
IATA Nevartotina.
- UN "Model Regulation": atkrenta

‘ 15. SKIRSNIS. Informacija apie reglamentavimg

- Direktyva 2012/18/ES

- 15.1 Su konkrecia medZiaga ar miSiniu susij¢ saugos, sveikatos ir aplinkos teisés aktai

- Vardinis pavojingy cheminiy medfiagy sqrasas - I PRIEDAS Medziagos nerasta.
* REGLAMENTAS (EB) Nr. 1907/2006 XVII PRIEDAS Apribojimo sqlygos: 3
- 15.2 Cheminés saugos vertinimas: Cheminés saugos vertinimas nebuvo atliktas.

| 16. SKIRSNIS. Kita informacija

- Asmuo kontaktams : sebia@sebia.com
- Ankstesnés versijos data: 12.02.2021
- Santrumpos ir akronimai:

Dangerous Goods by Rail)
ICAO: International Civil Aviation Organisation

Dangerous Goods by Road)
1ATA: International Air Transport Association

PBT: Persistent, Bioaccumulative and Toxic
vPvB: very Persistent and very Bioaccumulative

Duomenys Siame saugos duomeny lape remiasi isleidimo dieng turima informacija. Si informacija negali biiti laikoma iSsamia ir
Jjokiais biidais neapriboja produkto vartotojy nuo pareigos gauti informacijq is kity Saltiniy siekiant uztikrinti tinkamq produkto
naudojimgq ir personalo saugumq. SEBIA negali buti laikoma atsakinga uz Zalg dél produkto, aprasyto Siame medziagy saugos
duomeny lape, naudojimo ar kontakto su juo.
Pries naudodami, sandéliuodami ir sunaikindami sj reagentq, darbuotojai turi buiti specifiskai ismokyti geros laboratorinés
praktikos (GLP). GLP apima visas laboratorines procediiras, tarp jy ir darbg su pavojingomis medziagomis.

- Duomeny suvesting sudarantis skyrius: Service Qualité et Affaires Réglementaires

RID: Réglement international concernant le transport des marchandises dangereuses par chemin de fer (Regulations Concerning the International Transport of

ADR: Accord relatif au transport international des marchandises dangereuses par route (European Agreement Concerning the International Carriage of
IMDG: International Maritime Code for Dangerous Goods

GHS: Globally Harmonised System of Classification and Labelling of Chemicals
CAS: Chemical Abstracts Service (division of the American Chemical Society)

Skin Irrit. 2: Odos ésdinimas ir dirginimas — 2 kategorija
Eye Irrit. 2: Smarkus akiy pazeidimas ir akiy sudirginimas — 2 kategorija

- * Lyginant su buvusia versija pakeisti duomenys
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#41.1.:

SAFETY DATA SHEET =Z&Ei+1" Bl |

| — COMPANY AND PRODUCT IDENTIFICATION
Company name . SEBIA
Address . Parc Technologique Léonard de Vinci - Rue Léonard de Vinci

CP 8010 Lisses
91008 EVRY CEDEX - FRANCE

Phone number : 33.(0)1.69.89.80.80

Fax number : 33.(0)1.69.89.78.78

E-mail . sebia@sebia.com

Product name : MINICAP REAGENT CUPS /125 (3)

Product reference 1 2281

Type of product : For in vitro diagnostic use

Emergency call number . +844 892 0111 (National Poisons Information Service (NPIS))

Il — KIT CONTENTS

Reagent cups . Not toxic.

Data contained in this data sheet is based on information available at the date of issue. This information cannot be considered as exhaustive and will
in no case relieve product users to obtain information from other sources in order to ensure for correct use of the product and staff safety. SEBIA
cannot be held liable to any damage resulting from use or from contact with the product described in this data sheet.

Reference: SDS/CIA/SEB/2281
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SAUGOS DUOMENU LAPAS ==

| — CHEMINES MEDZIAGOS, PREPARATO IR TIEKEJO PAVADINIMAS
Gamintojas : SEBIA
Adresas : Parc Technologique Léonard de Vinci - Rue Léonard de Vinci

CP 8010 Lisses
91008 EVRY CEDEX - FRANCE

Telefono numeris : 33.(0)1.69.89.80.80

Fakso numeris : 33.(0)1.69.89.78.78

E-mail . sebia@sebia.com

Produkto pavadinimas : MINICAP REAGENTY TAURELES / 125 (3)
Produkto kodas 1 2281

Produkto tipas . In vitro diagnostikos priemoné.

Telefonas skubiai Informacijai suteikti : +3705 236 20 52 / +370 687 533 78

Il — RINKINIO SUDETIS

Reagenty taurelés . Netoksiski.

Duomenys $iame saugos duomeny lape remiasi i$leidimo dieng turima informacija. Si informacija negali biti laikoma i§samia ir jokiais badais
neapriboja produkto vartotojy nuo pareigos gauti informacijg i$ kity Saltiniy siekiant uztikrinti tinkamg produkto naudojimg ir personalo sauguma.
SEBIA negali biti laikoma atsakinga uz Zalg dél produkto, aprasyto Siame medziagy saugos duomeny lape, naudojimo ar kontakto su juo.

Pagal : SDS/CIA/SEB/2281
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SAFETY DATA SHEET Z&Ei+1" Bl |

| — COMPANY AND PRODUCT IDENTIFICATION
Company name . SEBIA
Address : Parc Technologique Léonard de Vinci - Rue Léonard de Vinci

CP 8010 Lisses
91008 EVRY CEDEX - FRANCE

Phone number : 33.(0)1.69.89.80.80

Fax number : 33.(0)1.69.89.78.78

E-mail . sebia@sebia.com

Product name : MINICAP PROTEIN(E) 6 BUFFER

Product reference 1 2243

Type of product . For in vitro diagnostic use

Emergency call number : +844 892 0111 (National Poisons Information Service (NPIS))

Il — KIT CONTENTS

CAPILLARYS / MINICAP PROTEIN(E) 6 buffer

Data contained in this data sheet is based on information available at the date of issue. This information cannot be considered as exhaustive and will
in no case relieve product users to obtain information from other sources in order to ensure for correct use of the product and staff safety. SEBIA
cannot be held liable to any damage resulting from use or from contact with the product described in this data sheet.

Reference: SDS/CIA/SEB/2243 Revised on: 2021.06.01
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Safety data sheet
according to 1907/2006/EC, Article 31

Revision.

Page: 1/5

0 15.02.202

1

‘ SECTION 1I: Identification of the substance/mixture and of the company/undertaking

- 1.1 Product identifier
- Trade name: CAPILLARYS / MINICAP PROTEIN(E) 6 BUFFER
- Registration number SDS/CIA/SEB/0121

- Application of the substance / the mixture For in vitro diagnostic use

- 1.3 Details of the supplier of the safety data sheet
- Manufacturer/Supplier:

SEBIA

Parc Technologique Léonard de Vinci

F-91008 Evry Cedex

- Further information obtainable from:
Département Qualité et Affaires Réglementaires
sebia@sebia.com
- 1.4 Emergency telephone number: + 844 892 0111 (National Poisons information Service (NPIS))

- 1.2 Relevant identified uses of the substance or mixture and uses advised against No further relevant information available.

‘ SECTION 2: Hazards identification

- 2.1 Classification of the substance or mixture

- 2.2 Label elements

- Labelling according to Regulation (EC) No 1272/2008 Void
- Hazard pictograms Void

- Signal word Void

- Hazard statements Void

- Additional information:

220-239-6] (3:1). May produce an allergic reaction.
- 2.3 Other hazards
- Results of PBT and vPvB assessment
- PBT: Not applicable.
- vPvB: Not applicable.

- Classification according to Regulation (EC) No 1272/2008 The product is not classified, according to the CLP regulation.

Contains reaction mass of- 5-chloro-2-methyl-4-isothiazolin-3-one [EC no. 247-500-7] and 2-methyl-2H-isothiazol-3-one [EC no.

\ SECTION 3: Composition/information on ingredients

- 3.2 Mixtures
- Description: Mixture of substances listed below with nonhazardous additions.

- Dangerous components:

CAS: 11113-50-1 boric acid

EINECS: 234-343-4|<® Repr. 1B, H360FD
Specific concentration limit: Repr. 1B; H360: C25.5 %

0.93%

-SVHC

11113-50-1 | boric acid

- Additional information: For the wording of the listed hazard phrases refer to section 16.

| SECTION ¢4: First aid measures

- 4.1 Description of first aid measures

- General information: No special measures required.

- After inhalation: Supply fresh air; consult doctor in case of complaints.

- After skin contact: Generally the product does not irritate the skin.

- After eye contact: Rinse opened eye for several minutes under running water.

- After swallowing: If symptoms persist consult doctor.

- 4.2 Most important symptoms and effects, both acute and delayed No further relevant information available.

- 4.3 Indication of any immediate medical attention and special treatment needed No further relevant information available.

‘ SECTION 5: Firefighting measures

- 5.1 Extinguishing media
- Suitable extinguishing agents: Use fire extinguishing methods suitable to surrounding conditions.
- 5.2 Special hazards arising from the substance or mixture No further relevant information available.

(Contd. on page 2)
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Trade name: CAPILLARYS / MINICAP PROTEIN(E) 6 BUFFER

- 5.3 Advice for firefighters
- Protective equipment: No special measures required.

‘ SECTION 6: Accidental release measures

- 6.1 Personal precautions, protective equipment and emergency procedures Not required.
- 6.2 Environmental precautions: Dilute with plenty of water.
- 6.3 Methods and material for containment and cleaning up:
Absorb with liquid-binding material (sand, diatomite, acid binders, universal binders, sawdust).
- 6.4 Reference to other sections
No dangerous substances are released.
See Section 7 for information on safe handling.
See Section 8 for information on personal protection equipment.
See Section 13 for disposal information.

\ SECTION 7: Handling and storage

- 7.1 Precautions for safe handling No special measures required.
- Information about fire - and explosion protection: No special measures required.

- 7.2 Conditions for safe storage, including any incompatibilities

- Storage:

- Requirements to be met by storerooms and receptacles: No special requirements.
- Information about storage in one common storage facility: Not required.

- Further information about storage conditions: None.

- 7.3 Specific end use(s) No further relevant information available.

\ SECTION 8: Exposure controls/personal protection

- 8.1 Control parameters
- Ingredients with limit values that require monitoring at the workplace:

The product does not contain any relevant quantities of materials with critical values that have to be monitored at the workplace.
- Additional information: The lists valid during the making were used as basis.

- 8.2 Exposure controls

- Appropriate engineering controls No further data; see item 7.

- Individual protection measures, such as personal protective equipment

- General protective and hygienic measures: The usual precautionary measures are to be adhered to when handling chemicals.
- Respiratory protection: Not required.

- Hand protection

@ Protective gloves

The glove material has to be impermeable and resistant to the preparation.
- Material of gloves
The selection of the suitable gloves does not only depend on the material, but also on further marks of quality and varies from
manufacturer to manufacturer.
Nitrile rubber, NBR
Recommended thickness of the material: > 1 mm
- Penetration time of glove material For the mixture of chemicals mentioned below the penetration time has to be at least 60 minutes
- Eye/face protection

Goggles recommended during refilling

- Body protection: Protective work clothing

\ SECTION 9: Physical and chemical properties

- 9.1 Information on basic physical and chemical properties

- General Information

- Colour: Colourless

- Odour: Odourless

- Odour threshold: Not determined.
- Melting point/freezing point: Undetermined.

- Boiling point or initial boiling point and boiling range 100 °C

(Contd. on page 3)
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Trade name: CAPILLARYS / MINICAP PROTEIN(E) 6 BUFFER

- Flammability

- Lower and upper explosion limit
- Lower:

- Upper:

- Flash point:

- Auto-ignition temperature:

- Decomposition temperature:
-pH at 22 °C

- Viscosity:

- Kinematic viscosity

- Dynamic:

- Solubility

- water:

Not applicable.

Not determined.

Not determined.

Not applicable.

Product is not selfigniting.
Not determined.

9.9

Not determined.
Not determined.

Fully miscible.

- Partition coefficient n-octanol/water (log value) Not determined.
- Vapour pressure at 20 °C: 23 hPa

- Density and/or relative density

- Density: Not determined.
- Relative density Not determined.
- Vapour density Not determined.
- 9.2 Other information

- Appearance:

- Form: Fluid

- Important information on protection of health and
environment, and on safety.

- Explosive properties: Product does not present an explosion hazard.

- Solvent content:

- Organic solvents: 0.0 %

- Water: 98.1 %

- VOC (EC) 0.00 %

- Solids content: 1.9 %

- Change in condition

- Evaporation rate Not determined.

- Information with regard to physical hazard classes

- Explosives Void

- Flammable gases Void

- Aerosols Void

- Oxidising gases Void

- Gases under pressure Void

- Flammable liquids Void

- Flammable solids Void

- Self-reactive substances and mixtures Void

- Pyrophoric liquids Void

- Pyrophoric solids Void

- Self-heating substances and mixtures Void

- Substances and mixtures, which emit flammable gases in
contact with water Void

- Oxidising liquids Void

- Oxidising solids Void

- Organic peroxides Void

- Corrosive to metals Void

- Desensitised explosives Void

SECTION 10: Stability and reactivity

- 10.1 Reactivity No further relevant information available.

- 10.2 Chemical stability

- Thermal decomposition / conditions to be avoided: No decomposition if used according to specifications.

- 10.3 Possibility of hazardous reactions No dangerous reactions known.

- 10.4 Conditions to avoid No further relevant information available.

- 10.5 Incompatible materials: No further relevant information available.

- 10.6 Hazardous decomposition products: No dangerous decomposition products known.

(Contd. on page 4)
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Trade name: CAPILLARYS / MINICAP PROTEIN(E) 6 BUFFER

\ SECTION 11: Toxicological information

- 11.1 Information on hazard classes as defined in Regulation (EC) No 1272/2008

- Acute toxicity Based on available data, the classification criteria are not met.

- Skin corrosion/irritation Based on available data, the classification criteria are not met.

- Serious eye damage/irritation Based on available data, the classification criteria are not met.
- Respiratory or skin sensitisation Based on available data, the classification criteria are not met.
- Germ cell mutagenicity Based on available data, the classification criteria are not met.

- Carcinogenicity Based on available data, the classification criteria are not met.

- Reproductive toxicity Based on available data, the classification criteria are not met.

- STOT-single exposure Based on available data, the classification criteria are not met.

- STOT-repeated exposure Based on available data, the classification criteria are not met.

- Aspiration hazard Based on available data, the classification criteria are not met.

- 11.2 Information on other hazards

- Endocrine disrupting properties
None of the ingredients is listed.

\ SECTION 12: Ecological information

- 12.1 Toxicity

- Aquatic toxicity: No further relevant information available.

- 12.2 Persistence and degradability No further relevant information available.
- 12.3 Bioaccumulative potential No further relevant information available.

- 12.4 Mobility in soil No further relevant information available.

- 12.5 Results of PBT and vPvB assessment

- PBT: Not applicable.

- vPvB: Not applicable.

- 12.6 Endocrine disrupting properties For information on endocrine disrupting properties see section 11.
- 12.7 Other adverse effects

- Additional ecological information:

- General notes: Not hazardous for water.

| SECTION 13: Disposal considerations

- 13.1 Waste treatment methods
- Recommendation Smaller quantities can be disposed of with household waste.

- Uncleaned packaging:
- Recommendation:
Disposal must be made according to official regulations.
Keep waste in closed containers provided for this purpose
- Recommended cleansing agents: Water, if necessary together with cleansing agents.

\ SECTION 14: Transport information

- 14.1 UN number or ID number

- ADR, ADN, IMDG, IATA Void

- 14.2 UN proper shipping name

- ADR, ADN, IMDG, IATA Void

- 14.3 Transport hazard class(es)

- ADR, ADN, IMDG, IATA

- Class Void

- 14.4 Packing group

- ADR, IMDG, IATA Void

- 14.5 Environmental hazards:

- Marine pollutant: No

- 14.6 Special precautions for user Not applicable.

- 14.7 Maritime transport in bulk according to IMO instruments Not applicable.
| _ - TransporyAddiional information:

-IMDG Not applicable.

(Contd. on page 5)
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Trade name: CAPILLARYS / MINICAP PROTEIN(E) 6 BUFFER

-IATA Not applicable.
- UN ""Model Regulation": Void

\ SECTION 15: Regulatory information

- 15.1 Safety, health and environmental regulations/legislation specific for the substance or mixture

- Directive 2012/18/EU
- Named dangerous substances - ANNEX I None of the ingredients is listed.

- National regulations:

- Other regulations, limitations and prohibitive regulations
- Substances of very high concern (SVHC) according to REACH, Article 57
11113-50-1 | boric acid
- 15.2 Chemical safety assessment: A Chemical Safety Assessment has not been carried out.

| SECTION 16: Other information |

Data contained in this data sheet is based on information available at the date of issue. This information cannot be considered as
exhaustive and will in no case relieve product users to obtain information from other sources in order to ensure for correct use of
the product and staff safety. SEBIA cannot be held liable to any damage resulting from use or from contact with the product
described in this data sheet.

For use, storage and disposal of this reagent, personnel are to be trained specifically for GLP (Good Laboratory Practices).

GLP describe all the laboratory operations including the handling of hazardous products.

- Relevant phrases
H360FD May damage fertility. May damage the unborn child.

- Department issuing SDS: Service Qualité et Affaires Réglementaires
- Contact: sebia@sebia.com

- Abbreviations and acronyms:
ADR: Accord relatif au transport international des marchandises dangereuses par route (European Agreement Concerning the International Carriage of
Dangerous Goods by Road)
IMDG: International Maritime Code for Dangerous Goods
1ATA: International Air Transport Association
GHS: Globally Harmonised System of Classification and Labelling of Chemicals
EINECS: European Inventory of Existing Commercial Chemical Substances
ELINCS: European List of Notified Chemical Substances
CAS: Chemical Abstracts Service (division of the American Chemical Society)
VOC: Volatile Organic Compounds (USA, EU)
PBT: Persistent, Bioaccumulative and Toxic
SVHC: Substances of Very High Concern
vPvB: very Persistent and very Bioaccumulative
Repr. 1B: Reproductive toxicity — Category 1B

- * Data compared to the previous version altered.
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| - CHEMINES MEDZIAGOS, PREPARATO IR TIEKEJO PAVADINIMAS
Gamintojas : SEBIA
Adresas . Parc Technologique Léonard de Vinci - Rue Léonard de Vinci

CP 8010 Lisses
91008 EVRY CEDEX - FRANCE

Telefono numeris : 33.(0)1.69.89.80.80

Fakso numeris : 33.(0)1.69.89.78.78

E-mail . sebia@sebia.com

Produkto pavadinimas : MINICAP PROTEIN(E) 6 BUFERIS

Produkto kodas . 2243

Produkto tipas . In vitro diagnostikos priemone.

Telefonas skubiai Informacijai suteikti : +370 5 236 20 52 / +370 687 533 78

Il — RINKINIO SUDETIS

CAPILLARYS / MINICAP PROTEIN(E) 6 buferis

Duomenys $iame saugos duomeny lape remiasi i$leidimo dieng turima informacija. Si informacija negali bati laikoma i§samia ir jokiais btdais
neapriboja produkto vartotojy nuo pareigos gauti informacijag i$ kity Saltiniy siekiant uztikrinti tinkamg produkto naudojimg ir personalo sauguma.
SEBIA negali bati laikoma atsakinga uz zalg dél produkto, aprasyto Siame medziagy saugos duomeny lape, naudojimo ar kontakto su juo.
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m Saugos duomeny lapas
pagal 1907/2006/EB, 31 straipsnis

‘ 1. SKIRSNIS. MedZiagos arba miSinio ir bendrovés arba jmonés identifikavimas

- 1.1 Produkto identifikatorius

- Prekybos tenklas: CAPILLARYS / MINICAP PROTEIN(E) 6 BUFERIS

- Registracijos numeris SDS/CIA/SEB/0121
- 1.2 MedZiagos ar miSinio nustatyti naudojimo bidai ir nerekomenduojami naudojimo biidai Néra jokiy kity svarbiy informacijy.
- MedZiagos / miSinio panaudojimas In vitro diagnostikos priemoné

- 1.3 Saugos duomeny lapo teikéjo duomenys
- Gamintojas / tiekéjas
SEBIA
Parc Technologique Léonard de Vinci
F-91008 Evry Cedex

- Informacijos Saltinis:
Département Qualité et Affaires Réglementaires
sebia@sebia.com
- 1.4 Pagalbos telefono numeris: +370 5 236 20 52 /+370 687 533 78

| 2. SKIRSNIS. Galimi pavojai

- 2.1 MedZiagos ar misinio klasifikavimas 5
- Klasifikavimas pagal Reglamentg (EB) Nr. 1272/2008 Gaminys neklasifikuojamas pagal KZP reglamentg.

2.2 Zenklinimo elementai

- Zenklinimas pagal Reglamentg (EB) Nr. 1272/2008 atkrenta

- Pavojaus piktogramos atkrenta

- Signalinis Zodis atkrenta

- Pavojingumo frazés atkrenta

- Papildomos nuorodos:
Sudetyje yra misinys: 5-chlor-2-metil-2H-izotiazol-3-ono [EB Nr. 247-500-7] ir 2-metil-2H-izotiazol-3-ono [EB Nr. 220-239-6] (3:
1). Gali sukelti alergine reakcijq.

- 2.3 Kiti pavojai

- PBT ir vPvB vertinimo rezultatai

- PBT: Nevartotina.

- vPvB: Nevartotina.

\ 3. SKIRSNIS. Sudétis arba informacija apie sudedamagsias dalis

- 3.2 MiSiniai
- Aprasymas: Misinys, susidedantis is Zemiau minimy medziagy su apytiksliais kiekiais.
- Pavojingos sudedamosios medZiagos :
CAS: 11113-50-1 boro riigstis 0,93%

EINECS: 234-343-4|<® Repr. 1B, H360FD
Konkreti koncentracijos riba: Repr. I1B; H360: C2 5,5 %

-SVHC
11113-50-1 | boro rigstis
- Papildomos nuorodos Nurodyty rizikos fraziy turinio ieskoti 16 straipsnyje.

\ 4. SKIRSNIS. Pirmosios pagalbos priemonés

- 4.1 Pirmosios pagalbos priemoniy apraSymas

- Bendra informacija: Specialiosios priemonés néra biitinos.

- Ikvépus: Garantuoti tyrq orq, tesiantis negalavimams, kreiptis j gydytojg.

- Po kontakto su oda: I esmés produktas odos nedirgina.

- Po kontakto su akimis: Akis, atkélus akiy vokus, keletq minuciy plauti tekanciu vandeniu.

- Prarijus: Isliekant simptomams, pasikonsultuoti su gydytoju.

- 4.2 Svarbiausi simptomai ir poveikis (amus ir uZdelstas) Néra jokiy kity svarbiy informacijy.

- 4.3 Nurodymas apie bet kokios neatidéliotinos medicinos pagalbos ir specialaus gydymo reikalingumgqg
Neéra jokiy kity svarbiy informacijy.

‘ 5. SKIRSNIS. Priesgaisrinés priemonés

- 5.1 Gesinimo priemonés
- Tinkamos gesinimo medgiagos: Gaisro gesinimo priemones taikyti adekvaciai aplinkai.
- 5.2 Specialiis medZiagos ar misinio keliami pavojai Néra jokiy kity svarbiy informacijy.

(Tgsinys 2 psl.)
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Prekybos tenklas: CAPILLARYS / MINICAP PROTEIN(E) 6 BUFERIS

- 5.3 Patarimai gaisrininkams
- Ypatingos saugos priemonés: Specialiosios priemonés néra biitinos.

6. SKIRSNIS. Avarijy likvidavimo priemonés

- 6.1 Asmens atsargumo priemonés, apsaugos priemonés ir skubios pagalbos procediiros Nereikalaujama.
- 6.2 Ekologinés atsargumo priemonés: Praskiesti dideliu kiekiu vandens.
- 6.3 Izoliavimo ir valymo procediiros bei priemonés:
Surinkti su skyscius risanciomis medziagomis (smélis, zZvyras, rugsciy risiklis, universalus risiklis, pjuvenos).
- 6.4 Nuoroda j kitus skirsnius
Neissiskiria jokios pavojingos medziagos.
Informacija apie saugy vartojimgq pateikiama 7 skyriuje.
Informacija apie asmens saugos priemones pateikiama 8 skyriuje.
Informacija apie sunaikinimg pateikiama 13 skyriuje.

\ 7. SKIRSNIS. Tvarkymas ir sandéliavimas

- 7.1 Su saugiu tvarkymu susijusios atsargumo priemonés Nebiitinos jokios specialiosios priemonés.
- Nuorodos apsaugai nuo gaisro ir sprogimo: Nebiitinos jokios specialiosios priemonés.

- 7.2 Saugaus sandéliavimo sqlygos, jskaitant visus nesuderinamumus

- Sandéliavimas:

- Reikalavimai sandéliavimo patalpoms ir talpoms: Néra jokiy specialiy reikalavimy.
- Nuorodos dél laikymo bendrai: Nereikalaujama.

- Kitos sandéliavimo nuorodos: Jokiy.

- 7.3 Konkretus galutinio naudojimo biidas (-ai) Néra jokiy kity svarbiy informacijy.

\ 8. SKIRSNIS. Poveikio kontrolé/asmens apsauga

- 8.1 Kontrolés parametrai
- Sudedamosios dalys su darbo vietoje stebétinomis vertémis:

Produkte nesama jokiy zymiy kiekiy medziagy, kuriy duomenys turéty jtakos darbo vietai ir biity stebétini.
- Papildomos nuorodos: Uz pagrindg buvo paimti sudarymo metu galioje sqrasai.

- 8.2 Poveikio kontrolés priemonés

- Atitinkamos techninio valdymo priemonés Jokiy kity nuorody, zZr. 7 pkt.

- Individualios apsaugos priemonés, pavyzdZiui, asmeninés apsaugos jranga

- Bendrosios saugos ir higienos priemonés: Atkreiptinas démesys j jprastas saugos priemones, taikomas dirbant su chemikalais.
- Kvépavimo apsaugq Nereikalaujama.

- Ranky apsaugq

@ Apsauginés pirstinés

Medziaga, is kurios gaminama pirstiné, privalo buti nepralaidi ir atspari misiniui.
- Pir§tiniy medZiaga
Tinkamy apsauginiy pirstiniy parinkimas priklauso ne tik nuo medziagos, taciau ir nuo kity kokybiniy rodikliy, kurie kiekvieno
gamintojo yra skirtingi.
Nitrilo kauciukas
Rekomenduojamas medziagos storis: > 1 mm
- Pir§tiniy medZiagos persigérimo laikotarpis Atsparumas Zemiau minimy chemikaly misiniui turi biti maziausiai 60 min.
- Akiy ir (arba) veido apsaugq

Perpilant rekomenduojama dévéti apsauginius akinius.

- Kiino apsauga: Apsauginiai drabuziai

\ 9. SKIRSNIS. Fizikinés ir cheminés savybés

- 9.1 Informacija apie pagrindines fizikines ir chemines savybes

- Bendra informacija

- Spalva: Bespalvis(é)
- Kvapas: Bekvapis(é)

- Kvapo atsiradimo slenkstis: Nenustatyta.
- Lydymosi ir stingimo temperatiira Nenustatyta

(Tesinys 3 psl.)
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- Virimo temperatiira arba pradiné virimo temperatiira ir virimo

temperatiiros intervalas 100 °C (212 °F)
- Degumas Nevartotina.
- VirSutiné ir apatiné sprogumo ribos
- Zemutiné: Nenustatyta.
- VirSutiné Nenustatyta.
- Pliupsnio temperatiira: Nevartotina.
- Savaiminio uZsidegimo temperatiira: Produktas savaime neuzsidega.
- Skilimo temperatiira: Nenustatyta.
- pH esant 22 °C (71,6 °F) 9,9
- Klampa:
- Kinematiné klampa Nenustatyta.
- Dinaminis: Nenustatyta.
- Tirpumas
- vandeniu: Pilnai maisytina(s).
- Pasiskirstymo koeficientas n-oktanolis/vanduo (logaritminé

verté) Nenustatyta.
- Gary slégis esant 20 °C (68 °F): 23 hPa (17,3 mm Hg)
- Tankis ir (arba) santykinis tankis
- Tankis: Nenustatyta.
- Santykinis tankis: Nenustatyta.
- Gary tankis Nenustatyta.
- 9.2 Kita informacija
- I§vaizda:
- Forma: Skysta(s)
- Svarbios nuorodos sveikatos ir aplinkos apsaugai bei saugumui
- Sprogstamosios (sprogiosios) savybés: Produktas nekelia sprogimo pavojaus.
- Tirpikliy sudétis:
- Organiniai tirpikliai: 0,0 %
- Vanduo: 98,1 %
- VOC (EC) 0,00 %
- Kietyjy daleliy kiekis: 1,9%
- Sudéties pakeitimas
- Garavimo greitj Nenustatyta.
- Informacija apie fiziniy pavojy klases
- Sprogstamosios medZiagos atkrenta
- Degiosios dujos atkrenta
- Aerozoliai atkrenta
- Oksiduojanciosios dujos atkrenta
- Suslégtosios dujos atkrenta
- Degieji skysciai atkrenta
- Degios kietos medZiagos atkrenta
- Savaime reaguojanciosios medZiagos ir miSiniai atkrenta
- Piroforiniai skysciai atkrenta
- Piroforinés kietosios medZiagos atkrenta
- Savaime kaistancios medZiagos ir miSiniai atkrenta
- MedZiagos ir miSiniai, kurie iSskiria degias dujas esant sqlyciui

su vandeniu atkrenta
- Oksiduojantieji skysciai atkrenta
- Oksiduojanciosios kietosios medZiagos atkrenta
- Organiniai peroksidai atkrenta
- Metaly korozijg sukeliancios medZiagos atkrenta
- Desensibilizuoti sprogmenys atkrenta

| 10. SKIRSNIS. Stabilumas ir reaktyvumas

- 10.1 Reaktyvumas Neéra jokiy kity svarbiy informacijy.

- 10.2 Cheminis stabilumas

- Terminis irimas / vengtinos sqlygos: Nesuyra vartojant pagal instrukcijg.
- 10.3 Pavojingy reakcijy galimybé Nezinomos jokios pavojingos reakcijos.
- 10.4 Vengtinos sqlygos Néra jokiy kity svarbiy informacijy.

- 10.5 Nesuderinamos medZiagos: Néra jokiy kity svarbiy informacijy.

- 10.6 Pavojingi skilimo produktai: NeZinomi jokie irimo produktai.

(Tesinys 4 psl.)
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\ 11. SKIRSNIS. Toksikologiné informacija

- 11.1 Informacija apie pavojy klases, kaip apibréita Reglamente (EB) Nr. 1272/2008

- Umus toksiSkumas Remiantis turimais duomenimis neatitinka klasifikavimo kriterijy.

- Odos ésdinimas ir (arba) dirginimas Remiantis turimais duomenimis neatitinka klasifikavimo kriterijy.

- Didelis kenksmingumas akims ir (arba) akiy dirginimas Remiantis turimais duomenimis neatitinka klasifikavimo kriterijy.
- Kvépavimo taky arba odos jautrinimas Remiantis turimais duomenimis neatitinka klasifikavimo kriterijy.

- Mutageninis poveikis lytinéms lgsteléms Remiantis turimais duomenimis neatitinka klasifikavimo kriterijy.
- Kancerogeniskumas Remiantis turimais duomenimis neatitinka klasifikavimo kriterijy.

- Toksiskumas reprodukcijai Remiantis turimais duomenimis neatitinka klasifikavimo kriterijy.

- STOT (vienkartinis poveikis) Remiantis turimais duomenimis neatitinka klasifikavimo kriterijy.

- STOT (kartotinis poveikis) Remiantis turimais duomenimis neatitinka klasifikavimo kriterijy.

- Aspiracijos pavojus Remiantis turimais duomenimis neatitinka klasifikavimo kriterijy.

- 11.2 Informacija apie kitus pavojus

- Endokrininés sistemos ardomosios savybés
I sudétj nejeina né viena is sudétiniy daliy.

\ 12. SKIRSNIS. Ekologiné informacija

- 12.1 Toksiskumas

- Vandeninis toksiskumas: Néra jokiy kity svarbiy informacijy.

- 12.2 Patvarumas ir skaidumas Néra jokiy kity svarbiy informacijy.

- 12.3 Bioakumuliacijos potencialas Néra jokiy kity svarbiy informacijy.
- 12.4 Judumas dirvoZemyje Neéra jokiy kity svarbiy informacijy.

- 12.5 PBT ir vPvB vertinimo rezultatai

- PBT: Nevartotina.

- vPvB: Nevartotina.

- 12.6 Endokrininés sistemos ardomosios savybés Duomenys apie endokrinine sistemq ardancias savybes pateikti 11 skirsnyje.
- 12.7 Kitas nepageidaujamas poveikis

- Kitos ekologinés nuorodos:

- Bendrosios nuorodos: Bendrais bruozais pavojaus vandeniui nekelia

| 13. SKIRSNIS. Atlieky tvarkymas

- 13.1 Atlieky apdorojimo metodai
- Rekomendacija: MaZesnius kiekius galima paSalinti kartu su buitinémis atliekomis.

- Nevalytos pakuotés:
- Rekomendacija:
Atsikratymas pagal zZinybinj reglamentq.
Laikyti atliekas tam skirtuose uzdaruose konteineriuose
- Rekomenduojamas valiklis: Vanduo, jeigu jmanoma pridedant valymo priemonés.

\ 14. SKIRSNIS. Informacija apie veZimq

- 14.1 JT numeris ar ID numeris

- ADR, ADN, IMDG, IATA atkrenta

- 14.2 JT tinkamas krovinio pavadinimas

- ADR, ADN, IMDG, IATA atkrenta

- 14.3 VeZimo pavojingumo klasé (-s)

- ADR, ADN, IMDG, IATA

- klasé atkrenta

- 14.4 Pakuotés grupé

-ADR, IMDG, IATA atkrenta

- 14.5 Pavojus aplinkai:

- Marine pollutant: Ne

- 14.6 Specialios atsargumo priemonés naudotojams Nevartotina.
- 14.7 Nesupakuoty kroviniy veZimas jiry transportu pagal IMO

priemones Nevartotina.

(Tgsinys 5 psl.)
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- Transportavimas/kitos nuorodos:
o6 Newrtotne

-IATA Nevartotina.

- UN "Model Regulation": atkrenta

15. SKIRSNIS. Informacija apie reglamentavimg

- 15.1 Su konkrecia medZiaga ar miSiniu susij¢ saugos, sveikatos ir aplinkos teisés aktai
- Direktyva 2012/18/ES
- Vardinis pavojingy cheminiy medziagy sqra$as - I PRIEDAS [ sudétj nejeina né viena is sudétiniy daliy.
- Nacionaliniai normatyvai:
- Kitos nuostatos, apribojimai ir draudimai
- Didelj susiriipinimgq keliancios medZiagos (SVHC) pagal REACH, 57 straipsnio
11113-50-1 | boro rigstis
- 15.2 Cheminés saugos vertinimas: Cheminés saugos vertinimas nebuvo atliktas.

‘ 16. SKIRSNIS. Kita informacija

Duomenys Siame saugos duomeny lape remiasi isleidimo dieng turima informacija. Si informacija negali biiti laikoma iSsamia ir
Jjokiais biidais neapriboja produkto vartotojy nuo pareigos gauti informacijq is kity Saltiniy siekiant uztikrinti tinkamg produkto
naudojimgq ir personalo saugumq. SEBIA negali biiti laikoma atsakinga uz zZalg dél produkto, aprasyto Siame medziagy saugos
duomeny lape, naudojimo ar kontakto su juo.

Pries naudodami, sandéliuodami ir sunaikindami §j reagentq, darbuotojai turi biiti specifiskai ismokyti geros laboratorinés
praktikos (GLP). GLP apima visas laboratorines procediiras, tarp jy ir darbq su pavojingomis medziagomis.

- Svarbios frazés
H360FD Gali pakenkti vaisingumui. Gali pakenkti negimusiam kidikiui.

- Duomeny suvesting sudarantis skyrius: Service Qualité et Affaires Réglementaires
- Asmuo kontaktams : sebia@sebia.com
- Ankstesnés versijos data: 15.02.2021

- Santrumpos ir akronimai:
ADR: Accord relatif au transport international des marchandises dangereuses par route (European Agreement Concerning the International Carriage of
Dangerous Goods by Road)
IMDG: International Maritime Code for Dangerous Goods
1ATA: International Air Transport Association
GHS: Globally Harmonised System of Classification and Labelling of Chemicals
EINECS: European Inventory of Existing Commercial Chemical Substances
ELINCS: European List of Notified Chemical Substances
CAS: Chemical Abstracts Service (division of the American Chemical Society)
VOC: Volatile Organic Compounds (USA, EU)
PBT: Persistent, Bioaccumulative and Toxic
SVHC: Substances of Very High Concern
vPvB: very Persistent and very Bioaccumulative
Repr. 1B: Toksinis poveikis reprodukcijai — 1B kategorija

- * Lyginant su buvusia versija pakeisti duomenys
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CLEAN PROTECT - 2017/06

For In Vitro Diagnostic Use.

Composition

The vial of CLEAN PROTECT concentrated solution contains a preservative.

WARNING : The CLEAN PROTECT solution p. ach istic odor. See the safety data sheets.
Use

WARNING : When dispensing the CLEAN PROTECT solution, wear protective work clothing, gloves and goggles.

With CAPILLARYS and MINICAP systems

For the storage of distilled or deionized water intended for rinsing capillaries in automated systems CAPILLARYS and MINICAP, SEBIA, for capillary
electrophoresis.

Add 400 pL of CLEAN PROTECT in one litre of distilled or deionized water (or 100 uL of CLEAN PROTECT in 250 mL of distilled or deionized water,
300 pL in 750 mL or 500 pL in 1.2 L). Mix well.

NOTE : It is recommended to filter distilled or deionized water with 0.45 p/m filter before use.

WARNING : Do not use marketed deionized water, such as water for ironing for example (risk of important capillaries damage). Use only
water with ultrapure quality, such as injection grade water.
Before filling the rinse container, it is recommended to wash it with plenty of distilled or deionized water.

With HYDRAGEL techniques

For the extended storage of the diluted destaining solution (for more than one week) to prevent microbial proliferation.

Add 250 pL of CLEAN PROTECT in 5 litres of diluted destaining solution (or 50 L of CLEAN PROTECT in one litre of diluted destaining solution).
Mix well.

For the sponge of HYDRASYS, HYDRASYS 2, CAPILLARYS, HYDRAPLUS and ASSIST humidity chamber

For the storage of the sponge of humidity chamber after a washing with plenty of water.

Add 90 pL of CLEAN PROTECT in 250 mL of distilled or deionized water. Mix well.

Apply the volume of diluted CLEAN PROTECT solution on the sponge of the humidity chamber (in place of the sodium azide solution) indicated in the
instructions for use of each humidity chamber.

Storage, stability and signs of deterioration

Store CLEAN PROTECT at room temperature (15 — 30 °C) or refrigerated (2 — 8 °C). It is stable until the expiration date indicated on the vial label.
DO NOT FREEZE.

CLEAN PROTECT must be free of precipitate. Discard CLEAN PROTECT if it changes its appearance.

Eor CAPILLARYS and MINICAP, distilled or deionized water with CLEAN PROTECT is stable for 1 month maximum at room temperature, in automated
system or in closed container. Discard water if it changes its appearance, e.g., becomes cloudy due to microbial contamination.

On the sponge of humidity chambers, the diluted CLEAN PROTECT solution is stable for 1 month maximum at 2 — 8 °C. Change the solution after
having rinsed the sponge with plenty of water according to the procedure described in the humidity chamber package insert.
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CLEAN PROTECT - 2017/06

Naudoti diagnostikai In vitro.

Sudétis
"CLEAN PROTECT" koncentruoto tirpalo buteliuke yra konservantas.
ISPEJIMAS : "CLEAN PROTECT" tirpalas pasizymi savitu kvapu. Zr. saugos duomeny lapus.

Naudojimas
ISPEJIMAS : pildami "CLEAN PROTECT" tirpala, vilkékite apsauginius darbinius drabuzius, mavékite pirstines ir akinius.

Su "CAPILLARYS" ir "MINICAP" sistemomis

Distiliuotam arba dejonizuotam vandeniui, skirtam praplauti kapiliarus automatinése sistemose "CAPILLARYS" ir "MINICAP", "SEBIA" kapiliary
elektroforezei, laikyti.

JlaSinkite 400 pL "CLEAN PROTECT" | vieng litrg distiliuoto arba dejonizuoto vandens (arba 100 yL "CLEAN PROTECT" j 250 mL distiliuoto arba
dejonizuoto vandens, 300 pL j 750 mL arba 500 pL j 1,2 L). Gerai iSmaisykite.

PASTABA : pries naudojima patariama distiliuotg arba dejonizuotg vandenj perfiltruoti per 0,45 pm filtra.

ISPEJIMAS : Ne lokite parduodamo dejoni d pavyzdZiui, vandens, skirto lyginti (galima sugadinti svarbius kapiliarus).
Naudokite tik auksciausios kokybés denj, pavyzdZiui, skirtg injekcij

Prie$ pripildant skalavimo konteinerj rekomenduojama praplauti dideliu kiekiu distiliuoto arba dejonizuoto vandens.

Su "HYDRAGEL" technika

Laikyti praskiesta démes iSimantj tirpalg ilgg laikg (ilgiau negu savaite), kad baty iSvengta mikroby dauginimosi.

Jlasinkite 250 L "CLEAN PROTECT" j 5 litrus praskiesto plovimo tirpalo (arba 50 pL "CLEAN PROTECT" j viena litrg praskiesto plovimo tirpalo). Gerai
iSmaisykite.

"HYDRASYS", "HYDRASYS 2", "CAPILLARYS", "HYDRAPLUS" ir "ASSIST" drégmés kameros kempinélei

Laikyti drégmés kameros kempinéle, nuplautg dideliu kiekiu vandens.

Jlasinkite 90 pL "CLEAN PROTECT" j 250 mL distiliuoto arba dejonizuoto vandens. Gerai iSmaisykite.

Ant dréegmes kameros kempinélés lasinkite tiek praskiesto "CLEAN PROTECT" tirpalo (vietoje natrio azido tirpalo), kiek nurodyta kiekvienos drégmés
kameros naudojimo instrukcijoje.

Laikymas, savybiy iSlaikymas ir sugedimo pozymiai

Laikykite "CLEAN PROTECT" kambario temperattroje (15 — 30 °C) arba $aldytuve (2 — 8 °C). Savybes islieka iki etiketéje nurodyto galiojimo laiko
pabaigos. NEUZSALDYKITE.

CLEAN PROTECT neturi bati nuosédy. Jei pasikeiia tirpalo iSvaizda, "CLEAN PROTECT" nenaudokite ir iSmeskite.

CAPILLARYS ir MINICAP distiliuotas ar dejonizuotas vanduo su CLEAN PROTECT kambario temperatiroje, automatizuotoje sistemoje arba
uzdarame konteineryje islieka stabilus iki 1 ménesio. Jei pasikeité vandens i$vaizda, pvz., dél mikroby pasidaré drumzlinas, jj iSpilkite.

Ant drégmés kameros kempinés praskiestas CLEAN PROTECT tirpalas ilieka stabilus 2 — 8 °C temperatiroje iki vieno ménesio. Pakeiskite tirpala,
pries tai praplove kempine dideliu kiekio vandens, laikydamiesi procediros, aprasytos drégmés kameros pakuotés lankstinuke.
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sebla Benelux SCS / Comm. V
Jan Olieslagersiaan 41

1800 Vilvoorde

Belgique / Belgié

Tél.  :32(0)2702 64 64

Fax 132 (0)2 702 64 60

e-mail : sebia.benelux@sebia.be

sebla Brasil

Edificio Baker Office Tower

Rua Bardo do Triunfo, 73, conjunto 51
CEP 04602-000

Bairro Brooklin Paulista, Sdo Paulo - SP
Brasil

Tel. 15511 3849 0148

Fax 15511 3841 9816

e-mail : sebio@sebia.com.br

sebla GmbH
Munsterfeldallee, 6
36041 Fulda
Deutschland

Tel. 149 (0)661 3 30 81
Fax 149 (0)661 3 18 81
e-mail : sebia@sebia.de

sebla Hispania s.a.
C/Sicilia, n°® 394

08025 Barcelona

Espana

Tel. 13493208 1552
Fax 3493 458 55 86
e-mail : sebio@sebia.es

sebla Inc.

400-1705 Corporate Drive
Norcross, GA 30093

U.S.A.

Tel. 11770446 - 3707

Fax 1770446 - 8511
e-mail : info@sebia-usa.com

sebila ltalia S.r.I.
Via Antonio Meucci, 15/a
50012 Bagno a Ripoli (Fl)
Italia

Tel. 1 39 055 24851

Fox 39 055 0982083
e-mail : info@sebia.it

sebla UK Ltd

River Court, Meadows Business Park
Station Approach, Blackwater
Camberley, Surrey, GU17 9AB
United Kingdom

Tel. 144 (0)1276 600636

Fax  :44(0)1276 38827

e-mail : info@sebia.co.uk

sebla

Shanghai Representative Office
- Cross Tower, Room 2306-07
m 318 Fuzhou Road
Shanghai 200001
Parc Technologique Léonard de Vinci China

CP 8010 Lisses - 91008 EVRY Cedex - France Tel. 0086 (21) 6350 1655

) RS ‘ Fax 0086 (21) 63d1#1
Tel. : 33 (0)1 69 89 80 80 - e-mail : sebia@sebia.com e-mail : sebia@sebia.cn




#41.1.

SAFETY DATA SHEET Z&Ei+1" Bl |

| - COMPANY AND PRODUCT IDENTIFICATION

Company name

Address

Phone number
Fax number
E-mail

Product name
Product reference
Type of product

Emergency call number

SEBIA

Parc Technologique Léonard de Vinci - Rue Léonard de Vinci
CP 8010 Lisses

91008 EVRY CEDEX - FRANCE

33.(0)1.69.89.80.80

33.(0)1.69.89.78.78

sebia@sebia.com

CLEAN PROTECT
2059

For in vitro diagnostic use

: +844 892 0111 (National Poisons Information Service (NPIS))

Il — KIT CONTENTS

CLEAN PROTECT

Data contained in this data sheet is based on information available at the date of issue. This information cannot be considered as exhaustive and will
in no case relieve product users to obtain information from other sources in order to ensure for correct use of the product and staff safety. SEBIA
cannot be held liable to any damage resulting from use or from contact with the product described in this data sheet.
Reference: SDS/CIA/SEB/2059 Revised on: 2021.06.01
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m Safety data sheet
according to 1907/2006/EC, Article 31

SECTION 1I: Identification of the substance/mixture and of the company/undertaking

- 1.1 Product identifier
- Trade name: CLEAN PROTECT

- 1.2 Relevant identified uses of the substance or mixture and uses advised against No further relevant information available.
- Application of the substance / the mixture For in vitro diagnostic use

- 1.3 Details of the supplier of the safety data sheet
- Manufacturer/Supplier:

SEBIA
Parc Technologique Léonard de Vinci
F-91008 Evry Cedex

- Further information obtainable from:

Département Qualité et Affaires Réglementaires
sebia@sebia.com

- 1.4 Emergency telephone number: + 844 892 0111 (National Poisons information Service (NPIS))

SECTION 2: Hazards identification

- 2.1 Classification of the substance or mixture
- Classification according to Regulation (EC) No 1272/2008

corrosion

Skin Corr. 1C H314 Causes severe skin burns and eye damage.
Eye Dam. 1 H318 Causes serious eye damage.

environment

Aquatic Acute 1~ H400 Very toxic to aquatic life.
Aquatic Chronic 1 H410 Very toxic to aquatic life with long lasting effects.

Acute Tox. 4 H312 Harmful in contact with skin.
Acute Tox. 4 H332 Harmful if inhaled.
Skin Sens. 1 H317 May cause an allergic skin reaction.

- 2.2 Label elements
- Labelling according to Regulation (EC) No 1272/2008 The product is classified and labelled according to the CLP regulation.
- Hazard pictograms

o

GHSO05 GHS07 GHS09

- Signal word Danger

- Hazard-determining components of labelling:

reaction mass of: 5-chloro-2-methyl-4-isothiazolin-3-one [EC no. 247-500-7] and 2-methyl-2H-isothiazol-3-one [EC no. 220-239-
6] (3:1)

- Hazard statements

H312+H332 Harmful in contact with skin or if inhaled.

H314 Causes severe skin burns and eye damage.
H317 May cause an allergic skin reaction.
H410 Very toxic to aquatic life with long lasting effects.

- Precautionary statements

P260 Do not breathe dusts or mists.

P303+P361+P353 IF ON SKIN (or hair).: Take off immediately all contaminated clothing. Rinse skin with water [or shower].

P305+P351+P338 IF IN EYES: Rinse cautiously with water for several minutes. Remove contact lenses, if present and easy to do.
Continue rinsing.

P310 Immediately call a POISON CENTER/doctor.
P405 Store locked up.
P501 Dispose of contents/container in accordance with local/regional/national/international regulations.

- 2.3 Other hazards
- Results of PBT and vPvB assessment
- PBT: Not applicable.

(Contd. on page 2)
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m Safety data sheet
according to 1907/2006/EC, Article 31

Trade name: CLEAN PROTECT

- vPyB: Not applicable.

‘ SECTION 3: Composition/information on ingredients

- 3.2 Mixtures
- Description: Mixture of substances listed below with nonhazardous additions.

- Dangerous components:

55965-84-9 | reaction mass of: 5-chloro-2-methyl-4-isothiazolin-3-one [EC no. 247-500-7] and 2-methyl-2H-isothiazol-3- | 3.0%
one [ECno. 220-239-6] (3:1)
& Acute Tox. 3, H301, Acute Tox. 2, H310; Acute Tox. 2, H330, € Skin Corr. 1C, H314, Eye Dam. 1, H318;
& Aquatic Acute 1, H400 (M=100),; Aquatic Chronic I, H410 (M=100); <> Skin Sens. 14, H317
Specific concentration limits: Skin Corr. 1C; H314: C20.6 %

Skin Irrit. 2; H315: 0.06 % <C< 0.6 %

Eye Dam. 1; H318: C20.6 %

Eye Irrit. 2; H319: 0.06 % < C < 0.6 %

Skin Sens. 14; H317: C20.0015 %

- Additional information: For the wording of the listed hazard phrases refer to section 16.

‘ SECTION 4: First aid measures

- 4.1 Description of first aid measures
- General information: Immediately remove any clothing soiled by the product.
- After inhalation:
Supply fresh air and to be sure call for a doctor.
In case of unconsciousness place patient stably in side position for transportation.
- After skin contact: Immediately wash with water and soap and rinse thoroughly.
- After eye contact: Rinse opened eye for several minutes under running water. Then consult a doctor.
- After swallowing: Drink plenty of water and provide fresh air. Call for a doctor immediately.
- 4.2 Most important symptoms and effects, both acute and delayed No further relevant information available.
- 4.3 Indication of any immediate medical attention and special treatment needed No further relevant information available.

‘ SECTION 5: Firefighting measures

- 5.1 Extinguishing media

- Suitable extinguishing agents: Use fire extinguishing methods suitable to surrounding conditions.

- 5.2 Special hazards arising from the substance or mixture No further relevant information available.
- 5.3 Advice for firefighters

- Protective equipment: No special measures required.

| SECTION 6: Accidental release measures

- 6.1 Personal precautions, protective equipment and emergency procedures
Wear protective equipment. Keep unprotected persons away.
- 6.2 Environmental precautions:
Inform respective authorities in case of seepage into water course or sewage system.
Dilute with plenty of water.
Do not allow to enter sewers/ surface or ground water.
- 6.3 Methods and material for containment and cleaning up:
Absorb with liquid-binding material (sand, diatomite, acid binders, universal binders, sawdust).
Use neutralising agent.
Dispose contaminated material as waste according to item 13.
Ensure adequate ventilation.
- 6.4 Reference to other sections
See Section 7 for information on safe handling.
See Section 8 for information on personal protection equipment.
See Section 13 for disposal information.

‘ SECTION 7: Handling and storage

- 7.1 Precautions for safe handling
Ensure good ventilation/exhaustion at the workplace.
Prevent formation of aerosols.
- Information about fire - and explosion protection: No special measures required.

(Contd. on page 3)
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Safety data sheet

m Version number 1 Revision: 11.02.2021

according to 1907/2006/EC, Article 31
Trade name: CLEAN PROTECT

- 7.2 Conditions for safe storage, including any incompatibilities

- Storage:

- Requirements to be met by storerooms and receptacles: No special requirements.
- Information about storage in one common storage facility: Not required.

- Further information about storage conditions: Keep container tightly sealed.

- 7.3 Specific end use(s) No further relevant information available.

SECTION 8: Exposure controls/personal protection

- 8.1 Control parameters
- Ingredients with limit values that require monitoring at the workplace:

The product does not contain any relevant quantities of materials with critical values that have to be monitored at the workplace.
- Additional information: The lists valid during the making were used as basis.

- 8.2 Exposure controls
- Appropriate engineering controls No further data; see item 7.
- Individual protection measures, such as personal protective equipment
- General protective and hygienic measures:
Immediately remove all soiled and contaminated clothing
Wash hands before breaks and at the end of work.
Avoid contact with the eyes and skin.
- Hand protection

@ Protective gloves

The glove material has to be impermeable and resistant to the preparation.
- Material of gloves
The selection of the suitable gloves does not only depend on the material, but also on further marks of quality and varies from
manufacturer to manufacturer.
Nitrile rubber, NBR
Recommended thickness of the material: > 1 mm
- Penetration time of glove material For the mixture of chemicals mentioned below the penetration time has to be at least 60 minutes
- Eye/face protection

Tightly sealed goggles

- Body protection: Protective work clothing

‘ SECTION 9: Physical and chemical properties

- 9.1 Information on basic physical and chemical properties

- General Information

- Colour: Light yellow

- Odour: Odourless

- Odour threshold: Not determined.
- Melting point/freezing point: Undetermined.

- Boiling point or initial boiling point and boiling range 189 °C

- Flammability Not applicable.
- Lower and upper explosion limit

- Lower: Not determined.
- Upper: Not determined.
- Flash point: 118 °C

- Auto-ignition temperature:

Product is not selfigniting.

- Decomposition temperature: Not determined.
-pH Not determined.
- Viscosity:

- Kinematic viscosity Not determined.
- Dynamic: Not determined.
- Solubility

- water: Fully miscible.

- Partition coefficient n-octanol/water (log value) Not determined.
- Vapour pressure: Not determined.
- Density and/or relative density

- Density: Not determined.
- Relative density Not determined.

(Contd. on page 4)
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Trade name: CLEAN PROTECT

- Vapour density Not determined.
- 9.2 Other information

- Appearance:

- Form: Fluid

- Important information on protection of health and
environment, and on safety.

- Explosive properties: Product does not present an explosion hazard.
- Solvent content:
- Organic solvents: 0.0 %
- Change in condition
- Evaporation rate Not determined.
- Information with regard to physical hazard classes
- Explosives Void
- Flammable gases Void
- Aerosols Void
- Oxidising gases Void
- Gases under pressure Void
- Flammable liquids Void
- Flammable solids Void
- Self-reactive substances and mixtures Void
- Pyrophoric liquids Void
- Pyrophoric solids Void
- Self-heating substances and mixtures Void
- Substances and mixtures, which emit flammable gases in
contact with water Void
- Oxidising liquids Void
- Oxidising solids Void
- Organic peroxides Void
- Corrosive to metals Void
- Desensitised explosives Void

\ SECTION 10: Stability and reactivity

- 10.1 Reactivity No further relevant information available.
- 10.2 Chemical stability

- 10.3 Possibility of hazardous reactions No dangerous reactions known.

- 10.4 Conditions to avoid No further relevant information available.

- 10.5 Incompatible materials: No further relevant information available.

- 10.6 Hazardous decomposition products: No dangerous decomposition products known.

- Thermal decomposition / conditions to be avoided: No decomposition if used according to specifications.

\ SECTION 11: Toxicological information

- 11.1 Information on hazard classes as defined in Regulation (EC) No 1272/2008
- Acute toxicity
Harmful in contact with skin or if inhaled.
- Skin corrosion/irritation
Causes severe skin burns and eye damage.
- Serious eye damage/irritation
Causes serious eye damage.
- Respiratory or skin sensitisation
May cause an allergic skin reaction.
- Germ cell mutagenicity Based on available data, the classification criteria are not met.
- Carcinogenicity Based on available data, the classification criteria are not met.
- Reproductive toxicity Based on available data, the classification criteria are not met.
- STOT-single exposure Based on available data, the classification criteria are not met.
- STOT-repeated exposure Based on available data, the classification criteria are not met.
- Aspiration hazard Based on available data, the classification criteria are not met.
- 11.2 Information on other hazards

- Endocrine disrupting properties

None of the ingredients is listed.

(Contd. on page 5)
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Trade name: CLEAN PROTECT

\ SECTION 12: Ecological information

- 12.1 Toxicity
- Aquatic toxicity: No further relevant information available.
- 12.2 Persistence and degradability No further relevant information available.
- 12.3 Bioaccumulative potential No further relevant information available.
- 12.4 Mobility in soil No further relevant information available.
- 12.5 Results of PBT and vPvB assessment
- PBT: Not applicable.
- vPvB: Not applicable.
- 12.6 Endocrine disrupting properties For information on endocrine disrupting properties see section 11.
- 12.7 Other adverse effects
- Remark: Toxic for fish
- Additional ecological information:
- General notes:
Must not reach sewage water or drainage ditch undiluted or unneutralised.
Also poisonous for fish and plankton in water bodies.
Toxic for aquatic organisms
Water hazard class 3 (German Regulation) (Self-assessment): extremely hazardous for water
Do not allow product to reach ground water, water course or sewage system, even in small quantities.
Danger to drinking water if even extremely small quantities leak into the ground.

| SECTION 13: Disposal considerations

- 13.1 Waste treatment methods
- Recommendation Must not be disposed together with household garbage. Do not allow product to reach sewage system.

- Uncleaned packaging:
- Recommendation:
Disposal must be made according to official regulations.
Keep waste in closed containers provided for this purpose
- Recommended cleansing agents: Water, if necessary together with cleansing agents.

\ SECTION 14: Transport information
- 14.1 UN number or ID number

- ADR, IMDG, IATA UN3265
- 14.2 UN proper shipping name
-ADR 3265 CORROSIVE LIQUID, ACIDIC, ORGANIC, N.O.S.

(reaction mass of: 5-chloro-2-methyl-4-isothiazolin-3-one [EC
no. 247-500-7] and 2-methyl-2H-isothiazol-3-one [EC no. 220-
239-6] (3:1)), ENVIRONMENTALLY HAZARDOUS

-IMDG CORROSIVE LIQUID, ACIDIC, ORGANIC, N.O.S. (reaction
mass of: 5-chloro-2-methyl-4-isothiazolin-3-one [EC no. 247-
500-7] and 2-methyl-2H-isothiazol-3-one [EC no. 220-239-6] (3:
1)), MARINE POLLUTANT

-IATA Corrosive liquid, acidic, organic, n.o.s. (reaction mass of- 5-
chloro-2-methyl-4-isothiazolin-3-one [EC no. 247-500-7] and 2-
methyl-2H-isothiazol-3-one [EC no. 220-239-6] (3:1))

- 14.3 Transport hazard class(es)

@

- Class 8 (C9) Corrosive substances.

. Label &
- IMDG
- Class 8 Corrosive substances.

(Contd. on page 6)
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Trade name: CLEAN PROTECT

. -Labe &
IATA
- Class 8 Corrosive substances.
- Label 8
- 14.4 Packing group
“ADR, IMDG, IATA V4
- 14.5 Environmental hazards: Product contains environmentally hazardous substances: reaction

mass of: 5-chloro-2-methyl-4-isothiazolin-3-one [EC no. 247-
500-7] and 2-methyl-2H-isothiazol-3-one [EC no. 220-239-6] (3:

1)
- Marine pollutant: Yes
Symbol (fish and tree)
- Special marking (ADR): Symbol (fish and tree)
- 14.6 Special precautions for user Warning: Corrosive substances.
- Hazard identification number (Kemler code): 80
- EMS Number: F-A,S8-B
- Segregation groups Acids
- Stowage Category B
- Stowage Code SW?2 Clear of living quarters.

- 14.7 Maritime transport in bulk according to IMO instruments Not applicable.

- Transport/Additional information:

-ADR
- Limited quantities (LQ) 1L
- Excepted quantities (EQ) Code: E2
Maximum net quantity per inner packaging: 30 ml
Maximum net quantity per outer packaging: 500 ml
- Transport category 2
- Tunnel restriction code E
-IMDG Not applicable.
- Limited quantities (LQ) 1L
- Excepted quantities (EQ) Code: E2
Maximum net quantity per inner packaging: 30 ml
Maximum net quantity per outer packaging: 500 ml
-IATA Not applicable.
- UN "Model Regulation": UN 3265 CORROSIVE LIQUID, ACIDIC, ORGANIC, N.O.S.

(REACTION MASS OF: 5-CHLORO-2-METHYL-4-
ISOTHIAZOLIN-3-ONE [EC NO. 247-500-7] AND 2-METHYL-
2H-ISOTHIAZOL-3-ONE [EC NO. 220-239-6] (3:1)), 8, I,
ENVIRONMENTALLY HAZARDOUS

\ SECTION 15: Regulatory information

- 15.1 Safety, health and environmental regulations/legislation specific for the substance or mixture

- Directive 2012/18/EU

- Named dangerous substances - ANNEX I None of the ingredients is listed.

- Seveso category E1 Hazardous to the Aquatic Environment

- Qualifying quantity (tonnes) for the application of lower-tier requirements 100 t

- Qualifying quantity (tonnes) for the application of upper-tier requirements 200 t

- 15.2 Chemical safety assessment: A Chemical Safety Assessment has not been carried out.

‘ SECTION 16: Other information ‘

Data contained in this data sheet is based on information available at the date of issue. This information cannot be considered as
exhaustive and will in no case relieve product users to obtain information from other sources in order to ensure for correct use of
the product and staff safety. SEBIA cannot be held liable to any damage resulting from use or from contact with the product
described in this data sheet.

(Contd. on page 7)
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Trade name: CLEAN PROTECT

For use, storage and disposal of this reagent, personnel are to be trained specifically for GLP (Good Laboratory Practices).
GLP describe all the laboratory operations including the handling of hazardous products.

- Relevant phrases
H301 Toxic if swallowed.
H310 Fatal in contact with skin.
H314 Causes severe skin burns and eye damage.
H317 May cause an allergic skin reaction.
H318 Causes serious eye damage.
H330 Fatal if inhaled.
H400 Very toxic to aquatic life.
H410 Very toxic to aquatic life with long lasting effects.

- Department issuing SDS: Service Qualité et Affaires Réglementaires
- Contact: sebia@sebia.com

- Abbreviations and acronyms:
ADR: Accord relatif au transport international des marchandises dangereuses par route (European Agreement Concerning the International Carriage of
Dangerous Goods by Road)
IMDG: International Maritime Code for Dangerous Goods
IATA: International Air Transport Association
GHS: Globally Harmonised System of Classification and Labelling of Chemicals
EINECS: European Inventory of Existing Commercial Chemical Substances
ELINCS: European List of Notified Chemical Substances
CAS: Chemical Abstracts Service (division of the American Chemical Society)
PBT: Persistent, Bioaccumulative and Toxic
vPvB: very Persistent and very Bioaccumulative
Acute Tox. 3: Acute toxicity — Category 3
Acute Tox. 2: Acute toxicity — Category 2
Acute Tox. 4: Acute toxicity — Category 4
Skin Corr. 1C: Skin corrosion/irritation — Category 1C
Eye Dam. 1: Serious eye damage/eye irritation — Category 1
Skin Sens. 1: Skin sensitisation — Category 1
Skin Sens. 1A4: Skin sensitisation — Category 14
Aquatic Acute 1: Hazardous to the aquatic environment - acute aquatic hazard — Category 1
Aquatic Chronic 1: Hazardous to the aquatic environment - long-term aquatic hazard — Category 1

- * Data compared to the previous version altered.
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SAUGOS DUOMENY LAPAS mm=

| - CHEMINES MEDZIAGOS, PREPARATO IR TIEKEJO PAVADINIMAS
Gamintojas : SEBIA
Adresas . Parc Technologique Léonard de Vinci - Rue Léonard de Vinci

CP 8010 Lisses
91008 EVRY CEDEX - FRANCE

Telefono numeris : 33.(0)1.69.89.80.80

Fakso numeris : 33.(0)1.69.89.78.78

E-mail . sebia@sebia.com

Produkto pavadinimas : CLEAN PROTECT

Produkto kodas : 2059

Produkto tipas . Invitro diagnostikos priemone.

Telefonas skubiai Informacijai suteikti : +370 5 236 20 52 / +370 687 533 78

Il — RINKINIO SUDETIS

CLEAN PROTECT

Duomenys $iame saugos duomeny lape remiasi i$leidimo dieng turima informacija. Si informacija negali bati laikoma i§samia ir jokiais btdais
neapriboja produkto vartotojy nuo pareigos gauti informacijag i$ kity Saltiniy siekiant uztikrinti tinkamg produkto naudojimg ir personalo sauguma.
SEBIA negali bati laikoma atsakinga uz zalg dél produkto, aprasyto Siame medziagy saugos duomeny lape, naudojimo ar kontakto su juo.

Pagal : SDS/CIA/SEB/2059 Perzitréta: 2021.06.01
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m Saugos duomeny lapas
pagal 1907/2006/EB, 31 straipsnis

‘ 1. SKIRSNIS. MedZiagos arba miSinio ir bendrovés arba jmonés identifikavimas ‘

- 1.1 Produkto identifikatorius
- Prekybos Zenklas: CLEAN PROTECT

- 1.2 MedZiagos ar miSinio nustatyti naudojimo biidai ir nerekomenduojami naudojimo biidai Néra jokiy kity svarbiy informacijy.
- MedZiagos / miinio panaudojimas In vitro diagnostikos priemoné

- 1.3 Saugos duomeny lapo teikéjo duomenys
- Gamintojas / tiekéjas
SEBIA
Parc Technologique Léonard de Vinci
F-91008 Evry Cedex

- Informacijos Saltinis:
Département Qualité et Affaires Réglementaires
sebia@sebia.com
- 1.4 Pagalbos telefono numeris: +370 5 236 20 52 /+370 687 533 78

| 2. SKIRSNIS. Galimi pavojai

- 2.1 MedZiagos ar misinio klasifikavimas
- Klasifikavimas pagal Reglamentg (EB) Nr. 1272/2008

GHSO05 korozija

Skin Corr. 1C H314 Smarkiai nudegina odq ir pazeidzia akis.
Eye Dam. 1 H318 Smarkiai pazeidzia akis.

GHS09 aplinka

Aquatic Acute I ~ H400 Labai toksiska vandens organizmams.
Aquatic Chronic 1 H410 Labai toksiska vandens organizmams, sukelia ilgalaikius pakitimus.

Acute Tox. 4 H312 Kenksminga susilietus su oda.
Acute Tox. 4 H332 Kenksminga jkvépus.
Skin Sens. 1 H317 Gali sukelti alergine odos reakcijq.

- 2.2 Zenklinimo elementai 5
- Zenklinimas pagal Reglamentg (EB) Nr. 1272/2008 Gaminys klasifikuojamas bei Zenklinamas pagal KZP reglamentq.
- Pavojaus piktogramos

&HE

GHSO05 GHS07 GHS09

- Signalinis Zodis Pavojinga

- Pavojy nustatantys komponentai etiketavimui:
misinys.: 5-chlor-2-metil-2H-izotiazol-3-ono [EB Nr. 247-500-7] ir 2-metil-2H-izotiazol-3-ono [EB Nr. 220-239-6] (3:1)
- Pavojingumo frazés
H312+H332 Kenksminga susilietus su oda arba jkvépus.
H314 Smarkiai nudegina odg ir pazeidzia akis.
H317 Gali sukelti alergine odos reakcijq.
H410 Labai toksiska vandens organizmams, sukelia ilgalaikius pakitimus.
- Atsargumo frazés
P260 Nejkvepti dulkiy arba ritko.
P303+P361+P353 PATEKUS ANT ODOS (arba plauky): nedelsiant nuvilkti visus uzterstus drabuzius. Odg nuplauti vandeniu
[arba ciurksle].
P305+P351+P338 PATEKUS ] AKIS: atsargiai plauti vandeniu kelias minutes. ISimti kontaktinius lesius, jeigu jie yra ir jeigu
lengvai galima tai padaryti. Toliau plauti akis.

P310 Nedelsiant skambinti j APSINUODIJIMYU KONTROLES IR INFORMACIJOS BIURA / kreiptis j gydytojq.
P405 Laikyti uzrakintg.
P501 Turinj/talpq ispilti (iSmesti) - Salinti pagal vietines / regionines / nacionalines / tarptautines taisykles.
- 2.3 Kiti pavojai
- PBT ir vPvB vertinimo rezultatai
- PBT: Nevartotina.
(Tesinys 2 psl.)
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- vPvB: Nevartotina.

‘ 3. SKIRSNIS. Sudétis arba informacija apie sudedamagsias dalis

- 3.2 MiSiniai
- ApraSymas: Misinys, susidedantis is Zemiau minimy medziagy su apytiksliais kiekiais.
- Pavojingos sudedamosios medZiagos :

55965-84-9 | misinys: 5-chlor-2-metil-2H-izotiazol-3-ono [EB Nr. 247-500-7] ir 2-metil-2H-izotiazol-3-ono [EB Nr. 220- 3,0%
239-6] 3:0) T T T
Acute Tox. 3, H301; Acute Tox. 2, H310; Acute Tox. 2, H330; € Skin Corr. 1C, H314,; Eye Dam. 1, H318;
& Aquatic Acute 1, H400 (M=100); Aquatic Chronic 1, H410 (M=100),; <> Skin Sens. 14, H317
Konkrecios koncentracijos ribos: Skin Corr. 1C; H314: C 20,6 %

Skin Irrit. 2; H315: 0,06 %< C < 0,6 %
Eye Dam. 1; H318: C20,6 %

Eye Irrit. 2; H319: 0,06 % < C < 0,6 %
Skin Sens. 14; H317: C 20,0015 %

- Papildomos nuorodos Nurodyty rizikos fraziy turinio ieskoti 16 straipsnyje.

‘ 4. SKIRSNIS. Pirmosios pagalbos priemonés

- 4.1 Pirmosios pagalbos priemoniy apraSymas
- Bendra informacija: Produktu suteptus drabuzius nedelsiant pasalinti.
- Tkvépus:
Garantuoti pakankamq kiekj tyro oro ir dél visa ko pakviesti gydytojq.
Netekus sgmonés, paguldyti ir vezti paguldzius stabiliai ant Sono.
- Po kontakto su oda: Nedelsiant apiplauti vandeniu ir muilu ir gerai isskalauti.
- Po kontakto su akimis: Akis, atkélus akiy vokus, keletq minuciy plauti tekanciu vandeniu ir pasikonsultuoti su gydytoju.
- Prarijus: Isgerti didelj kiekj vandens, garantuoti tyrq orq. Nedelsiant kreiptis j gydytojus.
- 4.2 Svarbiausi simptomai ir poveikis (amus ir uZdelstas) Néra jokiy kity svarbiy informacijy.
- 4.3 Nurodymas apie bet kokios neatidéliotinos medicinos pagalbos ir specialaus gydymo reikalingumgqg
Neéra jokiy kity svarbiy informacijy.

‘ 5. SKIRSNIS. Priesgaisrinés priemonés

- 5.1 Gesinimo priemonés

- Tinkamos gesinimo medgiagos: Gaisro gesinimo priemones taikyti adekvaciai aplinkai.
- 5.2 Specialiis medZiagos ar misinio keliami pavojai Néra jokiy kity svarbiy informacijy.
- 5.3 Patarimai gaisrininkams

- Ypatingos saugos priemonés: Specialiosios priemonés néra biitinos.

\ 6. SKIRSNIS. Avarijy likvidavimo priemonés

- 6.1 Asmens atsargumo priemonés, apsaugos priemonés ir skubios pagalbos procediiros
Deévéti apsauging ekipiruotg. Neprileisti neapsaugoty asmeny.
- 6.2 Ekologinés atsargumo priemonés:
Patekus j vandens telkinius ir kanalizacijq, informuoti atsakingas tarnybas.
Praskiesti dideliu kiekiu vandens.
Neleisti patekti j kanalizacijq/pavirSinius vandenis/gruntinius vandenis.
- 6.3 Izoliavimo ir valymo procediiros bei priemonés:
Surinkti su skyscius risanciomis medziagomis (smélis, zvyras, rugsciy risiklis, universalus risiklis, pjuvenos).
Panaudoti neutralizavimo priemone.
Uzterstomis medziagomis atsikratyti kaip atliekomis pagal 13 pkt. reikalavimus.
Garantuoti pakankamgq védinimg.
- 6.4 Nuoroda j kitus skirsnius
Informacija apie saugy vartojimq pateikiama 7 skyriuje.
Informacija apie asmens saugos priemones pateikiama 8 skyriuje.
Informacija apie sunaikinimq pateikiama 13 skyriuje.

‘ 7. SKIRSNIS. Tvarkymas ir sandéliavimas

- 7.1 Su saugiu tvarkymu susijusios atsargumo priemonés
Garantuoti gerq darbo vietos védinimg/nutraukimg.
Vengti aerozoliy susidarymo.
- Nuorodos apsaugai nuo gaisro ir sprogimo: Nebiitinos jokios specialiosios priemonés.
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- 7.2 Saugaus sandéliavimo sqlygos, jskaitant visus nesuderinamumaus

- Sandéliavimas:

- Reikalavimai sandéliavimo patalpoms ir talpoms: Néra jokiy specialiy reikalavimy.
- Nuorodos dél laikymo bendrai: Nereikalaujama.

- Kitos sandéliavimo nuorodos: Talpas laikyti sandariai uzdarytas.

- 7.3 Konkretus galutinio naudojimo biidas (-ai) Néra jokiy kity svarbiy informacijy.

\ 8. SKIRSNIS. Poveikio kontrolé/asmens apsauga

- 8.1 Kontrolés parametrai
- Sudedamosios dalys su darbo vietoje stebétinomis vertémis:

Produkte nesama jokiy zymiy kiekiy medziagy, kuriy duomenys turéty jtakos darbo vietai ir biity stebétini.
- Papildomos nuorodos: Uz pagrindg buvo paimti sudarymo metu galioje sqrasai.

- 8.2 Poveikio kontrolés priemonés
- Atitinkamos techninio valdymo priemonés Jokiy kity nuorody, zr. 7 pkt.
- Individualios apsaugos priemonés, pavyzdZiui, asmeninés apsaugos jranga
- Bendrosios saugos ir higienos priemonés:
Nedelsiant nusirengti isteptus, jsigérusius drabuzius.
Pries pertraukas ir baigus darbg nusiplauti rankas.
Vengti kontakto su akimis ir oda.
- Ranky apsaugq

@ Apsauginés pirstinés

Medziaga, is kurios gaminama pirstiné, privalo biiti nepralaidi ir atspari misiniui.
- PirStiniy medZiaga
Tinkamy apsauginiy pirstiniy parinkimas priklauso ne tik nuo medziagos, taciau ir nuo kity kokybiniy rodikliy, kurie kiekvieno
gamintojo yra skirtingi.
Nitrilo kauciukas
Rekomenduojamas medziagos storis: > 1 mm
- Pirstiniy medZiagos persigérimo laikotarpis Atsparumas Zemiau minimy chemikaly miSiniui turi biiti maZiausiai 60 min.
- Akiy ir (arba) veido apsaugq

Tampriai prisispaudziantys akiniai

- Kiino apsauga: Apsauginiai drabuziai

‘ 9. SKIRSNIS. Fizikinés ir cheminés savybés

- 9.1 Informacija apie pagrindines fizikines ir chemines savybes
- Bendra informacija 5
- Spalva: Sviesiai geltona(s)
- Kvapas: Bekvapis(é)
- Kvapo atsiradimo slenkstis: Nenustatyta.
- Lydymosi ir stingimo temperatiira Nenustatyta
- Virimo temperatiira arba pradiné virimo temperatiira ir virimo
temperatiiros intervalas 189 °C (372,2 °F)
- Degumas Nevartotina.
- VirSutiné ir apatiné sprogumo ribos
- Zemutiné: Nenustatyta.
- Vir§utiné Nenustatyta.
- Pliupsnio temperatiira: 118 °C (244,4 °F)
- Savaiminio uZsidegimo temperatiira: Produktas savaime neuzsidega.
- Skilimo temperatiira: Nenustatyta.
-pH Nenustatyta.
- Klampa:
- Kinematiné klampa Nenustatyta.
- Dinaminis: Nenustatyta.
- Tirpumas
- vandeniu: Pilnai maisytina(s).
- Pasiskirstymo koeficientas n-oktanolis/vanduo (logaritminé
verté) Nenustatyta.
- Gary slégis: Nenustatyta.
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- Tankis ir (arba) santykinis tankis

- Tankis: Nenustatyta.
- Santykinis tankis: Nenustatyta.
- Gary tankis Nenustatyta.
- 9.2 Kita informacija
- I§vaizda:
- Forma: Skysta(s)
- Svarbios nuorodos sveikatos ir aplinkos apsaugai bei saugumui
- Sprogstamosios (sprogiosios) savybés: Produktas nekelia sprogimo pavojaus.
- Tirpikliy sudétis:
- Organiniai tirpikliai: 0,0%
- Sudéties pakeitimas
- Garavimo greitj Nenustatyta.
- Informacija apie fiziniy pavojy klases
- Sprogstamosios medZiagos atkrenta
- Degiosios dujos atkrenta
- Aerozoliai atkrenta
- Oksiduojanciosios dujos atkrenta
- Suslégtosios dujos atkrenta
- Degieji skysciai atkrenta
- Degios kietos medZiagos atkrenta
- Savaime reaguojanciosios medZiagos ir miSiniai atkrenta
- Piroforiniai skysciai atkrenta
- Piroforinés kietosios medZiagos atkrenta
- Savaime kaistancios medZiagos ir miSiniai atkrenta
- MedZiagos ir miSiniai, kurie iSskiria degias dujas esant sqlyciui
su vandeniu atkrenta
- Oksiduojantieji skysciai atkrenta
- Oksiduojanciosios kietosios medZiagos atkrenta
- Organiniai peroksidai atkrenta
- Metaly korozijg sukeliancios medZiagos atkrenta
- Desensibilizuoti sprogmenys atkrenta

| 10. SKIRSNIS. Stabilumas ir reaktyvumas

- 10.1 Reaktyvumas Neéra jokiy kity svarbiy informacijy.

- 10.2 Cheminis stabilumas

- Terminis irimas / vengtinos sqlygos: Nesuyra vartojant pagal instrukcijg.
- 10.3 Pavojingy reakcijy galimybé NeZinomos jokios pavojingos reakcijos.
- 10.4 Vengtinos sqlygos Néra jokiy kity svarbiy informacijy.

- 10.5 Nesuderinamos medZiagos: Néra jokiy kity svarbiy informacijy.

- 10.6 Pavojingi skilimo produktai: NeZinomi jokie irimo produktai.

\ 11. SKIRSNIS. Toksikologiné informacija

- 11.1 Informacija apie pavojy klases, kaip apibréita Reglamente (EB) Nr. 1272/2008
- Umus toksiskumas
Kenksminga susilietus su oda arba jkvépus.
- Odos ésdinimas ir (arba) dirginimas
Smarkiai nudegina odg ir pazeidzia akis.
- Didelis kenksmingumas akims ir (arba) akiy dirginimas
Smarkiai pazeidzia akis.
- Kvépavimo taky arba odos jautrinimas
Gali sukelti alergine odos reakcijq.
- Mutageninis poveikis lytinéms lgsteléms Remiantis turimais duomenimis neatitinka klasifikavimo kriterijy.
- Kancerogeniskumas Remiantis turimais duomenimis neatitinka klasifikavimo kriterijy.
- ToksiSkumas reprodukcijai Remiantis turimais duomenimis neatitinka klasifikavimo kriterijy.
- STOT (vienkartinis poveikis) Remiantis turimais duomenimis neatitinka klasifikavimo kriterijy.
- STOT (kartotinis poveikis) Remiantis turimais duomenimis neatitinka klasifikavimo kriterijy.
- Aspiracijos pavojus Remiantis turimais duomenimis neatitinka klasifikavimo kriterijy.
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- 11.2 Informacija apie kitus pavojus
- Endokrininés sistemos ardomosios savybés
I sudétj nejeina né viena is sudétiniy daliy.

\ 12. SKIRSNIS. Ekologiné informacija

- 12.1 Toksiskumas
- Vandeninis toksiskumas: Néra jokiy kity svarbiy informacijy.
- 12.2 Patvarumas ir skaidumas Néra jokiy kity svarbiy informacijy.
- 12.3 Bioakumuliacijos potencialas Néra jokiy kity svarbiy informacijy.
- 12.4 Judumas dirvoZemyje Neéra jokiy kity svarbiy informacijy.
- 12.5 PBT ir vPvB vertinimo rezultatai
- PBT: Nevartotina.
- vPvB: Nevartotina.
- 12.6 Endokrininés sistemos ardomosios savybés Duomenys apie endokrining sistemq ardancias savybes pateikti 11 skirsnyje.
- 12.7 Kitas nepageidaujamas poveikis
- Pastaba: Nuodinga(s) zuvims.
- Kitos ekologinés nuorodos:
- Bendrosios nuorodos:
Negali neskiestame pavidale arba nenukenksminus patekti j nuotékas arba j istekéjimo kanalg.
Vandenyse taip pat nuodinga(s) zuvims ir planktonui.
nuodingas vandens organizamams
Vandens uztersimo klasé 3 (Savarankiska klasifikacija): stipriai uztersia vandenj
Neleisti patekti j gruntinius vandenis, vandens telkinius ir j kanalizacijq, net ir menkais kiekiais.
Net ir maziausiems kiekiams patekus j gruntq, kyla geriamojo vandens uztersimo grésme.

| 13. SKIRSNIS. Atlieky tvarkymas

- 13.1 Atlieky apdorojimo metodai
- Rekomendacija: Negalima paSalinti kartu su buitinémis atliekomis. Neleisti patekti j kanalizacijq.

- Nevalytos pakuotés:
- Rekomendacija:
Atsikratymas pagal zZinybinj reglamentq.
Laikyti atliekas tam skirtuose uzdaruose konteineriuose
- Rekomenduojamas valiklis: Vanduo, jeigu jmanoma pridedant valymo priemonés.

\ 14. SKIRSNIS. Informacija apie veZimq

- 14.1 JT numeris ar ID numeris

- ADR, IMDG, IATA UN3265
- 14.2 JT tinkamas krovinio pavadinimas ) L
-ADR 3265 EDUS SKYSTIS, RUGSTINIS, ORGANINIS, K.N. (misinys:

5-chlor-2-metil-2H-izotiazol-3-ono [EB Nr. 247-500-7] ir 2-
metil-2H-izotiazol-3-ono [EB Nr. 220-239-6] (3:1); misinys: 5-
chlor-2-metil-4-izotiazolin-3-ono [EB Nr. 247-500-7] ir 2-metil-
4-izotiazolin-3-ono [EB Nr. 220-239-6] (3:1)), PAVOJINGA
APLINKAI

-IMDG CORROSIVE LIQUID, ACIDIC, ORGANIC, N.O.S. (reaction
mass of: 5-chloro-2-methyl-4-isothiazolin-3-one [EC no. 247-
500-7] and 2-methyl-2H-isothiazol-3-one [EC no. 220-239-6]
(3:1)), MARINE POLLUTANT

-IATA Corrosive liquid, acidic, organic, n.o.s. (reaction mass of- 5-
chloro-2-methyl-4-isothiazolin-3-one [EC no. 247-500-7] and 2-
methyl-2H-isothiazol-3-one [EC no. 220-239-6] (3:1))

- 14.3 VeZimo pavojingumo klasé (-s)
-ADR

- klasé 8 (C9) Esdinancios medziagos
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-~ Pavojingumo etikere &
-IMDG
Class 8 Esdinancios medziagos
. Lebed &
IATA
- Class 8 Esdinancios medziagos
- Label 8
- 14.4 Pakuotés grupé
- ADR, IMDG, IATA i
- 14.5 Pavojus aplinkai: Produkto sudétyje yra medziagy, pavojingos aplinkai: misinys. 5-

chlor-2-metil-2H-izotiazol-3-ono [EB Nr. 247-500-7] ir 2-metil-
2H-izotiazol-3-ono [EB Nr. 220-239-6] (3:1)

- Marine pollutant: Taip
Simbolis (Zuvis ir medis)
- Ypatingas Zenklinimas (ADR): Simbolis (Zuvis ir medis)
- 14.6 Specialios atsargumo priemonés naudotojams Atsargiai: Esdinancios medziagos
- Pavojaus identifikavimo numeris (Kemlerio kodas): 80
- EMS numeris: F-A,S-B
- Segregation groups Acids
- Stowage Category B
- Stowage Code SW?2 Clear of living quarters.

- 14.7 Nesupakuoty kroviniy veZimas jiry transportu pagal IMO
priemones Nevartotina.

- Transportavimas/kitos nuorodos:

-ADR

- Riboti kiekiai (LQ): 1L

- Nekontroliuojami kiekiai (EQ) Kodas: E2
Didziausias neto kiekis vidinéje taroje: 30 ml
Didziausias neto kiekis iSorinéje taroje: 500 ml

- Transporto kategorija 2

- Tunelio apribojimo kodas: E

- IMDG Nevartotina.

- Limited quantities (LQ) 1L

- Excepted quantities (EQ) Code: E2
Maximum net quantity per inner packaging: 30 ml
Maximum net quantity per outer packaging: 500 ml

-IATA Nevartotina.

- UN "Model Regulation": UN 3265 EDUS SKYSTIS, RUGSTINIS, ORGANINIS, K.N.

(MISINYS: 5-CHLOR-2-METIL-2H-IZOTIAZOL-3-ONO [EB
NR. 247-500-7] IR 2-METIL-2H-IZOTIAZOL-3-ONO [EB NR.
220-239-6] (3:1); MISINYS: 5-CHLOR-2-METIL-4-
IZOTIAZOLIN-3-ONO [EB NR. 247-500-7] IR 2-METIL-4-
IZOTIAZOLIN-3-ONO [EB NR. 220-239-6] (3:1)), 8, I,
PAVOJINGA APLINKAI

\ 15. SKIRSNIS. Informacija apie reglamentavimg

- 15.1 Su konkrecia medZiaga ar miSiniu susije saugos, sveikatos ir aplinkos teisés aktai

- Direktyva 2012/18/ES

- Vardinis pavojingy cheminiy medZiagy sqraSas - I PRIEDAS ] sudétj nejeina né viena is sudétiniy daliy.
- Seveso kategorija E1 Pavojinga vandens aplinkai

- Kvalifikacinis kiekis (fonomis), taikant {emesnés pakopos reikalavimus 100 t

- Kvalifikacinis kiekis (tonomis), taikant aukstesnés pakopos reikalavimus 200 t
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* REGLAMENTAS (EB) Nr. 1907/2006 XVII PRIEDAS Apribojimo sqlygos: 3
- 15.2 Cheminés saugos vertinimas: Cheminés saugos vertinimas nebuvo atliktas.

16. SKIRSNIS. Kita informacija

Duomenys Siame saugos duomeny lape remiasi isleidimo dieng turima informacija. Si informacija negali biiti laikoma iSsamia ir
Jjokiais biidais neapriboja produkto vartotojy nuo pareigos gauti informacijq is kity Saltiniy siekiant uztikrinti tinkamq produkto
naudojimgq ir personalo saugumq. SEBIA negali buti laikoma atsakinga uz zZalg dél produkto, aprasyto Siame medziagy saugos
duomeny lape, naudojimo ar kontakto su juo.

Pries naudodami, sandéliuodami ir sunaikindami sj reagentq, darbuotojai turi buiti specifiskai ismokyti geros laboratorinés
praktikos (GLP). GLP apima visas laboratorines procediiras, tarp jy ir darbg su pavojingomis medziagomis.

- Svarbios frazés
H301 Toksiska prarijus.
H310 Mirtina susilietus su oda.
H314 Smarkiai nudegina odq ir pazeidzia akis.
H317 Gali sukelti alergine odos reakcijq.
H318 Smarkiai pazeidzia akis.
H330 Mirtina jkvépus.
H400 Labai toksiska vandens organizmams.
H410 Labai toksiska vandens organizmams, sukelia ilgalaikius pakitimus.

- Duomeny suvesting sudarantis skyrius: Service Qualité et Affaires Réglementaires
- Asmuo kontaktams : sebia@sebia.com
- Ankstesnés versijos data: 11.02.2021

- Santrumpos ir akronimai:
ADR: Accord relatif au transport international des marchandises dangereuses par route (European Agreement Concerning the International Carriage of
Dangerous Goods by Road)
IMDG: International Maritime Code for Dangerous Goods
1ATA: International Air Transport Association
GHS: Globally Harmonised System of Classification and Labelling of Chemicals
EINECS: European Inventory of Existing Commercial Chemical Substances
ELINCS: European List of Notified Chemical Substances
CAS: Chemical Abstracts Service (division of the American Chemical Society)
PBT: Persistent, Bioaccumulative and Toxic
vPvB: very Persistent and very Bioaccumulative
Acute Tox. 3: Umus toksiskumas — 3 kategorija
Acute Tox. 2: Umus toksiskumas — 2 kategorija
Acute Tox. 4: Umus toksiskumas — 4 kategorija
Skin Corr. 1C: Odos ésdinimas ir dirginimas — 1C kategorija
Eye Dam. 1: Smarkus akiy pazeidimas ir akiy sudirginimas — 1 kategorija
Skin Sens. 1: Odos jautrinimas — 1 kategorija
Skin Sens. 14: Odos jautrinimas — 1A kategorija
Aquatic Acute 1: Pavojinga vandens aplinkai - imus pavojus vandens aplinkai — 1 kategorija
Aquatic Chronic 1: Pavojinga vandens aplinkai - ilgalaikis pavojus vandens aplinkai — 1 kategorija

- * Lyginant su buvusia versija pakeisti duomenys
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DECLARATION DE CONFORMITE CE
EC DECLARATION OF CONFORMITY

DISPOSITIFS MEDICAUX DE DIAGNOSTIC IN VITRO
DIRECTIVE 98/79/CE

IN VITRO DIAGNOSTIC MEDICAL DEVICES
DIRECTIVE 98/79/EC

Nous certifions que les dispositifs énumérés dans la liste jointe (9 pages), ayant la classification
« autres dispositifs » (non listés dans I'Annexe Il) selon la directive relative aux dispositifs
médicaux de diagnostic in vitro 98/79/CE, remplissent toutes les exigences de cette directive qui
les concernent, notamment ils répondent aux exigences des Annexes | et lll, et aux normes

harmonisées applicables dont la norme NF EN ISO 14971.

We certify that the devices in the enclosed list (9 pages), classified as “other devices” (not listed
in Annex Il) according to the directive on in vitro diagnostic medical devices 98/79/EC, meet all
the provisions of this directive which apply to them, particularly they answer to the exigencies of
the Annex | and Ill, and to harmonized standards that are applicable, including the NF EN ISO
14971 standard.

Lisses, 7 Juin / Jupe 2017

B. /\delus
President
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Date : Juin/June 7, 2017

Déclaration de conformité CE
EC conformity declaration

dispositifs médicaux de diagnostic in vitro relevant de la directive n°98/79/CE hors annexe I

in vitro diagnostic medical devices covered by Directive 98/79/EC not listed annex Il

22:2:2:22 DESIGNATION DU DISPOSITIF NAME OF THE CONCERNED DEVICE
1079 LECTEUR CODES-BARRES CAPILLARYS / MINICAP CAPILLARYS / MINICAP BARCODES READER
1080 LECTEUR CODES-BARRES HYDRAGEL HYDRAGEL BARCODES READER
1082 MODULE INFORMATIQUE + ECRAN (SANS IMPRIMANTE) HARDWARE MODULE + SCREEN (WITHOUT PRINTER)
1083 IMPRIMANTE PRINTER
1084 MONITOR DELL ULTRAHD 43 MONITOR DELL ULTRAHD 43
1110 LOGICIEL PHORESIS PHORESIS SOFTWARE
111 LICENCE PHORESIS PHORESIS LICENSE
1200 HYDRASYS 2 SCAN HYDRASYS 2 SCAN
1201 HYDRASYS 2 HYDRASYS 2
1202 HYDRASYS 2 SCAN FOCUSING HYDRASYS 2 SCAN FOCUSING
1203 HYDRASYS 2 FOCUSING HYDRASYS 2 FOCUSING
1206 GELSCAN GELSCAN
1207 OPTION FOCUSING HYDRASYS 2 HYDRASYS 2 FOCUSING OPTION
1208 OPTION SCAN HYDRASYS 2 HYDRASYS 2 SCAN OPTION
1211 HYDRASYS (2eme génération) HYDRASYS (2nd generation)
1212 HYDRASYS FOCUSING HYDRASYS FOCUSING
1217 HYDRAPLUS 2 HYDRAPLUS 2
1218 ASSIST ASSIST
1220 CAPILLARYS CAPILLARYS
1222 CAPILLARYS 2 CAPILLARYS 2
1224 CAPILLARYS 2 NEONAT FAST CAPILLARYS 2 NEONAT FAST
1227 CAPILLARYS 2 FLEX-PIERCING CAPILLARYS 2 FLEX-PIERCING
1230 MINICAP MINICAP
1232 MINICAP FLEX-PIERCING MINICAP FLEX-PIERCING
1233 PUNCHER NEONAT Hb NEONAT Hb PUNCHER
1236 GUIDE MASQUE DYNAMIQUE CSF ISOFOCUSING CSF ISOFOCUSING DYNAMIC MASK GUIDE
1238 KIT DE MISE A JOUR HbA1c POUR MINICAP FLEX-PIERCING UPDATE HbA1c KIT FOR MINICAP FLEX-PIERCING
1239 HYDRASYS PROGRAMMER HYDRASYS PROGRAMMER
1240 KIT DE MISE A JOUR MINICAP FLEX-PIERCING HbATc UPDATE KIT FOR MINICAP FLEX-PIERCING HbAc
1246 CAPILLARYS 3 TERA CAPILLARYS 3 TERA
1249 CHARGEUR DE TUBES CAPILLARYS 3 TUBE LOADER CAPILLARYS 3
1250 CONVOYEUR DE PORTOIRS CAPILLARYS 3 RACK CONVEYOR CAPILLARYS 3
1251 ACCESSOIRES HYDRASHIFT 2/4 HYDRASHIFT 2/4 ACCESSORIES
1253 ACCESSOIRES HYDRASYS A1AT ISOFOCUSING HYDRASYS A1AT ISOFOCUSING ACCESSORIES
1254 ACCESSOIRES HYDRASYS 2 IF / BJ (HR) (MS) HYDRASYS 2 IF / BJ (HR) ACCESSORIES (SM)
1255 MASQUE DYNAMIQUE DYNAMIC MASK
1256 SUPPORT BARRETTES (MD) SEGMENT HOLDER (DM)
1257 REPERES COULEURS (MD) COLORED REFERENCE GUIDES (DM)
1258 ACCESSOIRES HYDRASYS CSF ISOFOCUSING HYDRASYS CSF ISOFOCUSING ACCESSORIES
1259 ACCESSOIRES HYDRASYS CSF (MD) HYDRASYS CSF ACCESSORIES (DM)
1260 ACCESSOIRES HYDRASYS IF (MS) HYDRASYS IF ACCESSORIES (SM)
1261 ACCESSOIRES HYDRASYS ISO-LDH, ISO-PAL, CHOL HYDRASYS ISO-LDH, ISO-PAL, CHOL ACCESSORIES
1262 ACCESSOIRES HYDRASYS CSF (MS) HYDRASYS CSF ACCESSORIES (SM)
1263 ACCESSOIRES HYDRASYS LIPOPROTEIN(E)S HYDRASYS LIPOPROTEIN(E)S ACCESSORIES
1264 ACCESSOIRES HYDRASYS I1SO-CK HYDRASYS ISO-CK ACCESSORIES
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Date : Juin/June 7, 2017

Déclaration de conformité CE
EC conformity declaration

dispositifs médicaux de diagnostic in vitro relevant de la directive n°98/79/CE hors annexe Il

in vitro diagnostic medical devices covered by Directive 98/79/EC not listed annex I

ggggggz DESIGNATION DU DISPOSITIF NAME OF THE CONCERNED DEVICE
1265 ACCESSOIRES HYDRASYS 9 IF (MS) HYDRASYS 9 IF ACCESSORIES (SM)
1266 ACCESSOIRES HYDRASYS 9 BENCE JONES (MS) HYDRASYS 9 BENCE JONES ACCESSORIES (SM)
1267 ACCESSOIRES HYDRASYS 1 IF / 1 BENCE JONES (MS) HYDRASYS 1 IF / 1 BENCE JONES ACCESSORIES (SM)
1270 CHAMBRE HUMIDE HUMIDITY CHAMBER
1271 CHAMBRE SECHE DRY STORAGE CHAMBER
1272 (T:ECELDDE”Z?:AT'ON FOUA MASQUEHYDRAGEL 54LOLMHOL HYDRAGEL 54 LDL/HDL CHOL Direct MASK GUIDE BAR
1273 MASQUE URINE PROFIL(E) (MS) URINE PROFIL(E) MASK (SM)
1274 ACCESSOIRES URINE PROFIL(E) (MD) URINE PROFIL(E) ACCESSORIES (DM)
1275 KIT DE MAINTENANCE HYDRASYS HYDRASYS MAINTENANGCE KIT
1276 KIT DE MAINTENANCE HYDRASYS LC / HYDRASYS 2 HYDRASYS LG/ HYDRASYS 2 MAINTENANGE KIT
1278 PORTE-FILM UNIVERSEL HYDRASYS HYDRASYS UNIVERSAL GEL HOLDER
1279 CHARIOT DE MIGRATION HYDRASYS HYDRASYS APPLICATOR - ELECTRODE CARRIERS
1280 CHARIOT ANODE HYDRASYS HYDRASYS REAR ELECTRODE CARRIER
1281 CHARIOT CATHODE HYDRASYS HYDRASYS FRONT ELECTRODE CARRIER
1283 BIDON HYDRASYS 0,5 L (CAPSULE NOIRE) HYDRASYS CONTAINER (BLACK CAP) 0.5 L
1284 BIDON HYDRASYS 0,5 L (CAPSULE ROUGE) HYDRASYS CONTAINER (RED CAP) 0.5 L
1285 BIDON HYDRASYS 5 L (CAPSULE BLANCHE) HYDRASYS CONTAINER (WHITE CAP) 5 L
1286 BIDON HYDRASYS 5 L (CAPSULE VERTE) HYDRASYS CONTAINER (GREEN CAP) 5 L
1287 KIT EPONGE HYDRAPLUS / ASSIST HYDRAPLUS / ASSIST SPONGE KIT
1291 PORTOIRS CAPILLARYS (5) CAPILLARYS SAMPLE RACKS (5)
1292 RACCORD RAPIDE CAPILLARYS CAPILLARYS QUICK COUPLING
1203 KIT DE MAINTENANCE CAPILLARYS MAINTENANCE KIT CAPILLARYS
1294 CHAMBRE HUMIDE CAPILLARYS CAPILLARYS HUMIDITY CHAMBER
1295 SUPPORT BARRETTES NEONAT Hb HOLDER FOR NEONAT Hb SEGMENTS
1296 PORTOIRS CAPILLARYS 2 FLEX-PIERCING (5) CAPILLARYS 2 FLEX-PIERCING RACKS (5)
1297 PORTE-FILM HYDRASYS 2 HYDRASYS 2 GEL HOLDER
1298 CHARIOT MECHES HYDRASYS 2 HYDRASYS 2 STRIP CARRIER
1299 CHARIOT APPLICATEURS HYDRASYS 2 HYDRASYS 2 APPLICATOR CARRIER
1302 MG 300 MG 300
1359 PORTOIRS ECHANTILLONS CAPILLARYS 3 & MC (70) CAPILLARYS 3 & MC SAMPLE RACKS (70)
1360 rPn%R(;)O'RS CAPILLARYS 2 FLEX-PIERCING POURTUBES DE 11| 011 | ARYS 2 FLEX-PIERCING RACKS FOR TUBES 11 mm (5)
1361 PORTOIRS CAPILLARY SAMPLE (5) CAPILLARY SAMPLE RACKS (5)
1362 PORTOIR CALIBRATEURS/CONTROLES CAPILLARYS 3&MC (1) | CAPILLARYS 3 & MC CALIBRATORS/CONTROLS RACK (1)
1363 PORTOIRS SANG CAPILLAIRE CAPILLARYS 3 & MC (5) CAPILLARYS 3 & MC CAPILLARY BLOOD RACKS (5)
1364 PORTOIRS FAIBLES VOLUMES CAPILLARYS 3 & MC (5) CAPILLARYS 3 & MC LOW VOLUMES RACKS (5)
1365 PORTOIR CALIBRATEURS/CONTROLES CAPILLARYS 3 (1) CAPILLARYS 3 CALIBRATORS/CONTROLS RACK (1)
1366 PORTOIRS ECHANTILLONS CAPILLARYS 3 (10) CAPILLARYS 3 SAMPLE RACKS (10)
1367 PORTOIRS CAPI 3 SANG CAPILLAIRE (5) CAPI 3 CAPILLARY BLOOD RACKS (5)
1368 PORTOIRS FAIBLES VOLUMES CAPILLARYS 3 (5) CAPILLARYS 3 LOW VOLUMES RACKS (5)
1369 PORTOIRS ECHANTILLONS CAPILLARYS 3 & MC (10) CAPILLARYS 3 & MC SAMPLE RACKS (10)
1370 SEPARATEUR CAPILLARYS 3 PROTEIN(E) 6 (1) CAPILLARYS 3 SWITCH RACK FOR PROTEIN(E) 6 (1)
1371 SEPARATEUR CAPILLARYS 3 IMMUNOTYPING (1) CAPILLARYS 3 SWITCH RACK FOR IMMUNOTYPING (1)
1372 SEPARATEUR CAPILLARYS 3 HbA1c (1) CAPILLARYS 3 SWITCH RACK FOR HbA1c (1)
1373 SEPARATEUR CAPILLARYS 3 & MC HEMOGLOBIN(E) (1) CAPILLARYS 3 & MC SWITCH RACK FOR HEMOGLOBIN(E) (1)
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Date : Juin/June 7, 2017

Déclaration de conformité CE
EC conformity declaration

dispositifs médicaux de diagnostic in vitro relevant de la directive n°98/79/CE hors annexe Il
in vitro diagnostic medical devices covered by Directive 98/79/EC not listed annex I

::;::2222 DESIGNATION DU DISPOSITIF NAME OF THE CONCERNED DEVICE
1374 SEPARATEUR CAPILLARYS 3 & MC SANGS DE CORDON (1) CAPILLARYS 3 & MC SWITCH RACK FOR CORD BLOOD (1)
1375 SEPARATEUR CAPILLARYS 3 & MC NEONAT Hb (1) CAPILLARYS 3 & MC SWITCH RACK FOR NEONAT Hb (1)
1376 SEPARATEUR CAPILLARYS 3 & MC CDT (1) CAPILLARYS 3 & MC SWITCH RACK FOR CDT (1)
1377 SEPARATEUR CAPILLARYS 3 & MC CDT/IS (1) CAPILLARYS 3 & MC SWITCH RACK FOR CDT/IS (1)
1378 SEPARATEUR CAPILLARYS 3 & MC URINE (1) CAPILLARYS 3 & MC SWITCH RACK FOR URINE (1)
1379 SEPARATEUR CAPILLARYS 3 & MC IMMUNOTYPING URINE (1) E?P'LLARYS 3 &MC-SWICH RAGK FOR IMMUNGTYRING LIRINE
1380 SEPARATEUR CAPILLARYS 3 & MC HR (1) CAPILLARYS 3 & MC SWITCH RACK FOR HR (1)
1381 SEPARATEUR CAPILLARYS 3 & MC PROTEIN(E) 6 (1) CAPILLARYS 3 & MC SWITCH RACK FOR PROTEIN(E) 6 (1)
1382 SEPARATEUR CAPILLARYS 3 & MC IMMUNOTYPING (1) CAPILLARYS 3 & MC SWITCH RACK FOR IMMUNOTYPING (1)
1383 SEPARATEUR CAPILLARYS 3 & MC HbA1c (1) CAPILLARYS 3 & MC SWITCH RACK FOR HbA1c (1)
1386 PANIER POUR CHARGEUR DE TUBES CAPILLARYS 3 SAMPLE RACK TRAY FOR TUBE LOADER CAPILLARYS 3
1387 COUVERCLE POUR CHARGEUR DE TUBES CAPILLARYS 3 SAMPLE TRAY COVER FOR TUBE LOADER CAPILLARYS 3
1388 PANIER POUR CHARGEUR DE TUBES CAPILLARYS 3 (4) SAMPLE RACK TRAY FOR TUBE LOADER CAPILLARYS 3 (4)
1390 SEPARATEUR POUR EXTINCTION CAPILLARYS 3 (1) CAPILLARYS 3 SHUTDOWN RACK (1)
1391 SEPARATEUR POUR EXTINCTION CAPILLARYS 3 & MC (1) CAPILLARYS 3 & MC SHUTDOWN RACK (1)
1392 SEPARATEUR STOP CAPILLARYS 3 & MC (1) CAPILLARYS 3 & MC STOP RACK (1)
1394 KIT DE MAINTENANGE CAPILLARYS 3 CAPILLARYS 3 MAINTENANCE KIT
1400 CUVE D'ELECTROPHORESE K20 K20 ELECTROPHORESIS CHAMBER
1409 APPLICATEUR HYDRAGEL K20 HYDRAGEL K20 APPLICATOR
1419 ACCESSOIRES HYDRAGEL IEP PLUS HYDRAGEL IEP PLUS ACCESSORIES
1420 ACCESSOIRES HYDRAGEL K20 HYDRAGEL K20 ACCESSORIES
1421 BOITES D'INCUBATION (3) INCUBATION BOXES (3)
1422 ACCESSOIRES HYDRAGEL ENZ K20 HYDRAGEL ENZ K20 ACCESSORIES
1423 MASQUE DOUBLE IF K20 DOUBLE IF K20 TEMPLATE
1430 INCUBATEUR SECHEUR IS 80 IS 80 INCUBATOR DRYER
1441 ELEGTRODE K20 (1) K20 ELECTRODE (1)
1470 PORTOIR HYDRAGEL GM HYDRAGEL GM CARRIER
1471 PORTOIR HYDRAGEL PM HYDRAGEL PM CARRIER
1610 JEU DE 30 REDUCTEURS TUBES POUR MINICAP SET OF 30 MINICAP TUBE ADAPTERS
1612 BAGUE DE CENTRAGE MINICAP FLEX-PIERCING POUR TUBES | MINICAP FLEX-PIERCING CENTERING RING FOR TUBES 11 mm
DE 11 mm (27) (27)
1620 FILTRE POMPE MINICAP FLEX-PIERCING (2) PUMP FILTER FOR MINICAP FLEX-PIERCING (2)
1621 KIT DE MAINTENANGE MINICAP & MINICAP FLEX-PIERCING MINICAP & MINICAP FLEX-PIERCING MAINTENANCE KIT
1630 SUPPORT DE PLAQUE POUR SONICATION SONICATION PLATE HOLDER
1650 REHAUSSEUR ANTISERUMS 9 POSITIONS POUR ASSIST ANTISERA ADAPTER 9 POSITIONS FOR ASSIST
1930 PLAQUE HYDRAGEL (N° 7) HYDRAGEL GEL CARRIER (No. 7)
1935 PLAQUE HYDRASYS 54 (N° 54) HYDRASYS 54 GEL CARRIER (No. 54)
1936 PLAQUE HYDRASYS 15 /K20 (N° 31) HYDRASYS 15/ K20 GEL CARRIER (No. 31)
1937 PLAQUE HYDRASYS 30 (N° 30) HYDRASYS 30 GEL CARRIER (No. 30)
1938 CHARIOT PAS VARIABLE PROGRAMMABLE GEL CARRIER
1940 PLAQUE HYDRAGEL DVSE (N° 7) HYDRAGEL DVSE GEL CARRIER (No. 7)
1943 PLAQUE HYDRASYS / K20 DVSE (N° 30) HYDRASYS / K20 DVSE GEL CARRIER (No. 30)
1949 SCAN CONTROL FILM SCAN CONTROL FILM
196 SOURCE LUMINEUSE HALOGEN LAMP
BV-20W BV-20W
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Date : Juin/June 7, 2017

Déclaration de conformité CE
EC conformity declaration

dispositifs médicaux de diagnostic in vitro relevant de la directive n°98/79/CE hors annexe Il

in vitro diagnostic medical devices covered by Directive 98/79/EC not listed annex Il

::;::::gg DESIGNATION DU DISPOSITIF NAME OF THE CONCERNED DEVICE
2003 CAPILLARYS PROTEIN(E) 6 CAPILLARYS PROTEIN(E) 6
2004 CAPILLARYS HR CAPILLARYS HR
2006 CAPILLARYS NEONAT Hb CAPILLARYS NEONAT Hb
2007 CAPILLARYS HEMOGLOBIN(E) CAPILLARYS HEMOGLOBIN(E)
2009 CAPILLARYS CDT (2) CAPILLARYS CDT (2)
2013 CAPILLARYS / MINICAP URINE CAPILLARYS / MINICAP URINE
2015 CAPILLARYS Hb Atc CAPILLARYS Hb Alc
2023 CAPILLARYS PROTEIN(E) 6 MAXI-KIT CAPILLARYS PROTEIN(E) 6 MAXI-KIT
2029 CAPILLARYS CDT MAXI-KIT CAPILLARYS CDT MAXI-KIT
2043 TAMPON CAPILLARYS PROTEIN(E) 6 CAPILLARYS PROTEIN(E) 6 BUFFER
2047 TAMPON CAPILLARYS HEMOGLOBIN(E) CAPILLARYS HEMOGLOBIN(E) BUFFER
2052 SOLUTION DE LAVAGE CAPILLARYS / MINICAP (2) CAPILLARYS / MINICAP WASH SOLUTION (2)
2054 SOLUTION DE TRAITEMENT EGHANTILLONS CDT CDT SAMPLES TREATMENT SOLUTION
2055 SOLUTION HEMOLYSANTE CAPILLARYS HEMOGLOBIN(E) CAPILLARYS HEMOGLOBIN(E) HEMOLYSING SOLUTION
2057 TETRAVALENT CDT/1S TETRAVALENT CDT/1S
2058 CAPICLEAN CAPICLEAN
2059 CLEAN PROTECT CLEAN PROTECT
2060 CAPICLEAN CAPILLARYS 3 CAPILLARYS 3 CAPICLEAN
2062 SOLUTION DE LAVAGE CAPILLARYS 3 (1) CAPILLARYS 3 WASH SOLUTION (1)
2063 SOLUTION HEMOLYSANTE CAPILLARYS NNHb (2) CAPILLARYS NNHb HEMOLYSING SOLUTION (2)
2078 BARRETTES DE DILUTION BLANCHES NNHb (2x110) NNHb WHITE DILUTION SEGMENTS (2x110)
2079 BARRETTES DE DILUTION JAUNES (70) YELLOW DILUTION SEGMENTS (70)
2080 BARRETTES DE DILUTION INCOLORES (90) CLEAR DILUTION SEGMENTS (90)
2081 BARRETTES DE DILUTION VERTES (90) GREEN DILUTION SEGMENTS (90)
2082 BOITES DE CONSERVATION DES CONTROLES (2) BOXES FOR CONTROL STORAGE (2)
2083 BARRETTES DE DILUTION BLEUES (70) BLUE DILUTION SEGMENTS (70)
2085 FILTRES POUR SOLUTIONS CAPILLARYS / MINICAP (10) FILTERS FOR CAPILLARYS / MINICAP SOLUTIONS (10)
2100 CAPILLARYS IMMUNOTYPING CAPILLARYS IMMUNOTYPING
2203 MINICAP PROTEIN(E) 6 MINICAP PROTEIN(E) 6
2207 MINICAP HEMOGLOBIN(E) MINICAP HEMOGLOBIN(E)
2208 MINICAP CDT MINICAP CDT
2215 MINICAP Hb Afc MINICAP Hb Atc
2223 MINICAP PROTEIN(E) 6 MAXI-KIT MINICAP PROTEIN(E) 6 MAXI-KIT
2227 MINICAP HEMOGLOBIN(E) MAXI-KIT MINICAP HEMOGLOBIN(E) MAXI-KIT
2228 MINICAP CDT MAXI-KIT MINICAP CDT MAXI-KIT
2243 TAMPON MINICAP PROTEIN(E) 6 MINICAP PROTEIN(E) 6 BUFFER
2247 TAMPON MINICAP HEMOGLOBIN(E) MINICAP HEMOGLOBIN(E) BUFFER
2251 CAPICLEAN MINICAP FLEX-PIERCING MINICAP FLEX-PIERCING CAPICLEAN
2281 CUPULES REACTIF MINICAP / 125 (3) MINICAP REAGENT CUPS /125 (3)
2286 8@%52&% RO BRTTESCUPULES REAGTIF MINLAF LIDS FOR MINICAP BINS FOR USED CUPS (12)
2300 MINICAP IMMUNOTYPING MINICAP IMMUNOTYPING
2503 CAPI 3 PROTEIN(E) 6 CAPI 3 PROTEIN(E) 6
2507 CAPI 3 HEMOGLOBIN(E) CAPI 3 HEMOGLOBIN(E)
2515 CAPI 3 Hb Atc CAPI 3 Hb Afc
2580 CAPI 3 KIT CONSOMMABLES CAPI 3 DISPOSABLES KIT
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Date : Juin/June 7, 2017

Déclaration de conformité CE
EC conformity declaration

dispositifs médicaux de diagnostic in vitro relevant de la directive n°98/79/CE hors annexe Il
in vitro diagnostic medical devices covered by Directive 98/79/EC not listed annex I

22;::2:2: DESIGNATION DU DISPOSITIF NAME OF THE CONCERNED DEVICE
2581 CAPI 3 BOITES POUR CUPULES REACTIF USAGEES (5) CAPI 3 BINS FOR USED REAGENT CUPS (5)
2582 CAPI 3 CUPULES REACTIFS (24 x 14) CAPI 3 REAGENT CUPS (24 x 14)

2600 CAPI 3 IMMUNOTYPING CAPI 3 IMMUNOTYPING

3000 HYDRAGEL PROTEIN(E) K20 HYDRAGEL PROTEIN(E) K20

3001 HYDRAGEL HR K20 HYDRAGEL HR K20

3004 HYDRAGEL PROTEINURIE K20 HYDRAGEL PROTEINURIE K20

3007 HYDRAGEL LIPO + Lp(a) K20 HYDRAGEL LIPO + Lp(a) K20

3010 HYDRAGEL HEMOGLOBIN(E) K20 HYDRAGEL HEMOGLOBIN(E) K20
3013 HYDRAGEL ACID(E) HEMOGLOBIN(E) K20 HYDRAGEL ACID(E) HEMOGLOBIN(E) K20
3020 HYDRAGEL 1SO-LDH K20 HYDRAGEL ISO-LDH K20

3022 HYDRAGEL 1SO-PAL K20 HYDRAGEL ISO-PAL K20

3024 HYDRAGEL ISO-CK K20 HYDRAGEL 1S0-CK K20

3031 HYDRAGEL IF K20 (MS) HYDRAGEL IF K20 (SM)

3036 HYDRAGEL DOUBLE IF K20 (MS) HYDRAGEL DOUBLE IF K20 (SM)
3038 HYDRAGEL BENCE JONES K20 (MS) HYDRAGEL BENCE JONES K20 (SM)
3200 HYDRAGEL PROTEIN(E) K20 MAXI-KIT HYDRAGEL PROTEIN(E) K20 MAXI-KIT
4036 HYDRAGEL IEP HYDRAGEL IEP

4037 HYDRAGEL IEP PLUS HYDRAGEL IEP PLUS

4040 HYDRAGEL OUCHTERLONY (20) HYDRAGEL OUCHTERLONY (20)
4100 HYDRAGEL 7 PROTEIN(E) HYDRAGEL 7 PROTEIN(E)

4101 HYDRAGEL 7 B1-B2 HYDRAGEL 7 B1-82

4102 HYDRAGEL 7 HR VIOLET ACIDE HYDRAGEL 7 HR ACID VIOLET

4104 HYDRAGEL 7 LIPO + Lp(a) HYDRAGEL 7 LIPO + Lp(a)

4105 HYDRAGEL 7 HR AMIDOSCHWARZ HYDRAGEL 7 HR AMIDOBLACK
4106 HYDRAGEL 7 HEMOGLOBIN(E) HYDRAGEL 7 HEMOGLOBIN(E)
4108 HYDRAGEL 7 ACID(E) HEMOGLOBIN(E) HYDRAGEL 7 ACID(E) HEMOGLOBIN(E)
4110 HYDRAGEL 7 ISO-LDH HYDRAGEL 7 ISO-LDH

4111 HYDRAGEL 7 1S0-CK HYDRAGEL 7 ISO-CK

4112 HYDRAGEL 7 ISO-PAL HYDRAGEL 7 ISO-PAL

4114 HYDRAGEL 7 LIPOPROTEIN(E) HYDRAGEL 7 LIPOPROTEIN(E)

4115 HYDRAGEL 5 PROTEINURIE HYDRAGEL 5 PROTEINURIE

4116 HYDRAGEL 7 LDL/HDL CHOL Direct HYDRAGEL 7 LDL/HDL CHOL Direct
4120 HYDRAGEL 15 PROTEIN(E) HYDRAGEL 15 PROTEIN(E)

421 HYDRAGEL 15 B1-82 HYDRAGEL 15 B1-B2

4122 HYDRAGEL 15 HR VIOLET ACIDE HYDRAGEL 15 HR ACID VIOLET
4124 HYDRAGEL 15 LIPO + Lp(a) HYDRAGEL 15 LIPO + Lp(a)

4125 HYDRAGEL 15 HR AMIDOSCHWARZ HYDRAGEL 15 HR AMIDOBLACK
4126 HYDRAGEL 15 HEMOGLOBIN(E) HYDRAGEL 15 HEMOGLOBIN(E)
4128 HYDRAGEL 15 ACID(E) HEMOGLOBIN(E) HYDRAGEL 15 ACID(E) HEMOGLOBIN(E)
4130 HYDRAGEL 15 ISO-LDH HYDRAGEL 15 ISO-LDH

4131 HYDRAGEL 15 ISO-CK HYDRAGEL 15 ISO-CK

4132 HYDRAGEL 15 1SO-PAL HYDRAGEL 15 ISO-PAL

4134 HYDRAGEL 15 LIPOPROTEIN(E) HYDRAGEL 15 LIPOPROTEIN(E)
4135 HYDRAGEL 15 LDL/HDL CHOL Direct HYDRAGEL 15 LDL/HDL CHOL Direct
4136 HYDRAGEL 30 ISO-LDH HYDRAGEL 30 1SO-LDH
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Déclaration de conformité CE
EC conformity declaration

dispositifs médicaux de diagnostic in vitro relevant de la directive n°98/79/CE hors annexe Il

in vitro diagnostic medical devices covered by Directive 98/79/EC not listed annex I

g:}::::g: DESIGNATION DU DISPOSITIF NAME OF THE CONCERNED DEVICE
037 HYDRAGEL 30 1SO-CK HYDRAGEL 30 1SO-CK
1138 HYDRAGEL 30 LIPOPROTEIN(E) HYDRAGEL 30 LIPOPROTEIN(E)
4139 HYDRAGEL 30 LDLHDL CHOL Direct HYDRAGEL 30 LDL/HDL CHOL Direct
4140 HYDRAGEL 30 PROTEIN(E) HYDRAGEL 30 PROTEIN(E)
141 HYDRAGEL 30 B1-82 HYDRAGEL 30 B1-82
4144 HYDRAGEL 30 LIPO + Lp(a) HYDRAGEL 30 LIPO + Lp(a)
4145 HYDRAGEL 54 PROTEIN(E) HYDRAGEL 54 PROTEIN(E)
4146 HYDRAGEL 54 B1-82 HYDRAGEL 54 B1-82
nar HYDRAGEL 54 LDLHDL CHOL Direct HYDRAGEL 54 LDL/HDL CHOL Direct
190 PEIGNES PAPIER-FILTRE 6 DENTS /10 (5) FILTER PAPER COMBS 6 TEETH/ 10 (5)
91 PEIGNES PAPIER-FILTRE 12 DENTS /10 (5) FILTER PAPER COMBS 12 TEETH/ 10 (5)
192 PEIGNES PAPIER-FILTRE 18 DENTS /10 (5) FILTER PAPER COMBS 18 TEETH/ 10 (5)
193 PAPIERS-FILTRE FINS /10 (6) THIN FILTER PAPERS /10 (6)
1194 PAPIERS-FILTRE EPAIS/ 10 (6) THICK FILTER PAPERS /10 (6)
419 APPLICATEURS 6 HYDRAGEL (10) HYDRAGEL APPLICATORS 6 (10)
197 APPLICATEURS 7 HYDRAGEL (10) HYDRAGEL APPLICATORS 7 (10)
1198 APPLICATEURS 18 HYDRAGEL (10) HYDRAGEL APPLICATORS 18 (10)
1199 APPLICATEURS 15 HYDRAGEL (10) HYDRAGEL APPLICATORS 15 (10)
4226 HYDRAGEL IEP MAXIKIT HYDRAGEL IEP MAXKIT
4260 HYDRAGEL 54 PROTEIN(E) MAXIKIT HYDRAGEL 54 PROTEIN(E) MAXI-KIT
4301 HYDRAGEL 1 IF (D) HYDRAGEL 1 IF (DM)
4302 HYDRAGEL 2 IF (MD) HYDRAGEL 2 IF (DM)
4304 HYDRAGEL 4 IF (MD) - VIOLET ACIDE HYDRAGEL 4 IF (DM) - ACID VIOLET
4308 HYDRAGEL 4 IF (D) - AMIDOSCHWARZ HYDRAGEL 4 IF (DM) - AMIDOBLACK
4309 HYDRAGEL 9 IF (MD) HYDRAGEL 9 IF (DM)
1315 COFFRET ANTISERUMS ET FIXATEUR IF (MD) IF ANTISERA AND FIXATIVE SOLUTION BOX (DM)
1321 HYDRAGEL 1 BENCE JONES (MD) HYDRAGEL 1 BENCE JONES (DM)
4322 HYDRAGEL 2 BENCE JONES (MD) HYDRAGEL 2 BENCE JONES (DM)
1324 HYDRAGEL 4 BENCE JONES (MD) HYDRAGEL 4 BENCE JONES (DM)
4331 HYDRAGEL 2 URINE PROFIL(E) (MD) HYDRAGEL 2 URINE PROFIL(E) (DM)
1332 HYDRAGEL 4 URINE PROFIL(E) (MD) HYDRAGEL 4 URINE PROFIL(E) (DM)
4335 COFFRET ANTISERUMS ET FIXATEUR (GAM, K, L) (MD) (GAM. K. L) ANTISERA AND FIXATIVE SOLUTION BOX (DM)
4336 COFFRET ANTISERUMS CHAINES LEGERES LIBRES K & L (MD) | K & L FREE LIGHT CHAINS ANTISERA BOX (DM)
4338 COFFRET ANTISERUMS URINE PROFIL(E) (MD) URINE PROFIL(E) ANTISERA BOX (DM)
4381 HYDRAGEL 6 IF Penta (MD) HYDRAGEL 6 IF Penta (DM)
1382 HYDRAGEL 12 IF Penta (MD) HYDRAGEL 12 IF Penta (DM)
4345 COFFRET ANTISERUM ET FIXATEUR IF Penta (MD) IF Penta ANTISERUM AND FIXATIVE SOLUTION BOX (DM)
4350 HYDRAGEL 3 CSF (D) HYDRAGEL 3 CSF (DM)
4351 HYDRAGEL 6 CSF (VD) HYDRAGEL 6 CSF (DM)
4353 HYDRAGEL 3 CSF ISOFOCUSING HYDRAGEL 3 CSF ISOFOCUSING
4355 HYDRAGEL 9 CSF ISOFOCUSING HYDRAGEL 9 CSF ISOFOCUSING
1357 HYDRAGEL 18 A1AT ISOFOCUSING HYDRAGEL 18 AAT ISOFOCUSING
4363 ANTHg A 1 mL (D) ANTHg A 1 mL (DM)
4364 | ANTHg G 1mL (MD) ANTHg G 1 mL (DM)
4365 ANTHig M 1 mL (D) ANTHlg M 1 mL (DM)
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2:;:;::2: DESIGNATION DU DISPOSITIF NAME OF THE CONCERNED DEVICE
4366 ANTI-KAPPA 1 mL (MD) ANTI-KAPPA 1 mL (DM)
4367 ANTI-LAMBDA 1 mL (MD) ANTI-LAMBDA 1 mL (DM)
4370 ANTI-KAPPA LIBRE 1 mL (MD) FREE ANTI-KAPPA 1 mL (DM)
4371 ANTI-LAMBDA LIBRE 1 mL (MD) FREE ANTI-LAMBDA 1 mL (DM)
4375 ANTI-lg GAM 1 mL (MD) ANTI-lg GAM 1 mL (DM)
4376 PENTAVALENT 1 mL (MD) PENTAVALENT 1 mL (DM)
4380 FIXATEUR 1 mL (MD) FIXATIVE SOLUTION 1 mL (DM)
4381 HYDRAGEL 4 IF (MD) MAXI-KIT HYDRAGEL 4 IF (DM) MAXI-KIT
4382 HYDRAGEL 9 IF (MD) MAXI-KIT HYDRAGEL 9 IF (DM) MAXI-KIT
4383 HYDRAGEL 9 BENCE JONES (MD) MAXI-KIT HYDRAGEL 9 BENCE JONES (DM) MAXI-KIT
4384 HYDRAGEL 12 IF Penta (MD) MAXI-KIT HYDRAGEL 12 IF Penta (DM) MAXI-KIT
4390 HYDRAGEL 18 A1AT ISOFOCUSING MAXIKIT HYDRAGEL 18 A1AT ISOFOCUSING MAXI-KIT
4397 BARRETTE ANTISERUMS 15 PISTES (10) 15 WELLS ANTISERA SEGMENT (10)
4398 BARRETTE ANTISERUMS 18 PISTES (10) 18 WELLS ANTISERA SEGMENT (10)
4500 TAMPON TRIS BARBITAL (10) TRIS BARBITAL BUFFER (10)
4503 TAMPON TRIS BARBITAL (2) TRIS BARBITAL BUFFER (2)
4540 DECOLORANT (10) DESTAINING SOLUTION (10)
4541 SOLUTION LAVAGE HYDRASYS (10) HYDRASYS WASH SOLUTION (10)
4553 COLORANT VIOLET ACIDE ACID VIOLET STAINING SOLUTION
4554 COLORANT AMIDOSCHWARZ AMIDOBLACK STAINING SOLUTION
4584 DILUANT POUR ECHANTILLON A1AT SUR CARTE DE GUTHRIE | DILUENT FOR A1AT DRY BLOOD SPOT SAMPLE
4587 FLUIDIL FLUIDIL
4588 DILUANT ECHANTILLON IF IF SAMPLE DILUENT
4589 DILUANT DTT (IF /IT) DTT DILUENT (IF/IT)
4600 POLYVALENT 1 mL POLYVALENT 1 mL
4603 ANTI-Ilg A 1 mL (MS) ANTI-Ig A 1 mL (SM)
4604 ANTI-Ig G 1 mL (MS) ANTI-lg G 1 mL (SM)
4605 ANTI-lg M 1 mL (MS) ANTI-g M 1 mL (SM)
4606 ANTI-KAPPA 1 mL (MS) ANTI-KAPPA 1 mL (SM)
4607 ANTI-LAMBDA 1 mL (MS) ANTI-LAMBDA 1 mL (SM)
4610 ANTI-KAPPA LIBRE 1 mL (MS) FREE ANTI-KAPPA 1 mL (SM)
4611 ANTI-LAMBDA LIBRE 1 mL (MS) FREE ANTI-LAMBDA 1 mL (SM)
4613 ANTI-Ig D 1 mL (MS) ANTI-Ig D 1 mL (SM)
4614 ANTI-Ig E 1 mL (MS) ANTI-Ig E 1 mL (SM)
4615 ANTI-lg GAM 1 mL (MS) ANTI-lg GAM 1 mL (SM)
4616 PENTAVALENT 1 mL (MS) PENTAVALENT 1 mL (SM)
4639 HYDRASHIFT 2/4 daratumumab (20 TESTS) HYDRASHIFT 2/4 daratumumab (20 TESTS)
4640 HYDRASHIFT 2/4 daratumumab HYDRASHIFT 2/4 daratumumab
4730 POLYVALENT 8 mL POLYVALENT 8 mL
4733 ANTI-Ilg A 8 mL (MS) ANTI-ig A 8 mL (SM)
4734 ANTI-g G 8 mL (MS) ANTI-Ig G 8 mL (SM)
4735 ANTI-ig M 8 mL (MS) ANTI-Ilg M 8 mL (SM)
4736 ANTI-KAPPA 8 mL (MS) ANTI-KAPPA 8 mL (SM)
4737 ANTI-LAMBDA 8 mL (MS) ANTI-LAMBDA 8 mL (SM)
4738 PENTAVALENT 8 mL (MS) PENTAVALENT 8 mL (SM)
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4742 ANTI-lg A - PER ANTI-Ig A - PER
4743 ANTI-Ig G - PER ANTI-Ig G - PER
4744 ANTI-lg M - PER ANTI-lg M - PER
4745 ANTI-KAPPA / LAMBDA - PER ANTI-KAPPA / LAMBDA - PER
4746 ANTI-A1AT - PER ANTI-A1AT - PER
4748 ANTI-TRANSFERRIN(E) - PER ANTI-TRANSFERRIN(E) - PER
4755 CALIBRATEURS Hb A1c CAPILLAIRE (2) Hb Afc CAPILLARY CALIBRATORS (2)
4756 CALIBRATEURS Hb A1c CAPILLAIRE (5x2) Hb A1c CAPILLARY CALIBRATORS (5x2)
4760 CALIBRATEURS CDT CAPILLARYS (2 niveaux) CDT CAPILLARYS CALIBRATORS (2 levels)
4761 CALIBRATEURS CDT MINICAP (2 niveaux) CDT MINICAP CALIBRATORS (2 levels)
4765 CONTROLE daratumumab daratumumab CONTROL
4766 SERUM DE CONTROLE HYPERGAMMA (20) HYPERGAMMA CONTROL (20)
4767 CONTROLES Hb Afc CAPILLAIRE MULTI-SYSTEMES (10x2) MULTI-SYSTEM Hb A1c CAPILLARY CONTROLS (10x2)
4768 CONTROLES Hb Afc CAPILLAIRE MULTI-SYSTEMES (2) MULTI-SYSTEM Hb A1c CAPILLARY CONTROLS (2)
4769 CONTROLE 2 TRANSFERRIN(E) B2 TRANSFERRIN(E) CONTROL
a4t CONTROLES A1AT (MM - MZ - MS) A1AT CONTROLS (MM - MZ - MS)
4772 CONTROLE CDT FORT HIGH CDT CONTROL
4773 CONTROLE CDT INTERMEDIAIRE INTERMEDIATE CDT CONTROL
4774 CONTROLES Hb Atc CAPILLAIRE (2) Hb A1c CAPILLARY CONTROLS (2)
4777 CONTROLE Hb AF Hb AF CONTROL
4778 CONTROLE Hb A2 NORMAL (5) NORMAL Hb A2 CONTROL (5)
4779 CONTROLE Hb A2 PATHOLOGIQUE PATHOLOGICAL Hb A2 CONTROL
4781 CONTROLE MASSE MOLECULAIRE (5) MOLECULAR MASS CONTROL (5)
4785 SERUM DE CONTROLE NORMAL (5) NORMAL CONTROL (5)
4786 SERUM DE CONTROLE NORMAL (20) NORMAL CONTROL (20)
4787 SERUM DE CONTROLE HYPERGAMMA (5) HYPERGAMMA CONTROL (5)
4788 CONTROLE IT/IF IT/IF CONTROL
4790 ENZYCONTROLE ENZYCONTROL
4792 CONTROLE Hb AFSC Hb AFSC CONTROL
4793 CONTROLE 1SO-PAL ISO-PAL CONTROL
4794 CONTROLE CSF CSF CONTROL
4795 CONTROLE CDT NORMAL (5) NORMAL CDT CONTROL (5)
4799 FIXATEUR 2,5 mL (MS) FIXATIVE SOLUTION 2.5 mL (SM)
4801 HYDRAGEL 1 IF (MS) HYDRAGEL 1 IF (SM)
4802 HYDRAGEL 2 IF (MS) HYDRAGEL 2 IF (SM)
4803 HYDRAGEL 2 IF / BJ (HR) (MS) HYDRAGEL 2 IF /BJ (HR) (SM)
4804 HYDRAGEL 4 IF (MS) - VIOLET ACIDE HYDRAGEL 4 IF (SM) - ACID VIOLET
4808 HYDRAGEL 4 IF (MS) - AMIDOSCHWARZ HYDRAGEL 4 IF (SM) - AMIDOBLACK
4809 HYDRAGEL 9 IF (MS) HYDRAGEL 9 IF (SM)
4815 COFFRET ANTISERUMS ET FIXATEUR IF (MS) IF ANTISERA AND FIXATIVE SOLUTION BOX (SM)
4821 HYDRAGEL 1 BENGE JONES (MS) HYDRAGEL 1 BENCE JONES (SM)
4822 HYDRAGEL 2 BENCE JONES (MS) HYDRAGEL 2 BENCE JONES (SM)
4824 HYDRAGEL 4 BENCE JONES (MS) HYDRAGEL 4 BENCE JONES (SM)
4831 HYDRAGEL 2 URINE PROFIL(E) (MS) HYDRAGEL 2 URINE PROFIL(E) (SM)
4832 HYDRAGEL 4 URINE PROFIL(E) (MS) HYDRAGEL 4 URINE PROFIL(E) (SM)
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4835 COFFRET ANTISERUMS ET FIXATEUR (GAM, K, L) (MS) (GAM. K. L) ANTISERA AND FIXATIVE SOLUTION BOX (SM)

4836 COFFRET ANTISERUMS CHAINES LEGERES LIBRES K& L (MS) | K& L FREE LIGHT CHAINS ANTISERA BOX (SM)

4837 ANTH-g DE 0,5 mL (MS) ANTHg DE 0.5 mL (SM)

4838 COFFRET ANTISERUMS URINE PROFIL(E) (MS) URINE PROFIL(E) ANTISERA BOX (SM)

4841 HYDRAGEL 6 IF Penta (MS) HYDRAGEL 6 IF Penta (SM)

4842 HYDRAGEL 12 IF Penta (MS) HYDRAGEL 12 IF Penta (SM)

4845 COFFRET ANTISERUM ET FIXATEUR IF Penta (MS) IF Penta ANTISERUM AND FIXATIVE SOLUTION BOX (SM)

4850 HYDRAGEL 3 CSF (MS) HYDRAGEL 3 CSF (SM)

4851 HYDRAGEL 6 CSF (MS) HYDRAGEL 6 CSF (SM)

4853 HYDRAGEL 6 B2 TRANSFERRIN(E) (MS) HYDRAGEL 6 B2 TRANSFERRIN(E) (SM)

4881 HYDRAGEL 4 IF (MS) MAXI-KIT HYDRAGEL 4 IF (SM) MAXIKIT

4882 HYDRAGEL 9 IF (MS) MAXI-KIT HYDRAGEL 9 IF (SM) MAXI-KIT

4883 HYDRAGEL 9 BENCE JONES (MS) MAXIKIT HYDRAGEL 9 BENCE JONES (SM) MAXIKIT

4884 HYDRAGEL 12 IF Penta (MS) MAXI-KIT HYDRAGEL 12 IF Penta (SM) MAXI-KIT

5100 sebia FLC Kappa sebia FLC Kappa

5101 sebia FLC Lambda sebia FLC Lambda

5302 sebia FLC Kappa & Lambda SUPPORTS BOUCHONS sebia FLC Kappa & Lambda CAP SUPPORTS

9200 SYSTEME DE DIALYSE (24) DIALYSIS SYSTEM (24)

9201 MICROTUBES 1 mL (110) MICRO TUBES 1 mL (110)

9202 TUBES ET BOUCHONS POUR CONTROLES (20) TUBES AND CAPS FOR CONTROLS (20)

9203 SUPPORT DE MAINTIEN (10) WEDGE ADAPTER (10)

o204 | oD LOWVOLUNETPOURMINIGAPFLEX-FIERCING | '+ gy voLuME" LABELS FOR MINICAP FLEX-PIERCING (20

9205 TUBES ET BOUCHONS POUR CONTROLES (500) TUBES AND CAPS FOR CONTROLS (500)

9206 ETIQUETTES CODES-BARRES GEL (500) GEL BARCODE LABELS (500)

9207 ETIQUETTES CODES-BARRES APPLICATEUR (500) APPLICATOR BARCODE LABELS (500)

0203 ETIQUETTES *LOW VOLUME AUTOMATIQUE" POUR MINICAP | "AUTOMATIC LOW VOLUME® LABELS FOR MINICAP FLEX-
FLEX-PIERCING (20) PIERCING (20)

0200 ETIQUETTES 'LOW VOLUME MANUEL® POUR MINICAP FLEX- | "MANUAL LOW VOLUME" LABELS FOR MINICAP FLEX-PIERCING
PIERCING (20) (20)

9212 AC/EC - KIT DE PRELEVEMENT POUR SANG CAPILLAIRE (A) | A1CICE - CAPILLARY BLOOD SAMPLE KIT ()

0213 PINCE POUR CAPILLAIRE DE PRELEVEMENT SANGUIN (5) CLAMP FOR CAPILLARY BLOOD COLLECTION TUBE (5)

9214 TUBES A ESSAI (200) TEST TUBES (200)

9216 A1C/EC TUBE POUR ECHANTILLON FAIBLE VOLUME A1C/CE LOW VOLUME SAMPLE COLLECTION TUBE
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