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Attention: This IFU complies with IVD directive 98/79/EC and is intended for use by customers
operating in a member state of the European Union

AIA-PACK® BNP CONTROL SET

INTENDED USE

The AIA-PACK BNP CONTROL SET is intended for IN VITRO DIAGNOSTIC USE ONLY, by healthcare
professionals, for performing quality control procedures with the ST AIA-PACK BNP assay and the CL
AlA-PACK BNP assay.

SUMMARY AND EXPLANATION

The AIA-PACK BNP CONTROL SET contains buffered bovine serum albumin with the assigned levels
of brain natriuretic peptide (BNP). The BNP controls shall be run at the beginning of each day on which
BNP assays are scheduled.

CONTENTS
Cat. No. 0025428
2x1mL AIA-PACK BNP CONTROL LEVEL 1

Buffered bovine serum albumin containing BNP (Lyophilised). See the vial label
for the assigned concentration range.

2x1mL AIA-PACK BNP CONTROL LEVEL 2
Buffered bovine serum albumin containing BNP (Lyophilised). See the vial label
for the assigned concentration range.

WARNINGS AND PRECAUTIONS

1. The AIA-PACK BNP CONTROL SET is intended for in vitro diagnostic use only.

2. Inspect the packaging and the exterior of the vials for any sign of damage before use. If any
damages are visible, contact your local Tosoh sales representative.

3. Although material derived from human origin is not used for these controls, it is recommended that
this product be handled with the same precautions as used for patient samples.

4. Do not use beyond the expiry date.

5. For safe waste disposal, it is recommended that each laboratory complies with established
laboratory procedures and local, state, and federal regulations.

PREPARATION OF REAGENTS

Bring the controls to 18°-25°C for use. Using volumetric pipettes, reconstitute the lyophilised controls
accurately to the volume of 1 mL with CAP Class | water or the clinical laboratory reagent water (formerly
NCCLS Type I) defined by CLSI GP40-A4-AMD guideline. Allow the lyophilised material to dissolve fully.

STORAGE AND STABILITY

Always store the AIA-PACK BNP CONTROL SET in an upright position at 2°-8°C when not in use.
When stored unopened and refrigerated at 2°-8 °C, the control set will remain stable until the expiry
date on the label.

e The controls should be used within 7 days of opening or reconstituting, provided the vials are kept
tightly sealed and refrigerated at 2°-8°C.

PROCEDURE

Refer to the Tosoh AIA® System Operators’ manual or the Tosoh AIA-CL Analyzer Operator's Manual for

additional procedural instructions regarding quality control.

1. Load the appropriate amount of test cups on the instrument.

2. Add the appropriate amount of each control to sample cups. (Refer to the instrument worksheet for
the sample volume.)

3. Print a work list and place the sample cups in the position indicated.

4. Select START. Verify that the positions on the work list match the starting position on the screen.

ASSIGNMENT OF VALUES

The AIA-PACK BNP CONTROL SET contains assigned concentration range of BNP. The assigned
range is determined on a lot-by-lot basis and is designed to provide target control levels of BNP. Since
the assay values are dependent upon assay procedures as well as several other factors, each laboratory
should establish its own range for the assay procedure being monitored.

LIMITATIONS

The AIA-PACK BNP CONTROL SET is designed solely for use with ST AIA-PACK BNP and CL
AlA-PACK BNP assay procedures.

“AlA” and “AlA-PACK” are the registered trademarks of Tosoh Corporation in the European Union, etc.
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ST AIA-PACK c¢Tnl 3rd-Gen

INTENDED USE 2. Méginiy tipas

ST AIA-PACK cTnl 3rd-Gen is designed for in vitro diagnostic use only for the quantitative measurement of
cardiac troponin | (cTnl) in human serum, heparinised plasma or EDTA plasma on Tosoh AIA System
Analysers. Cardiac troponin | measurement are used as a diagnostic aid for acute myocardial infarction
(AMI).

SUMMARY AND EXPLANATION

Troponin exists as a complex of three distinct proteins: troponin T, troponin C and troponin 1" ?. The
troponins regulate the calcium-modulated interaction of actin and myosin in striated (skeletal and cardiac)
muscle, with troponin | acting as the actinomyosin ATPase inhibitor.

Three isoforms of troponin | have been identified, which are products of different genes, each with unique
amino-acid sequences ?. Cardiac troponin | (cTnl) is found exclusively in cardiac tissue®. Though the three
forms of troponin | share some homologous structure, cTnl has a sequence of 31 amino-acid residues at
the amino terminus of the molecule which renders cTnl distinctly antigenically different from the other
isoforms of troponin |, as well as troponin C and troponin T%).

Biochemical markers of myocardial injury are considered the "gold standard" for the diagnosis of AMI and
are particularly important in non-diagnostic ECG patients® 7. Clinical investigations have shown high cTnl
concentrations are extremely useful in aiding the diagnosis of cardiac specific injury in patients with acute
myocardial infarction, myocardial contusion®, or unstable anginag). Following an AMI, cTnl is released into
the bloodstream from the damaged heart muscle and, within 4 - 8 hours, levels of cTnl rise above levels
established for non-AMI specimens. Peak concentrations are generally reached 12 - 18 hours after AMI's
onset and cTnl concentrations remain high for 5 - 10 days'*"?.

Troponin | shows a temporal rise and fall in AMI patients similar to that seen with CK-MB mass. High levels
of ¢Tnl are detectable at a later stage than CK-MB on the cardiac injury. Updated guidelines' ' by the
American College of Cardiology and American Heart Association indicate that cTnl is more useful than CK-
MB in detecting myocardial injury, especially in the presence of skeletal muscle damage and lesions
(rhabdomyolysis, polytraumatism), because cTnl has high cardiac specificity and diagnostic efficiency of
myocardial injury® 5 16).

PRINCIPLE OF THE ASSAY

The ST AIA-PACK cTnl 3rd-Gen is a two-site immuno-enzymometric assay, performed entirely in ST AlA-
PACK cTnl 3rd-Gen test cups. Cardiac troponin | present in the test sample is bound with monoclonal
antibody immobilised on magnetic beads and enzyme-labelled monoclonal antibody in the test cups. The
magnetic beads are washed to remove any non-bound enzyme-labelled monoclonal antibodies and then
incubated with a fluorogenic substrate, 4-methylumbelliferyl phosphate (4MUP). The amount of enzyme-
labelled monoclonal antibody that binds to the beads is in direct proportion to the cTnl concentration in the
test sample. A standard curve is constructed, and unknown sample concentrations are calculated using this
curve. The ST AIA-PACK cTnl 3rd-Gen replaces the ST AIA-PACK cTnl 2nd-Gen product and has been
labelled as third-generation in order to avoid any confusion.

MATERIAL SUPPLIED

Cat. No. 0025215
ST AIA-PACK cTnl 3rd-Gen 5 trays x 20 test cups
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Plastic test cups containing twelve lyophilised magnetic beads coated with anti-cTnl mouse monoclonal
antibody and 100 pl anti-cTnl mouse monoclonal antibody, conjugated to bovine alkaline phosphatase, with
sodium azide as a preservative.

MATERIALS REQUIRED BUT NOT SUPPLIED

The following materials are required to perform cardiac troponin | analysis using the ST AIA-PACK cTnl
3rd-Gen (Cat. No. 0025215) on Tosoh AIA System Analysers. The following are available separately from
Tosoh.

Materials Cat. No.
AIA Nex-IA/AIA-21 0018539
AlA Nex<IA/AIA-21 LA 0018540
AlA-1800 ST 0019836
AlA-1800 LA 0019837
AlA-2000 ST 0022100
AlA-2000 LA 0022101
AlA-600 Il 0019014
AIA-600 Il BCR 0019328
AIA-900 0022930
AIA-360 0019945
AIA-PACK SUBSTRATE SET I 0020968
AIA-PACK SUBSTRATE REAGENT Il / AIA-PACK SUBSTRATE RECONSTITUENT Il
ST AIA-PACK cTnl 3rd-Gen CALIBRATOR SET 0025315

ST AIA-PACK cTnl 3rd-Gen CALIBRATOR (1) 0 ng/mL

ST AIA-PACK cTnl 3rd-Gen CALIBRATOR (2) 0.2 ng/mL (approx.)
ST AIA-PACK cTnl 3rd-Gen CALIBRATOR (3) 1.0 ng/mL (approx.)
ST AIA-PACK cTnl 3rd-Gen CALIBRATOR (4) 5.0 ng/mL (approx.)
ST AIA-PACK cTnl 3rd-Gen CALIBRATOR (5) 20.0 ng/mL (approx.)
ST AIA-PACK cTnl 3rd-Gen CALIBRATOR (6) 60.0 ng/mL (approx.)
S

ST AIA-PACK cTnl 3rd-Gen SAMPLE DILUTING SOLUTION 0025515
AIA-PACK WASH CONCENTRATE 0020955
AIA-PACK DILUENT CONCENTRATE 0020956
SAMPLE CUPS 0018581
AIA-PACK DETECTOR STANDARDIZATION TEST CUP 0020970
AIA-PACK SAMPLE TREATMENT CUP 0020971
Additional Requirements for AIA NexsIA/AIA-21 only:
PIPETTE TIPS 0018552
PRELOADED PIPETTE TIPS 0018583
Additional Requirements for AIA-600 II, AIA-900, AIA-1800 and AIA-2000 only:
PIPETTE TIPS 0019215
TIP RACK 0019216
PRELOADED PIPETTE TIPS 0022103

Only materials obtained from Tosoh should be used. Materials obtained elsewhere should not be
substituted, since assay performance is characterised based strictly on Tosoh materials.

WARNINGS AND PRECAUTIONS

1. The ST AIA-PACK cTnl 3rd-Gen is intended for in vitro diagnostic use only.

2. Inspect the packaging and the exterior of the aluminium pouch for any sign of damage before use. If
any damages are visible, contact your local TOSOH sales representative.

3. Test cups from different lots or different assays shall not be mixed within a tray.
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11.

12.

The ST AIA-PACK cTnl 3rd-Gen contains sodium azide, which may react with lead or copper plumbing
to form potentially explosive metal azides. When disposing of such reagents, always rinse with large
volumes of water to prevent any azide accumulation.

The material derived from human blood used in the preparation of only ST AIA-PACK cTnl 3rd-Gen
CALIBRATOR SET has been tested by FDA-approved methods, and found negative for the presence
of HBsAg and antibodies to HIV-1 and HCV. Since no testing method can give complete assurance that
products derived from human blood will not transmit infectious agents, it is recommended that this
product be handled with the same precautions as those used for patient samples.

Do not use beyond the expiry date.

The ST AIA-PACK cTnl 3rd-Gen has been designed so that the high dose “hook effect” will not be a
problem for the vast majority of samples. The “hook effect” phenomenon may occur at cTnl
concentrations of more than 20,000 ng/mL.

For safe waste disposal, it is recommended that each laboratory complies with established laboratory
procedures and local, state, and federal regulations.

After opening, the vial of ST AIA-PACK cTnl 3rd-Gen SAMPLE DILUTING SOLUTION should be kept
tightly sealed with a clean rubber cap. Sealing with dirty material may cause deterioration of the
reagent.

The remaining sample diluting solution after use should not be mixed with another vial but be discarded
to avoid contamination.

Serum, dust, metal, or microorganism contamination may cause degradation of reconstituted substrate
solution. Store in a clean environment, away from direct sunlight and ultraviolet light.

TOSOH recommends that a new pouch of the test cups should be used for calibration.

STORAGE AND STABILITY

All unopened materials are stable until the expiry date on the label when stored at the specified
temperature.
Materials Cat. No.
2°-8°C:
ST AIA-PACK cTnl 3rd-Gen 0025215
ST AIA-PACK cTnl 3rd-Gen CALIBRATOR SET 0025315
ST AIA-PACK cTnl 3rd-Gen SAMPLE DILUTING SOLUTION 0025515
AIA-PACK SUBSTRATE SET I 0020968
AIA-PACK WASH CONCENTRATE 0020955
AIA-PACK DILUENT CONCENTRATE 0020956
1°-30°C:
AIA-PACK DETECTOR STANDARDIZATION TEST CUP 0020970
AIA-PACK SAMPLE TREATMENT CUP 0020971

After opening the aluminium pouch, ST AIA-PACK cTnl 3rd-Gen test cups can be left on-board of the
TOSOH AIA System Analyzers (18-25°C) for a maximum of 10 days (10 x 24 hours). When stored
overnight at 2-8°C, the test cups can be used for up to 30 days (30 cycles of 8 hours on board and 16
hours in the refrigerator). Once the aluminium pouch is opened, the test cups must be used within 30
days.

ST AIA-PACK cTnl 3rd-Gen CALIBRATOR SET must be kept tightly sealed and refrigerated at 2-8°C.
After opening or reconstituting, the calibrators should be used within 1 day.

After opening, ST AIA-PACK cTnl 3rd-Gen SAMPLE DILUTING SOLUTION can be left on-board of the
TOSOH AIA System Analyzers (18-25 C) for a maximum of 2 days (2 x 24 hours). When stored over
night at 2-8°C, the sample diluting solution can be used for up to 6 days (6 cycles of 8 hours on board
and 16 hours in the refrigerator). The sample diluting solution should not be used beyond 90 days after
opening, even if it is sealed and stored in the refrigerator.

Reconstituted substrate solution will remain stable for 3 days at 18°-25°C or 30 days at 2°-8°C.
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Working diluent and wash solutions are stable for 30 days at 18°-25°C.
Reagents should not be used if they appear cloudy or discoloured.

SPECIMEN COLLECTION AND HANDLING

Serum, heparinised plasma or EDTA plasma is required for the assay. Citrated plasma SHOULD NOT
BE USED.

When using serum, a venous blood sample is collected aseptically without additives. Store at 18°-
25°C until a clot has formed (usually 15-45 minutes), then centrifuge to obtain the serum specimen for
assay.

When using heparinised plasma or EDTA plasma, a venous blood sample is collected aseptically with
the specified additive. The blood sample should be collected in accordance with the specimen
collection-tube manufacturer’s instructions, as well as these package insert instructions, in order to
avoid false low results > '), Centrifuge and separate plasma from the packed cells as quickly as
possible.

Inadequate centrifugation or the presence of fibrin or particulate matter in the sample may cause an
erroneous result.

Samples containing inhibitors of alkaline phosphatase may cause erroneous results.

Inspect all samples for air bubbles and foaming. Remove any air bubbles before assay.

Specimen types should not be used interchangeably during serial monitoring of an individual patient.
Measured concentrations may vary slightly between sample types in certain patients.

Samples may be stored at 2°-8°C for up to 24 hours before analysis. If the analysis cannot be
performed within 24 hours, the sample should be stored frozen at -20°C or below for up to 60 days.
Repeated freeze-thaw cycles should be avoided. Turbid serum samples or samples containing
particulate matter should be centrifuged before testing. Before assaying, slowly bring frozen samples
to 18°-25°C and mix gently.

The sample required for analysis is 50 pl.

PROCEDURE

For the AIA Nex:IA/AIA-21, AIA-600 I, AIA-900, AIA-1800, AIA-2000 and AIA-360, please refer to their
Operator’'s Manual for detailed instructions.

Reagent Preparation

A. Substrate Solution

Bring all reagents to 18°-25°C before preparing the working reagent. Add the entire contents of
the AIA-PACK SUBSTRATE RECONSTITUENT II (100 ml) to the AIA-PACK SUBSTRATE
REAGENT Il (Lyophilised), mix thoroughly to dissolve solid material.

B. Wash Solution
Add the entire contents of the AIA-PACK WASH CONCENTRATE (100 ml) to approximately 2.0 |
of CAP Class | water or the clinical laboratory reagent water (formerly NCCLS Type 1) defined by
CLSI GP40-A4-AMD guideline, mix well, and adjust the final volume to 2.5 I.

C. Diluent
Add the entire contents of the AIA-PACK DILUENT CONCENTRATE (100 ml) to approximately
4.0 | of CAP Class | water or the clinical laboratory reagent water (formerly NCCLS Type ) defined
by CLSI GP40-A4-AMD guideline, mix well and adjust the final volume to 5.0 I.

Calibration Procedure

A. Calibration Curve
The calibrators for use with the ST AIA-PACK cTnl 3rd-Gen are prepared gravimetrically and
compared against internal reference standards.
The calibration curve for the ST AIA-PACK cTnl 3rd-Gen will remain stable for up to 90 days.
Calibration stability is monitored by quality-control performance and is dependent on proper
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reagent handling and Tosoh AIA System maintenance in accordance with the manufacturer's
instructions. Recalibration may be necessary more frequently if controls are out of the established
range for this assay or if certain service procedures are performed (e.g. temperature adjustment,
sampling mechanism changes, maintenance of wash probe or detector lamp adjustment or
change).

For further information regarding instrument operation, consult the TOSOH AIA System Operator’s
Manual.

A sample calibration curve from the AIA-1800 follows and shows the algorithm used to calculate
results.

[#cTnI3-055] Galibrator Lot. 2008805508060511
Iog(F) = Aflogx + Bllogs)? + Clogx + D
Log(Rate!
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B. Calibration Procedure

1. Refer to the appropriate Tosoh AIA System Operators’ Manual for procedural instructions.

2. Verify that both the calibrator lot and concentration numbers have been correctly entered on
the software.

3. The ST AIA-PACK cTnl 3rd-Gen CALIBRATOR (1) is provided ready for use.

4. The ST AIA-PACK cTnl 3rd-Gen CALIBRATOR (2)-(6) are lyophilised. All levels should be
reconstituted with 1.0 ml CAP Class | water or the clinical laboratory reagent water (formerly
NCCLS Type ) defined by CLSI GP40-A4-AMD guideline.

5. Tosoh recommends that all calibrators be run in triplicate.

C. Calibration Acceptability Criteria

1. The mean rate for the ST AIA-PACK cTnl 3rd-Gen CALIBRATOR (1) should be
< 0.2 nmol/(Les).

2. Since there is a direct relationship between concentration and rate, the rate should rise as
concentrations increase.

3. Repeat values should be within a 10% range.

D. Calibration Review and Acceptance
1. Review the calibration curve carefully, applying the criteria listed above.
2. Edit the calibration if necessary, then accept the calibration.

For further information regarding calibration, consult the Tosoh AIA System Operators’ Manual.
Ill. Quality-Control Procedure

A. Commercially-Available Controls

Commercially-available controls shall be run at least once per day. It is recommended that at least

two (2) levels of controls, normal and abnormal, be used. Laboratory policy for this particular

assay specifies the following:
Control Material:
Frequency:

Lot number of control material, acceptable limits, and remedial action to be taken if controls fail to

meet laboratory criteria, will be found in a separate quality-control document kept by the

laboratory.

B. Quality-Control Procedure

1. Assay quality-control specimens as instructed in the specific Operators’ Manual for your
analyser. In addition, refer to the Tosoh AIA System Operators’ Manual for detailed instructions
on defining and editing files.

2. Quality-control material to be run with this assay is specified by individual laboratory policy.

IV. Specimen Processing

A. Preparation
Following the specific instructions in the Operators’ Manual for the analyser, place samples on the
instrument appropriately. Bar-coded primary tubes, as well as sample cups, can be run on the AIA
Nex-IA/AlA-21, AIA-600 II, AIA-900, AlA-1800, AIA-2000 and AIA-360.

B. Assay Procedure
1. Provide a sufficient quantity of ST AIA-PACK cTnl 3rd-Gen test cups for the number of samples

to be run.

2. Load patient samples as instructed in the Operators’ Manual and proceed with analysis.

Note: The AIA Nex-lA/AIA-21, AIA-600 I, AIA-900, AIA-2000 and AIA-1800 will require AIA-PACK
SAMPLE TREATMENT CUP if on-board dilutions are used.

PROCEDURAL NOTES

1.
2.

Lyophilised substrate must be completely dissolved.

Ligand assays performed by the TOSOH AIA System Analyzers require that the laboratory use water
designated by the CAP as Class | or by the CLSI as the clinical laboratory reagent water. Water should
be tested at least once per month and should be free of particulate matter including bacteria. The pH of
the water should also be routinely tested. For further information, consult the CLSI document GP40-A4-
AMD, Preparation and Testing of Reagent Water in the Clinical Laboratory; Approved Guideline-Fourth
Edition.

If a specimen cTnl concentration is found to be greater than the upper limit of the assay range,
50 ng/mL, the specimen should be diluted with the ST AIA-PACK cTnl 3rd-Gen SAMPLE DILUTING
SOLUTION and reassayed in accordance with the Assay Procedure. The recommended dilution for
specimens containing more than 50 ng/mL, is 10-fold dilution. It is desirable to dilute the specimen so
that the specimen reads between 0.02 and 50 ng/mL. The dilution factor should be entered on the
software. For further information on the dilution of specimens, refer to the Tosoh AIA System Operators’
Manual.

The Tosoh AIA System Analyser can store two different calibration curves for each analyte at one time.
Thus, up to two different lots of ST AIA-PACK cTnl 3rd-Gen test cups can be used in the same run.

If the assay specifications for this test are not ready on the system software, the specifications must be
entered under test code 088.

CALCULATION OF RESULTS

The Tosoh AIA System Analysers perform all sample and reagent handling operations automatically. The
Tosoh AIA System Analysers read the rate of fluorescence produced by the reaction and automatically
convert the rate to cTnl concentration in ng/mL.

For samples requiring dilution, the AIA NexsIA/AlA-21, AIA-600 II, AIA-900, AIA-2000 and AIA-1800 will
automatically perform dilutions and calculate results if the dilution factors are entered on the software. For
detailed information regarding programming dilutions, consult the appropriate TOSOH AIA System
Operators’ Manual.
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EVALUATION OF RESULTS

Quality Control
In order to monitor and evaluate the precision of the analytical performance, it is recommended that
commercially-available control samples shall be assayed in accordance with local regulations.

Minimum recommendations for the frequency of running internal control material are:

After calibration, three levels of the internal control are run in order to accept the calibration curve.

The three levels of controls are repeated if certain service procedures are performed (e.g. temperature
adjustments, sampling-mechanism changes, maintenance of the wash probe or detector-lamp
adjustments or changes).

After daily maintenance, at least two levels of the control shall be run in order to verify overall
performance of the Tosoh AIA System Analysers.

If one or more control value(s) exceed the acceptable range, it will be necessary to investigate the
validity of the calibration curve before reporting patient results.

Standard laboratory procedures should be followed in accordance with the strict regulatory agency
under which the laboratory operates.

LIMITATIONS

e  For diagnostic purposes, results obtained from this assay should be used in conjunction with other
data (e.g. symptoms, results of other tests, clinical impressions, therapy, etc.).

e  Physicians should be made aware that the published literature ® indicates possible interference in
troponin | assays - i.e. both false-positive and false-negative results. Studies on patients diagnosed
with myocarditis and dilated cardiomyopathy indicate that disease-specific cardiac auto-antibodies
may be present in the serum and plasma of these and other patients. Auto-antibodies are generated
against cardiac proteins, which could potentially cause false-negative results if the auto-antibodies
produced interfere with the epitopes used in a particular manufacturer's assay.

e Patient samples may also contain human anti-mouse antibody (HAMA) due to either natural antibody
production or antibodies produced in response to therapy regimens. HAMA may cause either false-
positive or false-negative results in assays using mouse monoclonal antibodies. Other heterophile
antibodies are also known to interfere in assays of this type. ST AIA-PACK cTnl 3rd-Gen has been
designed to minimise the effects of heterophile antibodies, but interference from high titers cannot be
ruled out.

e Results from this or any other in vitro diagnostic procedures that do not correlate with the clinical
presentation of the patient should be interpreted with extreme caution.

e The use of a single cTnl result on a patient should be discouraged. As with other cardiac markers, a
pattern of rise and fall over time should be observed to aid accurate interpretation of the results. Users
are reminded that rises in cTnl may occur due to causes other than myocardial infarction, and the
absence of a cTnl value over a certain level does not rule out AMI or serious cardiac injury. Assays
from different manufacturers may yield different results. Reactivity of the epitopes used in the assay
varies with the form of cTnl present in a specific specimen. Also, assay calibration between
manufacturers is not standardised.

e Using ST AIA-PACK cTnl 3rd-Gen, the highest measurable concentration of cardiac troponin | in
specimens without dilution is 50 ng/mL, and the lowest measurable concentration in specimens is
0.02 ng/mL (assay sensitivity).

e The exact linearity of the ST AIA-PACK cTnl 3rd-Gen depends on the particular calibrator lot in use.
Although the approximate value of the highest calibrator is 60.0 ng/mL, the exact concentration may
be slightly different. The assay specification, ASSAY RANGE HIGH, should be defined as the upper
limit of the assay range, 50 ng/mL.

e Although haemolysis has an insignificant effect on the assay, haemolysed samples may indicate
mistreatment of a specimen before assaying, and the results should be interpreted with caution.
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e Lipaemia has an insignificant effect on the assay, except in the case of gross lipaemia, where spatial
interference may occur.

e  Samples containing fibrin may exhibit either falsely-raised or falsely-decreased results. Fibrin must be
eliminated from the sample before assaying begins.

e  Specimens from patients taking medicines and/or medical treatment may produce misleading results.

e Samples from patients under Asfotase Alfa (Genetical Recombination) treatment may cause falsely
elevated/decreased results.

e For a fuller understanding of the limitations of this procedure, please refer to the SPECIMEN
COLLECTION AND HANDLING, WARNINGS AND PRECAUTIONS, STORAGE AND STABILITY and
PROCEDURAL NOTES sections of this insert sheet.

EXPECTED VALUES

Each laboratory should set a reference interval corresponding to the characteristics of the population being
tested. As with all diagnostic procedures, clinical results must be interpreted having due regard to
concomitant medications being administered to the patient. Cardiac troponin | results should be used in
conjunction with the patient's overall clinical picture. The protocol used for specimen-collection intervals will
have an effect on cut-off values, since measurable cardiac troponin | may not be detectable until 4 - 6
hours after the onset of symptoms in an AMI. Interpretation should be made in the light of the time-interval
between symptoms and specimen-collection.

I.  Reference Ranges
The interval given here was set in heparinised plasma samples from 343 non-hospitalised, apparently
healthy, male and female individuals varying in age and from Asian origin. European studies showed
that these reference values are also applicable for a European population.

Number of Samples (n) 343
Reference Interval < 0.06 ng/mL
99th percentile 0.04 ng/mL

99procentilée = 0.04 ng/ml
Il. Functional Sensitivity iki 10% CV ties 0.035 ng/ml

Based on the imprecision profile, functional sensitivity was 0.035 ng/mL and 0.01 ng/mL at 10% CV
and 20% CV respectively.

CONVERSION FACTORS
Cardiac troponin | (cTnl) concentrations in this application are in units of ng/mL. The obtained values
in ng/mL must be multiplied by 1.0 when converting to values in pg/L.

PERFORMANCE CHARACTERISTICS

ACCURACY
a. Recovery: Three serum samples and three heparinised plasma samples were spiked with three
different levels of cTnl and assayed before and after spiking.

Sample Initial cTnl Expected Measured | Percent
Value Added Value Value Recovery
(ng/mL) (ng/mL) (ng/mL) (ng/mL) (%)
Serum A1 0.0 20.1 20.1 19.0 94.7
0.0 10.0 10.0 9.71 96.9
0.0 5.01 5.01 4.66 92.9
Serum B1 0.0 20.1 20.1 21.9 109.1
0.0 10.0 10.0 9.32 92.9
0.0 5.01 5.01 4.70 93.7
Serum C1 0.0 20.1 20.1 19.6 97.6
0.0 10.0 10.0 9.30 92.8
0.0 5.01 5.01 4.68 93.4
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Sample Initial cTnl Expected Measured | Percent
Value Added Value Value Recovery
(ng/mL) (ng/mL) (ng/mL) (ng/mL) (%)
Plasma A1 0.0 20.1 201 21.0 104.5
0.0 10.0 10.0 9.97 99.4
0.0 5.01 5.01 4.68 93.3
Plasma B1 0.0 20.1 201 21.9 109.0
0.0 10.0 10.0 9.50 94.8
0.0 5.01 5.01 4.64 92.5
Plasma C1 0.0 201 20.1 21.7 108.5
0.0 10.0 10.0 9.20 91.7
0.0 5.01 5.01 4.74 94.6

b. Dilution: Three serum samples and three heparinised plasma samples containing high
concentrations of cTnl were serially diluted with ST AIA-PACK cTnl 3rd-Gen SAMPLE
DILUTING SOLUTION and assayed.

Sample Dilution Expected Measured Percent
Factor Value Value Recovery
(ng/mL) (ng/mL) (%)
Serum A2 none 32.7 32.7 100.0
7.5/10 24.5 24.0 97.8
5.0/10 16.3 15.8 96.6
2.5/10 8.17 7.92 96.9
1.0/10 3.27 3.08 94.4
Serum B2 none 32.5 32.5 100.0
7.5/10 24.3 24.7 101.4
5.0/10 16.2 16.3 100.5
2.5/10 8.12 7.67 94.5
1.0/10 3.25 3.28 101.0
Serum C2 none 14.3 14.3 100.0
7.5/10 10.7 11.0 102.8
5.0/10 7.14 7.30 102.1
2.5/10 3.57 3.70 103.5
1.0/10 1.43 1.61 112.7
Plasma A2 none 34.7 34.7 100.0
7.5/10 26.0 25.8 99.2
5.0/10 17.4 16.9 97.3
2.5/10 8.68 8.72 100.4
1.0/10 3.47 3.69 106.3
Plasma B2 none 31.1 311 100.0
7.5/10 23.3 234 100.3
5.0/10 15.5 15.5 99.5
2.5/10 7.77 7.61 98.0
1.0/10 3.1 3.04 97.8
Plasma C2 none 141 141 100.0
7.5/10 10.6 11.0 103.9
5.0/10 7.06 7.18 101.6
2.5/10 3.53 3.71 104.9
1.0/10 1.41 1.27 89.9
c. Linearity: The linearity for ST AIA-PACK cTnl 3rd-Gen was determined, based on the guidance

from CLSI Protocol EP6-A. The linearity was measured on the AIA-2000 Instrument and has

been demonstrated to be linear from 0.02 to 50 ng/mL, within +/- 10% difference in this interval.

PRECISION
a. Within-run precision was determined using six controls in a total of 20 runs. Within each run, one
set of duplicates per control was assayed. The mean of each duplicate was used to obtain the
pooled standard deviation (SD), which was then used to calculate the coefficient of variation (CV).

Sample Mean Pooled SD Ccv

(ng/mL) (ng/mL) (%)
Serum A3 0.436 0.0104 24
Serum B3 4.01 0.0554 14
Serum C3 32.3 0.420 1.3
Plasma A3 0.422 0.0103 2.5
Plasma B3 3.27 0.0484 1.5
Plasma C3 314 0.318 1.0

b. Total precision was determined by the duplicate assay of six controls in 20 separate runs. The
means of each run were used to calculate the Pooled standard deviation (SD) and coefficient of
variation (CV).

Sample Mean Pooled SD Ccv

(ng/mL) (ng/mL) (%)
Serum A3 0.436 0.0136 3.1
Serum B3 4.01 0.104 2.6
Serum C3 32.3 0.730 2.3
Plasma A3 0.422 0.0146 3.5
Plasma B3 3.27 0.0938 2.9
Plasma C3 314 0.624 2.0
CORRELATION

a. The correlation (1) between a commercially-available cTnl test (x) and ST AIA-PACK cTnl 3rd-Gen
(y), and the correlation (2) between ST AIA-PACK cTnl 2nd-Gen (x) and ST AIA-PACK cTnl 3rd-
Gen (y) were carried out using 97 and 95 patient specimens respectively.

(1) (2)
Slope 0.989 0.939
y-Intercept -0.194 -0.213
Correlation Coefficient 0.998 0.993
Number of Samples 97 95

b. The correlation (1) between heparinised plasma (x) and serum (y), and the correlation (2) between
heparinised plasma (x) and EDTA plasma (y), on ST AIA-PACK cTnl 3rd-Gen were carried out
using 96 and 50 patient specimens respectively.

@) 2)
Slope 1.079 0.988
y-Intercept -0.005 -0.043
Correlation Coefficient 0.997 0.996
Number of Samples 96 50

SPECIFICITY

The following substances were tested for cross-reactivity. Cross-reactivity (%) is the percentage of the
compound that will be identified as cTnl. If those compounds are present in the specimen at the same
concentration as cTnl, the final result will be increased by those percentages.
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Compound Concentration Cross-reactivity (%)

Cardiac troponin T 500-2,000 ng/mL 0.05
Cardiac troponin C 500-2,000 ng/mL N.D.*
Skeletal troponin | 500-2,000 ng/mL N.D.*

*N.D.: Not Detected

SENSITIVITY

(1) Minimum Detectable Concentration: The minimum detectable concentration (MDC) of cardiac
troponin | is estimated to be 0.02 ng/mL. MDC is defined as the concentration of cTnl that
corresponds to the rate of fluorescence, which is two standard deviations from the mean rate of
fluorescence of 20 repeat determinations of ST AIA-PACK cTnl 3rd-Gen CALIBRATOR (1).

(2) Limit of Detection: The limit of detection for ST AIA-PACK cTnl 3rd-Gen was determined based on
the guidance of CLSI Protocol EP17-A. A blank sample was measured in 60 replicates. Six low level
samples were measured in 10 replicates each. As a result, the limit of detection for ST AIA-PACK
cTnl 3rd-Gen is approximately 0.008 ng/mL.

INTERFERENCE
Interference is defined, for the purposes of this study, with recovery outside of 10% of the known
concentration of the specimen after the following substances are added to human specimens.

Haemoglobin (up to 440 mg/dl), free bilirubin (up to 18 mg/dl) and conjugated bilirubin (up to 18 mg/dl)
do not interfere with the assay.

Lipaemia, as indicated by triglyceride concentration (up to 1,600 mg/dl), does not interfere with the
assay.

e  Ascorbic acid (up to 20 mg/dl) does not interfere with the assay.

e  Protein, as indicated by human albumin concentration (up to 5 g/dl), does not interfere with the assay.

e EDTA-2K (up to 10 mg/ml) does not interfere with the assay.

e  Heparin (up to 100 U/ml) does not interfere with the assay.
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EU rev. CTNI-020917

Attention: This IFU complies with IVD directive 98/79/EC and is intended for use by customers
operating in a member state of the European Union

ST AIA-PACK c¢Tnl 3rd-Gen CALIBRATOR SET

INTENDED USE

The ST AIA-PACK cTnl 3rd-Gen CALIBRATOR SET is intended for in vitro diagnostic use only for the
calibration of the ST AIA-PACK cTnl 3rd-Gen assay.

SUMMARY AND EXPLANATION

The ST AIA-PACK cTnl 3rd-Gen CALIBRATOR SET contains buffered bovine serum albumin with
assigned levels of cardiac troponin | (cTnl). Calibration should be performed in accordance with the
schedule given in the Tosoh AIA System Operators’ Manual.

MATERIAL SUPPLIED

Cat. No. 0025315

2x1ml ST AIA-PACK cTnl 3rd-Gen CALIBRATOR (1) 0 ng/ml
Buffered bovine serum albumin containing no detectable concentration of cTnl,
with sodium azide as a preservative. (Liquid)

2x1ml ST AIA-PACK cTnl 3rd-Gen CALIBRATOR (2) 0.2  ng/ml (approx.)
ST AIA-PACK cTnl 3rd-Gen CALIBRATOR (3) 1.0  ng/ml (approx.)
ST AIA-PACK cTnl 3rd-Gen CALIBRATOR (4) 5.0 ng/ml (approx.)
ST AIA-PACK cTnl 3rd-Gen CALIBRATOR (5) 20.0 ng/ml (approx.)
ST AIA-PACK cTnl 3rd-Gen CALIBRATOR (6) 60.0 ng/ml (approx.)

Buffered bovine serum albumin containing the assigned concentration of cTnl
(described on each vial). (Lyophilised)

WARNINGS AND PRECAUTIONS

1. The ST AIA-PACK cTnl 3rd-Gen CALIBRATOR SET is intended for in vitro diagnostic use only.

2. Inspect the packaging and the exterior of the vials for any sign of damage before use. If any
damages are visible, contact your local TOSOH sales representative.

3. The ST AIA-PACK cTnl 3rd-Gen CALIBRATOR (1) contains sodium azide, which may react with
lead or copper plumbing to form potentially explosive metal azides. When disposing of such
reagents, always rinse with large volumes of water to prevent any azide accumulation.

4. The material derived from human blood used in the preparations of these calibrators has been
tested by FDA-approved methods and found negative for the presence of HBsAg and antibodies to
HIV-1 and HCV. Since no testing method can give complete assurance that products derived from
human blood will not transmit infectious agents, it is recommended that this product be handled with
the same precautions as those used for patient samples.

5. Do not use beyond the expiry date.

6. For safe waste disposal, it is recommended that each laboratory complies with established
laboratory procedures and local, state, and federal regulations.

PREPARATION OF REAGENTS

e Bring the calibrators to 18°-25°C for use.

e Using volumetric pipettes, reconstitute the lyophilised calibrators accurately to the volume of 1 ml
with CAP Class | water or the clinical laboratory reagent water (formerly NCCLS Type 1) defined by
CLSI GP40-A4-AMD guideline.

¢ Allow the lyophilised material to dissolve fully, then mix the calibrators gently but thoroughly before
performing the calibration.

STORAGE AND STABILITY

e Always store ST AIA-PACK cTnl 3rd-Gen CALIBRATOR SET in an upright position at 2°-8°C when
not in use.

e When stored unopened and refrigerated at 2°-8°C, the calibrator set will remain stable until the
expiry date on the label.

e The calibrators should be used within 1 day of opening or reconstituting, provided the vials are kept
tightly sealed and refrigerated at 2°-8°C.

PROCEDURE

NOTE: Refer to the CALIBRATION PROCEDURE in the insert sheet of the ST AIA-PACK cTnl 3rd-
Gen. For additional procedural instructions regarding calibration, refer to the Tosoh AIA System
Operators' Manual.

1. When using new calibrator lots, enter the calibrator concentration values and lot number on the

software test file. (Refer to the Tosoh AIA System Operators’ Manual for details.)

2. Load the appropriate amount of ST AIA-PACK cTnl 3rd-Gen test cups on the instrument.

3. Add the appropriate amount of each calibrator to sample cups. (Refer to the instrument worksheet

for the sample volume.)

4. Print a work list and place the sample cups in the position indicated.

5. Select START. Verify that the positions on the work list match the starting position on the screen.

ASSIGNMENT OF VALUES

The ST AIA-PACK cTnl 3rd-Gen CALIBRATOR SET contains assigned concentrations of cardiac
troponin |. The assigned value is determined on a lot-by-lot basis and is designed to provide an assay
calibration range of 0.02 to 50 ng/ml cTnl. The calibrators in this set are prepared gravimetrically and
compared to internal reference standards.

RESULTS

1) The mean rate for the ST AIA-PACK cTnl 3rd-Gen CALIBRATOR (1) should be < 0.2 nmol/(Lss).

2) Since there is a direct relationship between concentration and rate, the rate should rise as the
concentration increases.

3) Repeat values should be within 10%.

LIMITATIONS

The ST AIA-PACK cTnl 3rd-Gen CALIBRATOR SET is designed solely for use with ST AIA-PACK cTnl
3rd-Gen assay procedures. Although the approximate value of the highest calibrator is 60 ng/ml, the
exact concentration may be slightly different. The assay specification, ASSAY RANGE HIGH, should be
defined as the upper limit of assay range, 50 ng/ml.
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EU rev. DDIM-021119

Attention: This IFU complies with IVD directive 98/79/EC and is intended for use by customers
operating in a member state of the European Union

AIA-PACK® D-Dimer CONTROL SET

INTENDED USE

The AIA-PACK D-Dimer CONTROL SET is intended for IN VITRO DIAGNOSTIC USE ONLY, by
healthcare professionals, for performing quality control procedures with the ST AIA-PACK D-Dimer
assay.

SUMMARY AND EXPLANATION

The AIA-PACK D-Dimer CONTROL SET contains protein matrix with the assigned levels of D-dimer.
The D-dimer controls shall be run at the beginning of each day on which D-dimer assays are scheduled.

CONTENTS

Cat. No. 0025432

2x1mL AIA-PACK D-Dimer CONTROL LEVEL 1
Protein matrix containing D-dimer (Lyophilised). See the vial label for the
assigned concentration range.

2x1mL AIA-PACK D-Dimer CONTROL LEVEL 2
Protein matrix containing D-dimer (Lyophilised). See the vial label for the
assigned concentration range.

WARNINGS AND PRECAUTIONS

1. The AIA-PACK D-Dimer CONTROL SET is intended for in vitro diagnostic use only.

2. Inspect the packaging and the exterior of the vials for any sign of damage before use. If any
damages are visible, contact your local Tosoh sales representative.

3. The control material has been tested by FDA-approved methods and found negative for the
presence of HBsAg, antibody to HIV-1/2 and HCV. Because no test method can offer complete
assurance that products derived from human origin will not transmit infectious agents, it is
recommended that this product be handled with the same precautions as used for patient samples.

4. Do not use beyond the expiry date.

5. For safe waste disposal, it is recommended that each laboratory complies with established
laboratory procedures and local, state, and federal regulations.

PREPARATION OF REAGENTS

Bring the controls to 18°-25°C for use. Using volumetric pipettes, reconstitute the lyophilised controls
accurately to the volume of 1 mL with CAP Class | water or the clinical laboratory reagent water (formerly
NCCLS Type 1) defined by CLSI GP40-A4-AMD guideline. Allow the lyophilised material to dissolve fully.

STORAGE AND STABILITY

e Always store the AIA-PACK D-Dimer CONTROL SET in an upright position at 2°-8°C when not in
use.

e When stored unopened and refrigerated at 2°-8°C, the control set will remain stable until the expiry
date on the label.

e The controls should be used within 7 days of opening or reconstituting, provided that the vials are

kept tightly sealed and refrigerated at 2°-8°C.
1-2

PROCEDURE

Refer to the Tosoh AIA® System Operators’ manual or the Tosoh AIA-CL Analyzer Operator's Manual for

additional procedural instructions regarding quality control.

1. Load the appropriate amount of test cups on the instrument.

2. Add the appropriate amount of each control to sample cups. (Refer to the instrument worksheet for
the sample volume.)

3. Print a work list and place the sample cups in the position indicated.

4. Select START. Verify that the positions on the work list match the starting position on the screen.

ASSIGNMENT OF VALUES

The AIA-PACK D-Dimer CONTROL SET contains assigned concentration range of D-dimer. The
assigned range is determined on a lot-by-lot basis and is designed to provide target control levels of
D-dimer. Since the assay values are dependent upon assay procedures as well as several other
factors, each laboratory should establish its own range for the assay procedure being monitored.

LIMITATIONS

The AIA-PACK D-Dimer CONTROL SET is designed solely for use with ST AIA-PACK D-Dimer and CL
AIA-PACK D-Dimer assay procedures.

“AlA” and “AlA-PACK” are the registered trademarks of Tosoh Corporation in the European Union, etc.
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EU rev. DIL-020215 SAFETY INFORMATION

. ) . . . . L Hazard statements
Attention: This IFU complies with IVD directive 98/79/EC and is intended for use by customers

. . H412 Harmful to aquatic life with long lasting effects.
operating in the European Union [ e ——
P101 If medical advice is needed, have product container or label at hand.
AIA-PACK DILUENT CONCENTRATE P102 Keep out of reach of children.
P103 Read label before use.
P273 Avoid release to the environment.
INTENDED USE P501 Dispose of contents/container in accordance with local/ regional/ national/

L L ) . international regulations.
The AIA-PACK DILUENT CONCENTRATE is intended for in vitro diagnostic use only for the AIA-PACK

or the ST AIA-PACK Assay.

MATERIAL SUPPLIED
Cat. No. 0020956 C €
4100 ml AIA-PACK DILUENT CONCENTRATE
Buffer solution with detergent.
TOSOH EUROPE N.V.
WARNINGS AND PRECAUTIONS Transportstraat 4 M

B-3980 TESSENDERLO BELGIUM

1. The AIA-PACK DILUENT CONCENTRATE is intended for in vitro diagnostic use. Tel. +32 (0)13 66 88 30 Fax: +32 (0)13 66 47 49

2. Inspect the packaging and the exterior of the bottles for any sign of damage before use. If any
damages are visible, contact your local TOSOH sales representative.

3. This material contains sodium azide which may react with lead or copper plumbing to form NET Net Volume (after reconstitution for
potentially explosive metal azides. When disposing of such reagents, always rinse with large lyophilised material)
volumes of water to prevent any azide accumulation.

4. Do not use beyond the expiry date.

5. For safe waste disposal, it is recommended that each laboratory complies with established
laboratory procedures and local, state, and federal regulations.

PREPARATION OF REAGENTS

Add the entire content of the AIA-PACK DILUENT CONCENTRATE (100 ml) to approximately 4.0 | of
CAP Class | water or the clinical laboratory reagent water (formerly NCCLS Type 1) defined by CLSI
C3-A4 guideline, mix well, and adjust the final volume to 5.0 I.

Alternatively, add 20 ml of the AIA-PACK DILUENT CONCENTRATE (as measured with a graduated
cylinder) to 800 ml of CAP Class | water or the clinical laboratory reagent water (formerly NCCLS Type )
defined by CLSI C3-A4 guideline. Mix well, and adjust the volume to 1000 ml with CAP Class | water or
the clinical laboratory reagent water (formerly NCCLS Type 1) defined by CLSI C3-A4 guideline.

STORAGE AND STABILITY

e Always store the AIA-PACK DILUENT CONCENTRATE in an upright position at 2°-8°C when not in
use.

e \When stored unopened and refrigerated at 2°-8°C, the AIA-PACK DILUENT CONCENTRATE will
remain stable until the expiry date on the label.

e  When diluted the diluent solution is stable for 30 days at 18°-25°C.

PROCEDURE

Please refer to the insert of the AIA-PACK or the ST AIA-PACK and the Operators’ Manual of the Tosoh
AlA System analysers for detailed instructions.
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EU rev. FT4-030117

Attention: This IFU complies with IVD directive 98/79/EC and is intended for use by customers
operating in a member state of the European Union

ST AIA-PACK FT4

INTENDED USE

ST AIA-PACK FT4 is designed for in vitro diagnostic use only for the quantitative measurement of
non-protein-bound (free) thyroxine (FT4) in human serum or heparinised plasma on Tosoh AlIA System

Analysers. 2. Méginiy tipas

SUMMARY AND EXPLANATION OF TEST

L-thyroxine (3, 5, 3-, 5-L-tetraiodothyronine (T4)) produced by the thyroid gland, circulates in the blood
99.97% bound to plasma proteins including thyroxine-binding globulin (TBG), thyroxine binding
prealbumin (TBPA) and albumin (7,2). Approximately 0.03% of total circulating thyroxine is unbound.
This free T4 (FT4) is believed to be the physiologically active portion of thyroxine which stimulates the
metabolism and controls, via the pituitary, the feedback system involving the release of TSH.(3).
Historically, measurement of total serum T4 (bound + free) has been used to assess the clinical status of
the thyroid gland (4,5). However, this analysis is not diagnostically accurate when significant changes
occur in the serum binding proteins (6,7). Alterations in TBG concentration, pregnancy, oral
contraceptives, estrogen therapy or drugs that alter the binding of thyroxine to the carrier proteins may
cause corresponding changes in the total T4 when unbound free thyroxine levels remain relatively
unchanged (8,9). Therefore, measurement of the free T4 (FT4) typically correlates more closely to the
patient's actual thyroid status than the total (70).

PRINCIPLE OF THE ASSAY

The ST AIA-PACK FT4 is a competitive enzyme immunoassay performed entirely in the ST AIA-PACK
FT4 test cups. The thyroxine not bound to serum proteins (free T4) competes with enzyme-labelled T4 for
a limited number of binding sites on a Ts-specific antibody immobilised on magnetic beads. After
incubation, the beads are washed to remove the unbound enzyme-labelled T4 and are then incubated
with a fluorogenic substrate, 4-methylumbelliferyl phosphate (4MUP). The amount of enzyme-labelled T4
that binds to the beads is inversely proportional to the free T4 concentration in the test sample. A
standard curve using a range of known standard concentrations is constructed and unknown sample free
T4 concentrations are calculated using this curve.

MATERIAL SUPPLIED

Cat. No. 0025268

ST AIA-PACK FT4 5 trays x 20 test cups

Plastic test cups containing twelve lyophilised magnetic beads with anti-T4 rabbit polyclonal antibody and
140 pl of thyroxine (T4) conjugated to bovine alkaline phosphatase with sodium azide as a preservative.

MATERIALS REQUIRED BUT NOT SUPPLIED

The following materials are required to perform Free Thyroxine analysis using the ST AIA-PACK FT4
(Cat. No. 0025268) on the Tosoh AIA system Analysers. The following are available separately from
Tosoh

Materials Cat. No.

AIA Nex-IA or AlA-21 0018539
AIA NexlA or AlA-21 LA 0018540
AIA-1800 ST 0019836
AIA-1800 LA 0019837
AIA-2000 ST 0022100
AlA-2000 LA 0022101
AIA-600 Il 0019014
AIA-600 Il BCR 0019328
AIA-900 0022930
AIA-360 0019945
AIA-PACK SUBSTRATE SET I 0020968
AIA-PACK SUBSTRATE REAGENT II/ AIA-PACK SUBSTRATE RECONSTITUENT Il
AIA-PACK FT4 CALIBRATOR SET 0020368

AIA-PACK FT4 CALIBRATOR (1) 0  ng/dl

AIA-PACK FT4 CALIBRATOR (2) 0.4 ng/dl (approx.)
AIA-PACK FT4 CALIBRATOR (3) 1.0 ng/dl (approx.)
AIA-PACK FT4 CALIBRATOR (4) 2.0 ng/dl (approx.)
AIA-PACK FT4 CALIBRATOR (5) 4.0 ng/dl (approx.)
AIA-PACK FT4 CALIBRATOR (6) 9.0 ng/dl (approx.)

AIA-PACK WASH CONCENTRATE 0020955
AIA-PACK DILUENT CONCENTRATE 0020956
SAMPLE CUPS 0018581
AIA-PACK DETECTOR STANDARDIZATION TEST CUP 0020970
Additional Requirements for AIA Nex<IA/AlA-21 only:
PIPETTE TIPS 0018552
PRELOADED PIPETTE TIPS 0018583
Additional Requirements for AIA-600 I, AIA-1800, AIA-900, AIA-2000:
PIPETTE TIPS 0019215
TIP RACK 0019216
PRELOADED PIPETTE TIPS 0022103

Only materials obtained from Tosoh should be used. Materials obtained elsewhere should not be
substituted since assay performance is characterised strictly by Tosoh materials.

WARNINGS AND PRECAUTIONS

1. The ST AIA-PACK FT4 is intended for in vitro diagnostic use only.

2. Inspect the packaging and the exterior of the aluminium pouch for any sign of damage before use. If
any damages are visible, contact your local TOSOH sales representative.

3. Test cups from different lots or different assays shall not be mixed within a tray.

4. The ST AIA-PACK FT4 contains sodium azide, which may react with lead or copper plumbing to form
potentially explosive metal azides. When disposing of such reagents, always rinse with large
volumes of water to prevent any azide accumulation.

5. Human serum is not used in the preparation of this product; however, since human specimens will be
used for samples and other quality control products in the lab may be derived from human serum,
please use standard laboratory safety procedures in handling all specimens and controls.

6. Do not use beyond the expiry date.

7. For safe waste disposal, it is recommended that each laboratory complies with established laboratory
procedures and local, state, and federal regulations.
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8.

9.

Serum, dust, metal, or microorganism contamination may cause degradation of reconstituted
substrate solution. Store in a clean environment, away from direct sunlight and ultraviolet light.
TOSOH recommends that a new pouch of the test cups should be used for calibration.

STORAGE AND STABILITY

All unopened materials will remain stable until the expiry date on the label when stored at the specified

temperature.
Materials Cat. No.
2°-8°C:
ST AIA-PACK FT4 0025268
AIA-PACK FT4 CALIBRATOR SET 0020368
AIA-PACK SUBSTRATE SET Il 0020968
AIA-PACK WASH CONCENTRATE 0020955
AIA-PACK DILUENT CONCENTRATE 0020956
1°-30°C:
AIA-PACK DETECTOR STANDARDIZATION TEST CUP 0020970

After opening the aluminium pouch, ST AIA-PACK FT4 test cups can be left on-board of the TOSOH
AIA System Analyzers (18-25°C) for a maximum of 1 day (24 hours). When stored overnight at
2-8°C, the test cups can be used for up to 3 days (3 cycles of 8 hours on board and 16 hours in the
refrigerator). Once the aluminium pouch is opened, even if the test cups are stored in the refrigerator,
they must be used within 30 days.

AIA-PACK FT4 CALIBRATOR SET must be kept tightly sealed and refrigerated at 2-8°C. After
opening or reconstituting, the calibrators should be used within 1 day.

Reconstituted substrate solution will remain stable for 3 days at 18°-25°C or 30 days at 2°>-8°C.
Working diluent and wash solutions are stable for 30 days at 18°-25°C.

Reagents should not be used if they appear cloudy or discoloured.

SPECIMEN COLLECTION AND HANDLING

Serum or heparinised plasma is required for the assay. EDTA and citrated plasma SHOULD NOT BE
USED.

When using serum, a venous blood sample is collected aseptically without additives. Store at
18°-25°C until a clot has formed (usually 15-45 minutes), then centrifuge to obtain the serum
specimen for assay.

When using heparinised plasma, a venous blood sample is collected aseptically with the specified
additive. Centrifuge and separate plasma from the packed cells as quickly as possible.

Inadequate centrifugation or the presence of fibrin or particulate matter in the sample may cause an
erroneous result.

Samples containing inhibitors of alkaline phosphatase may cause erroneous results.

Inspect all samples for air bubbles and foaming. Remove any air bubbles before assay.

Specimen types should not be used interchangeably during serial monitoring of an individual patient.
Measured concentrations may vary slightly between sample types in certain patients.

Samples may be stored at 2°-8°C for up to 7 days before analysis. If the analysis cannot be
performed within 7 days, the sample should be stored frozen at -20°C or below for up to 60 days.
Repeated freeze-thaw cycles should be avoided. Turbid serum samples or samples containing
particulate matter should be centrifuged before testing. Before assaying, slowly bring frozen samples
to 18°-25°C and mix gently.

The sample required for analysis is 10 pl.

PROCEDURE

For the AIA Nex-IA / AlA-21, AIA-600 II, AlA-1800, AIA-900, AIA-2000 and AlA-360, please refer to their
Operators’ Manual for detailed instructions.

I. Reagent Preparation
A. Substrate Solution

Bring all reagents to 18°-25°C before preparing the working substrate solution.
Add one bottle of AIA-PACK SUBSTRATE RECONSTITUENT Il to the lyophilised AIA-PACK
SUBSTRATE REAGENT I, mix thoroughly to dissolve all solid materials.

B. Wash Solution

Add the entire contents of the AIA-PACK WASH CONCENTRATE (100 ml) to approximately
2.0 1 of CAP Class | water or the clinical laboratory reagent water (formerly NCCLS Type I)
defined by CLSI C3-A4 guideline, mix well, and adjust the final volume to 2.5 I.

C. Diluent

Add the entire contents of the AIA-PACK DILUENT CONCENTRATE (100 ml) to approximately
4.0 | of CAP Class | water or the clinical laboratory reagent water (formerly NCCLS Type )
defined by CLSI C3-A4 guideline, mix well, and adjust the final volume to 5.0 I.
Il. Calibration Procedure
A. Calibration Curve

The calibrators for use with the ST AIA-PACK FT4 are prepared gravimetrically and are
compared against internal reference standards.

The calibration curve for the ST AIA-PACK FT4 will remain stable for up to 90 days. Calibration
stability is monitored by quality control performance and is dependent on proper reagent
handling and Tosoh AIA System maintenance in accordance with the manufacturer's
instructions.

Recalibration may be necessary more frequently if controls are out of the established range for
this assay or when certain service procedures are performed (e.g. temperature adjustment,
sampling mechanism changes, maintenance of the wash probe or detector lamp adjustment or
change). For further information regarding instrument operation, consult the TOSOH AIA
System Operator’s Manual.

A sample calibration curve from the AIA-1800 follows and shows the algorithm used to calculate
results.

[#FT4-0371 Calibrator Lot. 2004606008070000
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B. Calibration Procedure

1. Refer to the appropriate Tosoh AIA System Operators’ Manual for the procedural
instructions.

2. Verify that both the calibrator lot and concentration numbers have been correctly entered on
the software.

3. The AIA-PACK FT4 CALIBRATOR SET is lyophilised. All levels should be reconstituted with
1.0 ml of CAP Class | water or the clinical laboratory reagent water (formerly NCCLS Type I)
defined by CLSI C3-A4 guideline.

4. Tosoh recommends that all calibrators should be run in triplicate.

C. Calibration Acceptability Criteria
1. Since there is an inverse relationship between concentration and rate, the rate should

decrease as the concentration increases.
2. The replicate values should be within a 10% range.

D. Calibration Review and Acceptance
1. Review the calibration curve carefully, applying the criteria listed above.
2. Edit the calibration if necessary, then accept the calibration.
For further information regarding calibration, consult the Tosoh AIA System Operators’ Manual.
lll. Quality Control Procedure
A. Commercially Available Controls

Commercially available controls shall be run at least once per day. It is recommended that at
least two (2) levels of controls, normal and abnormal, be used. Laboratory policy for this
particular assay specifies the following:
Control Material:
Frequency:
Lot number of control material, acceptable limits, and corrective action to be taken if controls do
not meet laboratory criteria will be found in a separate quality control document maintained by
the laboratory.

B. Quality Control Procedure

1. Assay quality control specimens as instructed in the specific Operators’ Manual for your
analyser. In addition, refer to the Tosoh AIA System Operators’ Manual for detailed
instructions on defining and editing files.

2. Quality control material to be run with this assay is defined by individual laboratory policy.

IV. Specimen Processing
A. Preparation

Following the specific instructions in the Operators’ Manual for the analyser, place samples on

the instrument appropriately. Bar-coded primary tubes as well as sample cups can be run on

the AIA NexIA / AlA-21, AIA-600 II, AIA-1800, AIA-900, AIA-2000 and AIA-360.
B. Assay Procedure

1. Provide a sufficient quantity of ST AIA-PACK FT4 test cups for the number of samples to be
run.

2. Load patient samples as instructed in the Operators’ Manual and proceed with analysis.

PROCEDURAL NOTES

1. Lyophilised substrate must be completely dissolved.
2. Ligand assays performed by the TOSOH AIA System Analyzers require that the laboratory use water
designated by the CAP as Class | or by the CLSI as the clinical laboratory reagent water. Water
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should be tested at least once per month and should be free of particulate matter including bacteria.
The pH of the water should also be routinely tested. For further information, consult the CLSI
document C3-A4, Preparation and Testing of Reagent Water in the Clinical Laboratory; Approved
Guideline-Fourth Edition.

3. If a specimen free thyroxine concentration is found to be greater than the upper limit of the assay
range 8.0 ng/dl, results should be reported as greater than 8.0 ng/dl. Dilution or recovery studies
cannot be performed on the Free Thyroxine assay. The equilibrium between bound and free
hormone in the Free Thyroxine assay is altered both by dilutions and the addition of measured
amount of thyroxine.

4. The Tosoh AIA System Analysers can store two different calibration curves for each analyte at one
time. Thus, up to two different lots of ST AIA-PACK FT4 test cups can be used during the same run.

5. If the assay specifications for this test are not ready on the system software, the specifications must
be entered under test code 075.

CALCULATION OF RESULTS

The Tosoh AIA System Analysers perform all sample and reagent handling operations automatically. The
Tosoh AIA System Analysers read the rate of fluorescence produced by the reaction and automatically
convert the rate to Free Thyroxine concentration in ng/dl.

EVALUATION OF RESULTS

Quality Control
In order to monitor and evaluate the precision of the analytical performance, it is recommended that
commercially available control samples shall be assayed in accordance with local regulations.
Minimum recommendations for the frequency of running internal control material are:
After calibration, three levels of the internal control are run in order to accept the calibration curve.
The three levels of controls are repeated when certain service procedures are performed (e.g.
temperature adjustments, sampling mechanism changes, maintenance of the wash probe or
detector lamp adjustments or changes).
After daily maintenance, at least two levels of the control shall be run in order to verify overall
performance of the Tosoh AIA System Analysers.

If one or more control sample value(s) is out of the acceptable range, it is necessary to investigate
the validity of the calibration curve before reporting patient results.

Standard laboratory procedures should be followed in accordance with the strict regulatory agency
under which the laboratory operates.

LIMITATIONS

e For diagnostic purposes, results obtained from this assay should be used in conjunction with other
data (e.g. symptoms, results of other tests, clinical impressions, therapy, etc.).

e Using ST AIA-PACK FT4, the highest measurable concentration of Free Thyroxine in specimens is
8.0 ng/dl, and the lowest measurable concentration in specimens is 0.10 ng/dl (assay sensitivity).

e Although the approximate value of the highest calibrator is 9.0 ng/dl, the exact concentration may be
slightly different. The assay specification, ASSAY RANGE HIGH, should be defined as the upper limit
of the assay range, 8.0 ng/dl.

e Although haemolysis has an insignificant effect on the assay, haemolysed samples may indicate
mistreatment of a specimen prior to assay and results should be interpreted with caution.

e Lipaemia has an insignificant effect on the assay except in the case of gross lipaemia where spatial
interference may occur.

e Circulating autoantibodies to T4 may interfere with free thyroxine measurements.
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e Hormone-binding inhibitors may interfere with the free T4 assay. Heparin may cause in vivo effects in
free T4 assays. Blood collection for free T4 assays should not be performed concurrent with
administration of heparin therapy.

e Drugs that affect the binding of T4 to the thyroid hormone carrier proteins or affect the metabolism of
T4 to T3 may complicate the interpretation of free thyroxine results. In patients with severe
non-thyroidal illness (NTI) in whom the free T4 yields results indicating hypothyroidism, it is
suggested that the ST AIA-PACK TSH assay be run to confirm this diagnosis.

Specimens from patients taking medicines and/or medical treatment may show erroneous results.
Heterophile antibodies are known to interfere in assays of this type. ST AIA-PACK FT4 has been
designed to minimize the effects of heterophile antibodies, but interference from high titers cannot be
ruled out.

e Samples from patients under Asfotase Alfa (Genetical Recombination) treatment may cause falsely
elevated/decreased results.

e For a fuller understanding of the limitations of this procedure, please refer to the SPECIMEN
COLLECTION AND HANDLING, WARNINGS AND PRECAUTIONS, STORAGE AND STABILITY,
and PROCEDURAL NOTES sections in this insert sheet.

EXPECTED VALUES

Each laboratory should determine a reference interval corresponding to the characteristics of the
population being tested. As with all diagnostic procedures, clinical results must be interpreted having due
regard to concomitant medications administered to the patient (11)
I. Reference Ranges
The intervals given here were determined in serum samples from 618 apparently healthy Asian
individuals and 130 apparently healthy Caucasian individuals, respectively.

e Asian

Number of Samples (n) 618
Reference Interval 0.82 - 1.63 ng/dL (10.6 - 21.0 pmol/L)

e Caucasian
Number of Samples (n) 130
Reference Interval 0.61 - 1.57 ng/dL (7.87 - 20.3 pmol/L)
Il. Conversion Factors

FT4 concentrations in this application are in units of ng/dl. The obtained values in ng/dL must be
multiplied by 12.9 when converting to values in pmol/L.

PERFORMANCE CHARACTERISTICS

PRECISION
a. Within-run precision was determined using four controls in a total of 20 runs. Within each run,
one set of duplicates per control was assayed. The mean of each duplicate was used to obtain
the pooled standard deviation (SD), which was then used to calculate the coefficient of variation

b. Total precision was determined by the duplicate assay of four controls in 20 separate runs. The
means of each run were used to calculate the pooled standard deviation (SD) and coefficient of
variation (CV).

(CV).
Sample Mean Pooled SD Ccv
(ng/dl) (ng/dl) (%)
Serum A 0.599 0.0270 4.5
Serum B 2.00 0.0607 3.0
Serum C 4.61 0.0768 1.7
Plasma A 1.11 0.0348 3.1

Sample Mean Pooled SD cv

(ng/dl) (ng/dl) (%)
Serum A 0.599 0.0341 5.7
Serum B 2.00 0.0720 3.6
Serum C 4.61 0.123 2.7
Plasma A 1.11 0.0442 4.0
CORRELATION

The correlation between serum (x) and heparinised plasma (y) on ST AIA-PACK FT4 was carried out
using 130 patient specimens.

Slope 0.999

y-Intercept 0.004

Correlation Coefficient 0.978

Range of Samples 0.37-2.90

Number of Samples 130
SPECIFICITY

The following substances were tested for cross-reactivity. Cross-reactivity is expressed in terms of the
percentage of concentration of each substance which will be measured as thyroxine.

Compound Cross-reactivity (%)

Thyroxine (T4) 100

Triiodothyronine (T3) 2.0

3, 3, 5-triiodothyropropionic acid 1.6

3, 5-diiodothyropropionic acid <0.01

3, 5-diiodo-L-tyrosine < 0.01
SENSITIVITY

The minimum detectable concentration (MDC) of Free Thyroxine is estimated to be 0.10 ng/dl. MDC is
defined as the concentration of FT4 that corresponds to the rate of fluorescence which is two standard
deviations from the mean rate of fluorescence of 5 replicate determinations by AIA-PACK FT4
CALIBRATOR (1).

INTERFERENCE

Interference is defined for the purposes of this study with recovery outside of 10% of the known

concentration of the specimen after the following substances are added to human specimens.

e Haemoglobin (up to 410 mg/dl), free bilirubin (up to 16 mg/dl) and conjugated bilirubin (up to
17 mg/dl) do not interfere with the assay.

e Lipaemia, as indicated by triglyceride concentration (up to 1,600 mg/dl), does not interfere with the
assay.

e Ascorbic acid (up to 20 mg/dl) does not interfere with the assay.

e Heparin (up to 100 U/ml) does not interfere with the assay.
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EU rev. FT4-020712

Attention: This IFU complies with IVD directive 98/79/EC and is intended for use by customers
operating in a member state of the European Union

AIA-PACK FT4 CALIBRATOR SET

INTENDED USE

The AIA-PACK FT4 CALIBRATOR SET is intended for in vitro diagnostic use only for the calibration of
the ST AIA-PACK FT4.

SUMMARY AND EXPLANATION

The AIA-PACK FT4 CALIBRATOR SET contains human sera with assigned levels of free thyroxine
(FT4). Calibration should be performed in accordance with the schedule given in the Tosoh AIA System
Operators’ Manual.

MATERIAL SUPPLIED

Cat. No. 0020368

2x1ml AIA-PACK FT4 CALIBRATOR (1) 0 ng/dl
Human serum containing no detectable concentration of FT4 with sodium azide as a
preservative. (Lyophilised)

2x1ml AIA-PACK FT4 CALIBRATOR (2) 0.4 ng/dl (approx.)
AIA-PACK FT4 CALIBRATOR (3) 1.0 ng/dl (approx.)
AIA-PACK FT4 CALIBRATOR (4) 2.5 ng/dl (approx.)
AIA-PACK FT4 CALIBRATOR (5) 4.0 ng/dl (approx.)
AIA-PACK FT4 CALIBRATOR (6) 9.0 ng/dl (approx.)

Human serum containing the assigned concentration of FT, (described on each
vial) with sodium azide as a preservative. (Lyophilised)

WARNINGS AND PRECAUTIONS

1. The AIA-PACK FT4 CALIBRATOR SET is intended for in vitro diagnostic use only.

2. Inspect the packaging and the exterior of the vials for any sign of damage before use. If any
damages are visible, contact your local TOSOH sales representative.

3. This material contains sodium azide, which may react with lead or copper plumbing to form
potentially explosive metal azides. When disposing of such reagents, always rinse with large
volumes of water to prevent any azide accumulation.

4. The material derived from human blood used in the preparations of these calibrators has been tested
by FDA-approved methods and found negative for the presence of HBsAg and antibodies to HIV-1
and HCV. Since no testing method can give complete assurance that products derived from human
blood will not transmit infectious agents, it is recommended that this product be handled with the
same precautions as those used for patient samples.

5. Do not use beyond the expiry date.

6. For safe waste disposal, it is recommended that each laboratory complies with established laboratory
procedures and local, state, and federal regulations.

PREPARATION OF REAGENTS

Using volumetric pipettes, reconstitute the lyophilised calibrators accurately to the volume of 1 ml with
CAP Class | water or the clinical laboratory reagent water (formerly NCCLS Type I) defined by CLSI

1-3

C3-A4 guideline. Allow the lyophilised material to dissolve fully, then mix the calibrators gently but
thoroughly before performing the calibration. Bring the calibrators to 18°-25°C for use.

STORAGE AND STABILITY

e Always store the AIA-PACK FT4 CALIBRATOR SET in an upright position at 2°-8°C when not in use.

e When stored unopened and refrigerated at 2°-8°C, the calibrator set will remain stable until the expiry
date on the label.

e The calibrators should be used within 1 day of opening or reconstituting, provided the vials are kept
tightly sealed and refrigerated at 2°-8°C.

PROCEDURE

NOTE: Refer to the CALIBRATION PROCEDURE in the insert sheet of the ST AIA-PACK FT4. For
additional procedural instructions regarding calibration, refer to the Tosoh AIA System
Operators’ Manual.

1. When using new calibrator lots, enter the calibrator concentration values and lot number on the

software test file. (Refer to Tosoh AIA System Operators’ Manual for details.)

2. Load the appropriate amount of ST AIA-PACK FT4 test cups on the instrument.

3. Add the appropriate amount of each calibrator to sample cups. (Refer to the instrument worksheet for

the sample volume.)

4. Print a work list and place the sample cups in the position indicated.

5. Select START. Verify that the positions on the work list match the starting position on the screen.

ASSIGNMENT OF VALUES

The AIA-PACK FT4 CALIBRATOR SET contains assigned concentrations of FT,4. The assigned value is
determined on a lot-by-lot basis and is designed to provide an assay calibration range of approximately
0.1 to 8.0 ng/dl of FT4. The calibrators in this set are prepared gravimetrically and compared to internal
reference standards.

RESULTS

1. Since there is an inverse relationship between concentration and rate, the rate should decrease as
the concentration increases.
2. Repeat values should be within 10% range.

LIMITATIONS

The AIA-PACK FT4 CALIBRATOR SET is designed solely for use with ST AIA-PACK FT4 assay
procedures. Although the approximate value of the highest calibrator is 9.0 ng/dl, the exact concentration
may vary slightly. The assay specification, ASSAY RANGE HIGH, should be defined as the upper limit of
the assay range, 8.0 ng/dl.
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EU Rev. MAC-081220

Attention: This IFU complies with IVD directive 98/79/EC and is intended for use by customers
operating in the European Union

AIA-PACK MULTI ANALYTE CONTROL
MAC

INTENDED USE

The AIA-PACK MULTI ANALYTE CONTROL is intended for in vitro diagnostic use only for performing
quality control procedures, by healthcare professionals, with the Tosoh Automated Immunoassay
Analyzers for the analytes listed in the EXTRA INFO AIA-PACK MULTI ANALYTE CONTROL.

SUMMARY AND EXPLANATION

The AIA-PACK MULTI ANALYTE CONTROL is a stable, lyophilised control serum based on human
serum. The performance of the analyser can be checked with the three significant levels for Internal
Quality Control (IQC) provided in this product. The AIA-PACK MULTI ANALYTE CONTROL is prepared
from pooled human serum with the addition of components of human origin or pure chemicals to
achieve levels of clinical significance.

MATERIAL SUPPLIED

Cat. No. 0960474 " . -
2 x 3 ml Control Level 1 11. Kokybes kontrolé 3 lygiy,

2 x 3 ml Control Level2 |atliekama kiekvieng tyrimy dieng
2 x 3 ml Control Level 3

WARNINGS AND PRECAUTIONS

e The AIA-PACK MULTI ANALYTE CONTROL is intended for in vitro diagnostic use.

e The control material has been tested and found negative for the presence of HBsAg and
antibodies to HIV-1, HIV-2 and HCV. Since no testing method can give complete assurance that
products derived from human blood will not transmit infectious agents, this product shall be
handled with the same precautions as those used for patient samples.

e Do not use beyond the expiry date.

e For safe waste disposal, it is recommended that each laboratory complies with established
laboratory procedures and local, state, and federal regulations.

e Inspect the packaging and the exterior of the vials for any sign of damage before use. If any
damages are visible, contact your local Tosoh sales representative.

PREPARATION OF REAGENTS

e  Bring the controls to 18°-25 °C for use.

e Remove the screw cap and the rubber stopper carefully in order to prevent the loss of substance
when the pressure is equilibrated.

e Add exactly 3.0 ml of reagent water defined by CLSI GP40-A4-AMD guideline using volumetric
pipettes, put the stopper back on the vial and allow the reconstituted material to stand for at least
30 minutes at +18°C to +25°C.

e  After thoroughly mixing (do not shake) the control serum is ready for use.

STORAGE AND STABILITY

e Unopened vials of multi analyte control are stable at 2°-8°C up to the expiry date printed on the
label.

e  The reconstituted control materials remain stable for 7 days, provided that the vials are kept tightly
sealed and refrigerated at 2°-8°C. Since some of the analytes have a limited stability one shall
check the note of the EXTRA INFO AIA-PACK MULTI ANALYTE CONTROL.

e  Freshly reconstituted control sera can be frozen once in aliquots of not less than 0.5 ml at -20°C to
-80°C. The frozen aliquots are stable for 4 weeks.

PROCEDURE
Set up the AIA / AIA-CL analyzer for analysis. Refer to the AIA Analyzer Operators’ Manual.

This product should be treated the same as patient specimens and run in accordance with the
instructions accompanying the reagent being used.

1. Load the appropriate amount of AIA / CL AIA-PACK test cups on the analyser.

2. Add the appropriate amount of each control to sample cups. (Refer to the analyser work list for the
sample volume.)

3. Print a work list and place the sample cups in the position indicated.

4. Select START. Verify that the positions on the work list match the starting position on the screen.

ASSIGNMENT OF VALUES

1. The confidence limits are the assigned values plus/minus two times the overall standard deviation
of the value assignment.

2. Values are provided by the EXTRA INFO AIA-PACK MULTI ANALYTE CONTROL on the webpage:
https://www.diagnostics.eu.tosohbioscience.com/service-support/instructions-for-use

3. It is recommended that each laboratory establish its own means and acceptable ranges and use
the provided values only as guides.

4. Please be aware that the assigned values available in this EXTRA INFO AIA-PACK MULTI
ANALYTE CONTROL are likely to get updated during the lifetime of the product.
Therefore the assigned values must be regularly consulted on the webpage:
https://www.diagnostics.eu.tosohbioscience.com/service-support/instructions-for-use

LIMITATIONS
The AIA-PACK MULTI ANALYTE CONTROL is designed solely for use with the Tosoh Automated
Immunoassay Analyzers.

1. This product should not be used past the expiry date.

2. If there is evidence of microbial contamination or excessive turbidity in the reconstituted product,
discard the vial.

3. This product is not intended for use as a standard.
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EU rev. BNP-020917

Attention: This IFU complies with IVD directive 98/79/EC and is intended for use by customers
operating in a member state of the European Union

ST AIA-PACK BNP CALIBRATOR SET

INTENDED USE

The ST AIA-PACK BNP CALIBRATOR SET is intended for IN VITRO DIAGNOSTIC USE ONLY for the
calibration of the ST AIA-PACK BNP assay.

SUMMARY AND EXPLANATION

The ST AIA-PACK BNP CALIBRATOR SET contains buffered bovine serum albumin with assigned
levels of brain natriuretic peptide (BNP). Calibration should be performed according to the schedule
indicated in the TOSOH AIA System Operators’ manual.

DESCRIPTION
Cat. No. 0025328
2x1ml ST AIA-PACK BNP CALIBRATOR (1) 0 pg/ml

Buffered bovine serum albumin containing no detectable concentration of BNP
with sodium azide as a preservative (Liquid).

2x1ml ST AIA-PACK BNP CALIBRATOR (2) 15 pg/ml (approx.)
ST AIA-PACK BNP CALIBRATOR (3) 40 pg/ml (approx.)
ST AIA-PACK BNP CALIBRATOR (4) 150  pg/ml (approx.)
ST AIA-PACK BNP CALIBRATOR (5) 600  pg/ml (approx.)

ST AIA-PACK BNP CALIBRATOR (6) 2,300 pg/ml (approx.)
Buffered bovine serum albumin containing the assigned concentration of BNP
(described on each vial) with sodium azide as a preservative (Lyophilised).

WARNINGS AND PRECAUTIONS

1. The ST AIA-PACK BNP CALIBRATOR SET is intended for in vitro diagnostic use only.

2. Inspect the packaging and the exterior of the vials for any sign of damage before use. If any
damages are visible, contact your local TOSOH sales representative.

3. This material contains sodium azide, which may react with lead or copper plumbing to form
potentially explosive metal azides. When disposing of such reagents, always flush with large
volumes of water to prevent azide build-up.

4. Although material derived from human origin is not used for these calibrators, it is recommended that
this product be handled with the same precautions as used for patient samples.

5. Do not use beyond the expiry date.

6. For safe waste disposal, it is recommended that each laboratory complies with established
laboratory procedures and local, state, and federal regulations.

PREPARATION OF REAGENTS

Bring the calibrators to 18°-25°C for use. Using volumetric pipettes, reconstitute the lyophilised
calibrators accurately to the volume of 1 ml with CAP Class | water or the clinical laboratory reagent
water (formerly NCCLS Type I) defined by CLSI GP40-A4-AMD guideline. Allow the lyophilised
material to dissolve fully, then mix the calibrators gently but thoroughly before performing the calibration.
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STORAGE AND STABILITY

e Always store the ST AIA-PACK BNP CALIBRATOR SET in an upright position at 2°-8°C when not
in use.

. When stored unopened and refrigerated at 2°-8°C, the calibrator set will remain stable until the
expiry date on the label.

. The calibrators should be used within 1 day of opening or reconstituting, provided the vials are kept
tightly sealed and refrigerated at 2°-8°C.

PROCEDURE

NOTE: Refer to the CALIBRATION PROCEDURE in the insert sheet of the ST AIA-PACK BNP. For

additional procedural instructions regarding calibration, refer to the TOSOH AIA System Operator's

Manual.

1. When using new calibrator lots, enter the calibrator concentration values and lot number into the
software test file. (Refer to the TOSOH AIA System Operator's Manual for details.)

2. Load the appropriate amount of ST AIA-PACK BNP test cups on the instrument.

3. Add the appropriate amount of each calibrator to sample cups. (Refer to the instrument worksheet
for the sample volume.)

4. Print a work list and place the sample cups in the position indicated.

5. Select START. Verify that the positions on the work list match the starting position on the screen.

ASSIGNMENT OF VALUES

The ST AIA-PACK BNP CALIBRATOR SET contains assigned concentrations of BNP. The assigned
value is determined on a lot-by-lot basis and is designed to provide an assay calibration range of 4.0 to
2 000 pg/ml of BNP. The calibrators in this set are prepared gravimetrically and are compared to
internal reference standards.

RESULTS

1. The mean rate for the ST AIA-PACK BNP CALIBRATOR (1) should be < 2.5 nmol/(Ls).

2. Since there is a direct relationship between concentration and rate, the rate should increase as the
concentration increases.

3. The replicate values should be within a 10% range.

LIMITATIONS

The ST AIA-PACK BNP CALIBRATOR SET is designed solely for use with ST AIA-PACK BNP assay
procedures. Although the approximate value of the highest calibrator is 2 300 pg/ml, the exact
concentration may be slightly different. The assay specification, ASSAY RANGE HIGH, should be
defined as the upper limit of the assay range, 2 000 pg/ml.
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Attention: This IFU complies with IVD directive 98/79/EC and is intended for use by customers
operating in a member state of the European Union

AIA-PACK DETECTOR STANDARDIZATION TEST CUP

INTENDED USE

The AIA-PACK DETECTOR STANDARDIZATION TEST CUP is intended for in vitro diagnostic use only.
The AIA-PACK DETECTOR STANDARDIZATION TEST CUP is used to measure the substrate
background on the TOSOH AIA System Analysers.

MATERIAL PROVIDED

Cat. No. 0020970

10 Trays x 20 cups AIA-PACK DETECTOR STANDARDIZATION TEST CUP
WARNINGS AND PRECAUTIONS

The AIA-PACK DETECTOR STANDARDIZATION TEST CUP is intended for in vitro diagnostic use only.
PREPARATION

The AIA-PACK DETECTOR STANDARDIZATION TEST CUP is provided ready for use.
STORAGE AND STABILITY

Store the AIA-PACK DETECTOR STANDARDIZATION TEST CUP at 1°- 30°C. The AIA-PACK
DETECTOR STANDARDIZATION TEST CUP will remain stable until the expiry date on the label.
PROCEDURAL NOTE

For additional procedural instructions regarding substrate background measurement, refer to the TOSOH

AIA System Operators’ Manual.

1. Loadone (1) AIA-PACK DETECTOR STANDARDIZATION TEST CUP in the appropriate position on
the instrument.

2. Place the bottle of the reconstituted AIA-PACK SUBSTRATE REAGENT Il in the appropriate position
on the instrument.

3. Select the OK button in the material setting dialogue of the daily maintenance to start the automatic
measurement of substrate background.
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Attention: This IFU complies with IVD directive 98/79/EC and is intended for use by customers
operating in a member state of the European Union

ST AIA-PACK D-Dimer CALIBRATOR SET

INTENDED USE

The ST AIA-PACK D-Dimer CALIBRATOR SET is intended for IN VITRO DIAGNOSTIC USE ONLY for
the calibration of the ST AIA-PACK D-Dimer assay.
SUMMARY AND EXPLANATION

The ST AIA-PACK D-Dimer CALIBRATOR SET contains protein matrix with assigned levels of D-dimer.
Calibration should be performed according to the schedule indicated in the TOSOH AIA System
Operators’ manual.

DESCRIPTION
Cat. No. 0025332
2x1mL ST AIA-PACK D-Dimer CALIBRATOR (1) 0 pg/mL

Protein matrix containing no detectable concentration of D-dimer with sodium
azide as a preservative (Liquid).

2x1mL ST AIA-PACK D-Dimer CALIBRATOR (2) 0.125  pg/mL (approx.)
ST AIA-PACK D-Dimer CALIBRATOR (3) 0.5 pg/mL (approx.)
ST AIA-PACK D-Dimer CALIBRATOR (4) 2.0 pg/mL (approx.)
ST AIA-PACK D-Dimer CALIBRATOR (5) 8.0 ug/mL (approx.)
ST AIA-PACK D-Dimer CALIBRATOR (6) 18.4 ug/mL (approx.)

Protein matrix containing the assigned concentration of D-dimer (described on
each vial) (Lyophilised).

WARNINGS AND PRECAUTIONS

1. The ST AIA-PACK D-Dimer CALIBRATOR SET is intended for in vitro diagnostic use only.

2. Inspect the packaging and the exterior of the vials for any sign of damage before use. If any
damages are visible, contact your local TOSOH sales representative.

3. The ST AIA-PACK D-Dimer CALIBRATOR (1) contains sodium azide, which may react with lead or
copper plumbing to form potentially explosive metal azides. When disposing of such reagents,
always flush with large volumes of water to prevent azide build-up.

4. The calibrator material has been tested by FDA-approved methods and found negative for the
presence of HBsAg, antibody to HIV-1/2 and HCV. Because no test method can offer complete
assurance that products derived from human origin will not transmit infectious agents, it is
recommended that this product be handled with the same precautions as used for patient samples.

5. Do not use beyond the expiry date.

6. For safe waste disposal, it is recommended that each laboratory complies with established
laboratory procedures and local, state, and federal regulations.

PREPARATION OF REAGENTS

Bring the calibrators to 18°-25°C for use. Using volumetric pipettes, reconstitute the lyophilised
calibrators accurately to the volume of 1 mL with CAP Class | water or the clinical laboratory reagent
water (formerly NCCLS Type I) defined by CLSI GP40-A4-AMD guideline. Allow the lyophilised
material to dissolve fully, then mix the calibrators gently but thoroughly before performing the calibration.
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STORAGE AND STABILITY

e Always store the ST AIA-PACK D-Dimer CALIBRATOR SET in an upright position at 2°-8°C when
not in use.

o When stored unopened and refrigerated at 2°-8°C, the calibrator set will remain stable until the
expiry date on the label.

e The calibrators should be used within 1 day of opening or reconstituting, provided the vials are kept
tightly sealed and refrigerated at 2°-8°C.

PROCEDURE

NOTE: Refer to the CALIBRATION PROCEDURE in the insert sheet of the ST AIA-PACK D-Dimer.

For additional procedural instructions regarding calibration, refer to the TOSOH AIA System Operators’

manual.

1. When using new calibrator lots, enter the calibrator concentration values and lot number into the
software test file. (Refer to the TOSOH AIA System Operators’ manual for details.)

2. Load the appropriate amount of ST AIA-PACK D-Dimer test cups on the instrument.

3. Add the appropriate amount of each calibrator to sample cups. (Refer to the instrument worksheet
for the sample volume.)

4. Print a work list and place the sample cups in the position indicated.

5. Select START. Verify that the positions on the work list match the starting position on the screen.

ASSIGNMENT OF VALUES

The ST AIA-PACK D-Dimer CALIBRATOR SET contains assigned concentrations of D-dimer. The
assigned value is determined on a lot-by-lot basis and is designed to provide an assay calibration range
of 0.02 to 16.0 yg/mL of D-dimer. The calibrators for use with ST AIA-PACK D-Dimer are prepared
gravimetrically and are compared to internal reference standards.

RESULTS

1. The mean rate for the ST AIA-PACK D-Dimer CALIBRATOR (1) should be < 0.2 nmol/(Les).

2. Since there is a direct relationship between concentration and rate, the rate should increase as the
concentration increases.

3. The replicate values should be within a 10% range.

LIMITATIONS

The ST AIA-PACK D-Dimer CALIBRATOR SET is designed solely for use with ST AIA-PACK D-Dimer
assay procedures. Although the approximate value of the highest calibrator is 18.4 pg/mL, the exact
concentration may be slightly different. The assay specification, ASSAY RANGE HIGH, should be
defined as the upper limit of the assay range, 16.0 pg/mL.
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Attention: This IFU complies with IVD directive 98/79/EC and is intended for use by customers
operating in a member state of the European Union

ST AIA-PACK D-Dimer

For Quantitative Measurement of D-dimer in Citrated plasma.
NAME AND INTENDED USE

ST AIA-PACK D-Dimer is designed for IN VITRO DIAGNOSTIC USE ONLY for the quantitative
measurement of D-dimer in human citrated plasma on TOSOH AIA System Analyzers.

SUMMARY AND EXPLANATION OF TEST

D-dimer is a degradation product of cross-linked fibrin split by plasmin, which is used as a marker
reflecting secondary fibrinolysis.

D-dimer is used in the differential diagnosis of disease states of primary hyperfibrinolysis and secondary
hyperfibrinolysis. The measurement of D-dimer is especially helpful in the diagnosis and therapeutic
follow-up of DIC (disseminated intravascular coagulation) accompanied by secondary hyperfibrinolysis
(1-3) and various thrombosis, and helpful in monitoring of fibrinolytic therapy, etc (4, 5).

PRINCIPLE OF THE ASSAY

The ST AIA-PACK D-Dimer is a two-site immunoenzymometric assay which is performed entirely in the
ST AIA-PACK D-Dimer test cups. D-dimer present in the test sample is bound with monoclonal
antibody immobilized on a magnetic solid phase and enzyme-labelled monoclonal antibody in the test
cups. The magnetic beads are washed to remove unbound enzyme-labelled antibody and are then
incubated with a fluorogenic substrate, 4-methylumbelliferyl phosphate (4MUP). The amount of
enzyme-labelled monoclonal antibody that binds to the beads is directly proportional to the D-dimer
concentration in the test sample. A standard curve is constructed, and unknown sample concentrations
are calculated using this curve.

MATERIAL PROVIDED

Cat. No. 0025232

ST AIA-PACK D-Dimer 5 trays x 20 test cups

Plastic test cups containing lyophilised twelve magnetic beads coated with anti-D-dimer mouse
monoclonal antibody and 100 pL of anti-D-dimer mouse monoclonal antibody conjugated to bovine
alkaline phosphatase with sodium azide as a preservative.

MATERIALS REQUIRED BUT NOT PROVIDED

The following materials are required to perform D-dimer analysis using the ST AIA-PACK D-Dimer (Cat.
No. 0025232) on the TOSOH AIA System Analyzers. The following are available separately from
TOSOH.

Materials Cat. No.
AIA-1800 ST 0019836
AlA-1800 LA 0019837
AlIA-2000 ST 0022100
AIA-2000 LA 0022101
AIA-600 Il 0019014
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AIA-600 Il BCR 0019328
AIA-900 0022930
AIA-360 0019945
AIA-PACK SUBSTRATE SET Il 0020968

AIA-PACK SUBSTRATE REAGENT Il / AIA-PACK SUBSTRATE RECONSTITUENT II
ST AIA-PACK D-Dimer CALIBRATOR SET 0025332

ST AIA-PACK D-Dimer CALIBRATOR (1) 0 ug/mL

ST AIA-PACK D-Dimer CALIBRATOR (2) 0.125 Mg /mL (approx.)

ST AIA-PACK D-Dimer CALIBRATOR (3) 0.5 ug /mL (approx.)

ST AIA-PACK D-Dimer CALIBRATOR (4) 2.0 Mg /mL (approx.)

ST AIA-PACK D-Dimer CALIBRATOR (5) 8.0 ug /mL (approx.)

ST AIA-PACK D-Dimer CALIBRATOR (6) 18.4 ug /mL (approx.)
AIA-PACK D-Dimer CONTROL SET 0025432

AlA-PACK D-Dimer CONTROL LEVEL 1 0.5 Mg /mL (approx.)

AIA-PACK D-Dimer CONTROL LEVEL 2 8.0 Mg /mL (approx.)
ST AIA-PACK D-Dimer SAMPLE DILUTING SOLUTION 0025532
AIA-PACK WASH CONCENTRATE 0020955
AIA-PACK DILUENT CONCENTRATE 0020956
SAMPLE CUPS 0018581
AIA-PACK DETECTOR STANDARDIZATION TEST CUP 0020970
AIA-PACK SAMPLE TREATMENT CUP 0020971

Additional Requirements for AIA-600 II, AIA-900, AIA-1800 and AlA-2000:

PIPETTE TIPS 0019215
TIP RACK 0019216
PRELOADED PIPETTE TIPS 0022103

Only materials obtained from TOSOH should be used. Materials obtained elsewhere should not be
substituted since assay performance is characterized based strictly on TOSOH materials.

WARNINGS AND PRECAUTIONS

1. The ST AIA-PACK D-Dimer is intended for in vitro diagnostic use only.

2. TOSOH AIA Nex<lA / AlA-21 Immunoassay Analyzers can NOT be used to perform the ST
AIA-PACK D-Dimer assay.

3. Inspect the packaging and the exterior of the aluminium pouch for any sign of damage before use.
If any damages are visible, contact your local TOSOH sales representative.

4. Test cups from different lots or different assays shall not be mixed within a tray.

5. The ST AIA-PACK D-Dimer contains sodium azide, which may react with lead or copper plumbing to
form potentially explosive metal azides. When disposing of such reagents, always flush with large
volumes of water to prevent azide build-up.

6. The material derived from human origin is not used in the preparation of this product; however, since
human specimens will be used for samples and other quality control products in the lab may be
derived from human origin, please use standard laboratory safety procedures in handling all
specimens and controls.

7. Do not use beyond the expiry date.

8. The ST AIA-PACK D-Dimer has been designed so that the high dose “hook effect” is not a problem
for the vast majority of samples. Sample with D-dimer concentration between 16.0 and 400 pyg/mL
will read > 16.0 uyg/mL. The “hook effect” phenomenon may occur only at D-dimer concentrations
> 400 pg/mL.

9. For safe waste disposal, it is recommended that each laboratory complies with established

laboratory procedures and local, state, and federal regulations.
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12.

13.

. After opening, the vial of ST AIA-PACK D-Dimer SAMPLE DILUTING SOLUTION should be kept

tightly sealed with a clean rubber cap. Sealing with dirty material may cause deterioration of the
reagent.

. The remaining sample diluting solution after use should not be mixed with another vial but be

discarded to avoid contamination.

Serum, dust, metal, or microorganism contamination may cause degradation of reconstituted
substrate solution. Store in a clean environment, away from direct sunlight and ultraviolet light.
TOSOH recommends that a new pouch of the test cups should be used for calibration.

STORAGE AND STABILITY

All unopened materials will remain stable until the expiry date on the label when stored at the specified

temperature.
Materials Cat. No.
2°-8°C:
ST AIA-PACK D-Dimer 0025232
ST AIA-PACK D-Dimer CALIBRATOR SET 0025332
ST AIA-PACK D-Dimer SAMPLE DILUTING SOLUTION 0025532
AIA-PACK D-Dimer CONTROL SET 0025432
AIA-PACK SUBSTRATE SET Il 0020968
AIA-PACK WASH CONCENTRATE 0020955
AIA-PACK DILUENT CONCENTRATE 0020956
1°-30°C:
AIA-PACK DETECTOR STANDARDIZATION TEST CUP 0020970
AIA-PACK SAMPLE TREATMENT CUP 0020971

After opening the aluminium pouch, ST AIA-PACK D-Dimer test cups can be left on-board of the
TOSOH AIA System Analyzers (18°-25°C) for a maximum of 4 days (4 x 24 hours). When stored
over night at 2°-8°C, the test cups can be used for up to 12 days (12 cycles of 8 hours on board and
16 hours in the refrigerator). Once the aluminium pouch is opened, even if the test cups are stored
in the refrigerator, they must be used within 30 days.

ST AIA-PACK D-Dimer CALIBRATOR SET must be kept tightly sealed and refrigerated at 2°-8°C.
After opening or reconstituting, the calibrators should be used within 1 day.

After opening, ST AIA-PACK D-Dimer SAMPLE DILUTING SOLUTION can be left on-board of the
TOSOH AIA System Analyzers (18°-25°C) for a maximum of 3 days (3 x 24 hours). When stored
over night at 2°-8°C, the sample diluting solution can be used for up to 9 days (9 cycles of 8 hours on
board and 16 hours in the refrigerator). The sample diluting solution should not be used beyond 90
days after opening, even if it is sealed and stored in the refrigerator.

AIA-PACK D-Dimer CONTROL SET must be kept tightly sealed and refrigerated at 2°-8°C. After
opening or reconstituting, the controls should be used within 7 days.

Reconstituted substrate solution will remain stable for 3 days at 18°-25°C or 30 days at 2°-8°C.
Working diluent and wash solutions will remain stable for 30 days at 18°-25°C.

Reagents should not be used if they appear cloudy or discoloured.

SPECIMEN COLLECTION AND HANDLING

1.

Citrated plasma is required for the assay. Serum, heparinised plasma or EDTA plasma SHOULD
NOT BE USED.

When using citrated plasma, a venous blood sample is collected aseptically with the designated
additive. Centrifuge and separate plasma from the packed cells as soon as possible.

3. Inadequate centrifugation or the presence of fibrin or particulate matter in the sample may cause an
erroneous result.

4. Samples containing inhibitors of alkaline phosphatase may cause erroneous results.

5. Inspect all samples for air bubbles and foaming. Remove any air bubbles before assay.

6. Samples may be stored at 2°-8°C for up to 24 hours before analysis. If the analysis cannot be
done within 24 hours, the sample should be stored frozen at -20°C or below for up to 60 days.

7. Repeated freeze-thaw cycles should be avoided. Turbid citrated plasma samples or samples
containing particulate matter should be centrifuged before testing. Before the assay, bring frozen
samples to 18°-25°C slowly and mix gently.

8. The sample required for analysis is 10 pL.

PROCEDURE

For the AIA-600 II, AIA-900, AIA-1800, AlIA-2000, and AlA-360, please refer to their Operators’ manual
for detailed instructions.

Reagent Preparation

A. Substrate Solution
Bring all reagents to 18°-25°C before preparing the working reagent. Add the entire contents
of the AIA-PACK SUBSTRATE RECONSTITUENT Il (100 mL) to the Iyophilised AIA-PACK
SUBSTRATE REAGENT Il and mix thoroughly to dissolve the solid material.

B. Wash Solution
Add the entire contents of the AIA-PACK WASH CONCENTRATE (100 mL) to approximately
2.0 L of CAP Class | water or the clinical laboratory reagent water (formerly NCCLS Type )
defined by CLSI GP40-A4-AMD guideline, mix well, and adjust the final volume to 2.5 L.

C. Diluent
Add the entire contents of the AIA-PACK DILUENT CONCENTRATE (100 mL) to
approximately 4.0 L of CAP Class | water or the clinical laboratory reagent water (formerly
NCCLS Type |) defined by CLSI GP40-A4-AMD guideline, mix well, and adjust the final volume
to 5.0 L.

Calibration Procedure

A. Calibration Curve
The calibrators for use with the ST AIA-PACK D-Dimer are prepared gravimetrically and are
compared to internal reference standards.
The calibration curve for the ST AIA-PACK D-Dimer will remain stable for up to 90 days.
Calibration stability is monitored by quality control performance and is dependent on proper
reagent handling and TOSOH AIA System maintenance according to the manufacturer's
instructions.
Recalibration may be necessary more frequently if controls are out of the established range for
this assay or when certain service procedures are performed (e.g. temperature adjustment,
sampling mechanism changes, maintenance of the wash probe, or detector lamp adjustment or
change). For further information regarding instrument operation, consult the TOSOH AIA
System Operators’ manual.
A sample calibration curve from the AIA-2000 follows and shows the algorithm used for
calculating results.
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B. Calibration Procedure

1. Refer to the appropriate TOSOH AIA System Operators’ manual for the procedural
instructions.

2. Verify that both the calibrator lot and concentration numbers have been correctly entered
into the software.

3. The ST AIA-PACK D-Dimer CALIBRATOR (1) is provided ready for use.

4. The ST AIA-PACK D-Dimer CALIBRATOR (2)-(6) are lyophilised. All levels should be
reconstituted with 1.0 mL of CAP Class | water or the clinical laboratory reagent water
(formerly NCCLS Type I) defined by CLSI GP40-A4-AMD guideline.

5. TOSOH recommends that all calibrators be run in triplicate.

C. Calibration Acceptability Criteria

1. The mean rate for the ST AIA-PACK D-Dimer CALIBRATOR (1) should be
< 0.2 nmol/(Les).

2. Since there is a direct relationship between concentration and rate, the rate should
increase as the concentration increases.

3. The replicate values should be within a 10% range.

D. Calibration Review and Acceptance

1. Review the calibration curve carefully, using the criteria listed above.

2. Edit the calibration if necessary, then accept the calibration.

For further information regarding calibration, consult the TOSOH AIA System Operators’ manual.
lll. Quality Control Procedure
A. Commercially Available Controls

Commercially available controls shall be run at least once per day. It is recommended that at

least two levels of controls, normal and abnormal, be used. Laboratory policy for this

particular assay designates the following:
Control Material:
Frequency:

Lot number of control material, acceptable limits, and corrective action to be taken if controls do

not meet laboratory criteria will be found in a separate quality control document maintained by

the laboratory.
B. Quality Control Procedure

1. Assay quality control specimens as instructed in the specific Operators’ manual for your
analyzer. In addition, refer to the TOSOH AIA System Operators’ manual for detailed
instructions on defining and editing the files.
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2. Quality control material to be run with this assay is defined by individual laboratory policy.
IV. Specimen Processing
A. Preparation

Following the specific instructions in the Operators’ manual for the analyzer, place samples on
the instrument appropriately. Barcoded primary tubes as well as sample cups can be run on
the AIA-600 II, AIA-900, AlA-1800, AIA-2000 and AIA-360.

B. Assay Procedure

1. Ensure a sufficient quantity of ST AIA-PACK D-Dimer test cups for the number of samples to
be run.

2. Load patient samples as instructed in the Operators’ manual and proceed with analysis.
Note: The AIA-600 I, AIA-900, AIA-1800 and AIA-2000 will require AIA-PACK SAMPLE
TREATMENT CUPs if on-board dilutions are utilized.

PROCEDURAL NOTES

1. Lyophilised substrate must be completely dissolved.

2. Ligand assays performed by the TOSOH AIA System Analyzers require that the laboratory use
water designated by the CAP as Class | or by CLSI as the clinical laboratory reagent water. Water
should be tested at least once per month and should be free of particulate matter including bacteria.
For further information, consult the CLSI document GP40-A4-AMD, Preparation and Testing of
Reagent Water in the Clinical Laboratory; Approved Guideline-Fourth Edition.

3. If a specimen D-dimer concentration is found to be greater than the upper limit of the assay range,
16.0 yg/mL, the specimen should be diluted with the ST AIA-PACK D-Dimer SAMPLE DILUTING
SOLUTION and reassayed according to the Assay Procedure. The recommended dilution for
specimens containing greater than 16.0 pg/mL is 5-fold dilution. It is desirable to dilute the
specimen so that the diluted specimen reads between 0.02 and 16.0 pg/mL. The dilution factor
should be entered into the software. For further information on the dilution of specimens, refer to
the TOSOH AIA System Operators’ manual.

4. The TOSOH AIA System Analyzers can store two different calibration curves for each analyte at one
time. Therefore, up to two different lots of ST AIA-PACK D-Dimer test cups can be used during the
same run.

5. If the assay specifications for this test are not ready in the system software, the specifications must
be entered under test code 104.

CALCULATION OF RESULTS

The TOSOH AIA System Analyzers perform all sample and reagent handling operations automatically.
The TOSOH AIA System Analyzers read the rate of fluorescence produced by the reaction and
automatically convert the rate to D-dimer concentration in pg/mL.

For samples requiring dilution, the AIA-600 I, AIA-900, AIA-1800 and AIA-2000 will automatically
perform dilutions and calculate results if the dilution factors are entered into the software. For detailed
information regarding programming dilutions, consult the appropriate TOSOH AIA System Operators’
manual.

EVALUATION OF RESULTS

Quality Control
In order to monitor and evaluate the precision of the analytical performance, it is recommended that
commercially available control samples shall be assayed according to the local regulations.

The minimum recommendations for the frequency of running internal control material are:



After calibration, two levels of the internal control are run in order to accept the calibration curve.
The two levels of controls are repeated when certain service procedures are performed (e.g.
temperature adjustment, sampling mechanism changes, maintenance of the wash probe, or
detector lamp adjustment or change).

After daily maintenance, two levels of the control shall be run in order to verify the overall
performance of the TOSOH AIA System Analyzers.

If one or more control value(s) is out of the acceptable range, it is necessary to investigate the validity of
the calibration curve before reporting patient results. Standard laboratory procedures should be followed
in accordance with the strict regulatory agency under which the laboratory operates.

LIMITATIONS OF THE PROCEDURE

1. For diagnostic purposes, the results obtained from this assay should be used in conjunction with
other data (e.g. symptoms, results of other tests, clinical impressions, therapy, etc.).

2. Using ST AIA-PACK D-Dimer, the highest measurable concentration of D-dimer in specimens
without dilution is 16.0 pg/mL, and the lowest measurable concentration in specimens is 0.02 ug/mL
(assay sensitivity).

3. Although the approximate value of the highest calibrator is 18.4 pg/mL, the exact concentration may
be slightly different. The assay specification, ASSAY RANGE HIGH, should be defined as the
upper limit of the assay range, 16.0 pg/mL.

4. Although haemolysis has an insignificant effect on the assay, haemolysed samples may indicate
mistreatment of a specimen before assay and results should be interpreted with caution.

5. Lipaemia has an insignificant effect on the assay except in the case of gross lipaemia where spatial
interference may occur.

6. Specimens from patients who have received preparations of mouse monoclonal antibodies for
diagnosis or therapy may contain human anti-mouse antibodies (HAMA). Such specimens may
show falsely elevated or decreased D-dimer values.

7. Samples from patients under Asfotase Alfa (Genetical Recombination) treatment may cause falsely
elevated/decreased results.

8. For a more complete understanding of the limitations of this procedure, please refer to the
SPECIMEN COLLECTION AND HANDLING, WARNINGS AND PRECAUTIONS, STORAGE AND
STABILITY, and PROCEDURAL NOTES sections in this insert sheet.

EXPECTED VALUES

Each laboratory should determine a reference interval corresponding to the characteristics of the
population being tested. As with all diagnostic procedures, clinical results must be interpreted with
regard to concomitant medications administered to the patient.

. Reference Ranges

The interval given here was determined in citrated plasma samples from 131 apparently healthy
Asian individuals. European studies showed that these reference values are also applicable for a
European population.

Reference Interval < 0.5 pg/mL

Il. Conversion Factors

D-dimer concentrations in this application are in units of ug/mL. The obtained values in pg/mL
must be multiplied by 1,000 when converting to values in pg/L.

PERFORMANCE CHARACTERISTICS

ACCURACY

a. Recovery: Three citrated plasma samples were spiked with three different concentration levels
of D-dimer and assayed before and after spiking.

Sample Initial D-dimer Expected Measured Percent
Value Added Value Value Recovery
(ng/mL) (ng/mL) (ng/mL) (ng/mL) (%)
Plasma A1 0.0901 0.334 0.424 0.395 93.1
0.0901 0.667 0.757 0.713 941
0.0901 1.33 1.42 1.36 95.2
Plasma B1 0.101 0.334 0.435 0.420 96.7
0.101 0.667 0.768 0.741 96.5
0.101 1.33 1.44 1.44 100.6
Plasma C1  |0.0849 0.334 0.419 0.391 93.4
0.0849 0.667 0.752 0.729 96.9
0.0849 1.33 1.42 1.42 99.9

b. Dilution: Three citrated plasma samples containing high concentrations of D-dimer were serially
diluted with the ST AIA-PACK D-Dimer SAMPLE DILUTING SOLUTION and assayed.

Sample Dilution Expected Measured Percent
Factor Value Value Recovery
(ng/mL) (ng/mL) (%)
Plasma A2 none 12.7 12.7 100.0
7.5/10 9.49 9.90 104.4
5.0/10 6.33 6.84 108.1
2.5/10 3.16 3.59 113.6
1.0/10 1.27 1.36 107.6
Plasma B2 none 7.98 7.98 100.0
7.5/10 5.99 6.31 105.5
5.0/10 3.99 4.24 106.2
2.5/10 2.00 211 105.8
1.0/10 0.798 0.862 108.0
Plasma C2 none 2.28 2.28 100.0
7.5/10 1.71 1.73 101.3
5.0/10 1.14 1.13 98.7
2.5/10 0.570 0.537 94.1
1.0/10 0.228 0.244 106.8

c. Linearity: The linearity for ST AIA-PACK D-Dimer was determined, based on guidance from
CLSI Protocol EP6-A. The linearity was measured on the AIA-600 I, AIA-900, AIA-1800,
AIA-2000 and AIA-360 instrument and has been demonstrated to be linear from 0.02 to
16.0 pg/mL.

PRECISION

a. Within-run precision was determined using three controls in a total of 20 runs. Within each
run, one set of duplicates per control was assayed. The mean of each duplicate was used to
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obtain the pooled standard deviation (SD), which was then used to calculate the coefficient of
variation (CV).

Sample Mean Pooled SD (47

(ng/mL) (ng/mL) (%)
Plasma A3 0.274 0.0126 4.6
Plasma B3 3.73 0.161 4.3
Plasma C3 8.27 0.398 4.8

b. Total precision was determined by the duplicate assay of three controls in 20 separate runs.
The means of each run were used to calculate the pooled standard deviation (SD) and
coefficient of variation (CV).

Sample Mean Pooled SD cv

(ng/mL) (ng/mL) (%)
Plasma A3 0.274 0.0131 4.8
Plasma B3 3.73 0.180 4.8
Plasma C3 8.27 0.428 5.2
SPECIFICITY

The following substance was tested for cross-reactivity. The cross-reactivity (%) is the percentage of
the compound which will be identified as D-dimer. If this compound is present in the specimen at the
same concentration as D-dimer, the final result will be increased by this percentage.

2. Mammen EF: Disseminated intravascular coagulation (DIC)., Clin Lab Sci, 13, 239-245 (2000).

3. Yu M, Nardella A and Pechet L: Screening tests of disseminated intravascular coagulation:
guidelines for rapid and specific laboratory diagnosis., Crit Care Med, 28, 1777-1780 (2000).

4. Anderson DR and Wells PS: D-dimer for the diagnosis of venous thromboembolism., Curr Opin
Hematol, 7, 296-301 (2000).

5. Perrier A, Desmarais S, Goehring C, de Moerloose P, Morabia A, Unger PF, et al.: D-dimer testing
for suspected pulmonary embolism in outpatients., Am J Respir Crit Care Med, 156, 492-496
(1997).
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for lyophilised material)

Compound Concentration added Cross-reactivity

(ng/mL) (%)
Fibrinogen 4,000 0.0047
SENSITIVITY

Limit of Detection: The limit of detection for ST AIA-PACK D-Dimer was determined, according to CLSI
guideline EP17-A. Blank sample was measured in 60 replicates. Six low level samples were
measured in 10 replicates each. As a result, the limit of detection for ST AIA-PACK D-Dimer was
estimated to be 0.0132 pg/mL.

INTERFERENCE

Interference is defined, for the purposes of this study, with recovery outside of 10% of the known

concentration of the specimen after the following substances are added to human specimens.

1. Haemoglobin (up to 440 mg/dL), free bilirubin (up to 17 mg/dL), and conjugated bilirubin (up to
18 mg/dL) do not interfere with the assay.

2. Lipaemia, as indicated by triglyceride concentration (up to 1,600 mg/dL), does not interfere with the
assay.

3. Ascorbic acid (up to 20 mg/dL) does not interfere with the assay.

4. Protein, as indicated by human albumin concentration (up to 5 g/dL added to samples from
apparently healthy subjects), does not interfere with the assay.

5. Citric acid (up to 20 mg/mL) does not interfere with the assay.

REFERENCES

1. Carey MJ and Rodgers GM: Disseminated intravascular coagulation: Clinical and laboratory
aspects., Am J Hemat, 59, 65-73 (1998).
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EUrev. SUB-011011

Attention: This IFU complies with IVD directive 98/79/EC and is intended for use by customers
operating in a member state of the European Union

AlA-PACK SUBSTRATE SET I

INTENDED USE

The AIA-PACK SUBSTRATE SET Il is intended for in vitro diagnostic use only for the AIA-PACK or the
ST AIA-PACK Assay.

MATERIAL SUPPLIED

Cat. No. 0020968

2 bottles AIA-PACK SUBSTRATE REAGENT Il
4-methylumbelliferyl phosphate, stabilisers and sodium azide as a preservative
(lyophilised).

2x 100 ml AIA-PACK SUBSTRATE RECONSTITUENT Il

Buffer containing sodium azide as a preservative (Liquid).
WARNINGS AND PRECAUTIONS

1. The AIA-PACK SUBSTRATE SET Il is intended for in vitro diagnostic use only.

2. Inspect the packaging and the exterior of the bottles for any sign of damage before use. If any
damages are visible, contact your local TOSOH sales representative.

3. These materials contain sodium azide which may react with lead or copper plumbing to form
potentially explosive metal azides. When disposing of such reagents, always rinse with large
volumes of water to prevent any azide accumulation.

4. Do not use beyond the expiry date.

5. For safe waste disposal, it is recommended that each laboratory complies with established
laboratory procedures and local, state, and federal regulations..

PREPARATION OF REAGENTS

1. Bring all reagents to 18°-25°C before preparing the working substrate solution.

2. Add one bottle of AIA-PACK SUBSTRATE RECONSTITUENT II to the lyophilised AIA-PACK
SUBSTRATE REAGENT I, mix thoroughly to dissolve all solid materials.

3. Each bottle of AIA-PACK SUBSTRATE REAGENT I, when reconstituted, provides sufficient reagent
for approximately 400 tests on the TOSOH AIA System Analysers.

STORAGE AND STABILITY

e Always store the AIA-PACK SUBSTRATE SET Il in an upright position at 2°-8°C when not in use.

e Protect it from light.

e When stored unopened and refrigerated at 2°-8°C, the AIA-PACK SUBSTRATE SET Il will remain
stable until the expiry date on the label.

e The reconstituted substrate solution will remain stable for 3 days at 18°-25°C or30 days at 2°-8°C.

e Serum, dust, metal, or microorganism contamination may cause degradation of reconstituted
substrate solution. Store in a clean environment, away from direct sunlight and ultraviolet light.

PROCEDURE

Please refer to the insert sheet of the AIA-PACK or the ST AIA-PACK and the TOSOH AIA System
Operators’ Manual of the Tosoh AIA System Analysers for detailed instructions.
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EU rev. TSH-031120

Attention: This IFU complies with IVD directive 98/79/EC and is intended for use by customers
operating in a member state of the European Union

ST AIA-PACK TSH

INTENDED USE

ST AIA-PACK TSH is designed for in vitro diagnostic use only for the quantitative measurement of
Thyroid Stimulating Hormone (TSH or thyrotropin) in human serum or heparinised plasma on Tosoh AIA

System Analysers. 2. Méginiy tipas

SUMMARY AND EXPLANATION

Thyroid Stimulating Hormone is a glycoprotein hormone secreted by the anterior pituitary gland. When
feedback suppression of the pituitary is reduced by a reduced production of thyroid hormones (T4 and Tg),
TSH rises in an attempt to increase thyroid hormone production. This rise occurs while the patient is still
asymptomatic and is thus an early and very sensitive indication of hypothyroidism (7-5). TSH is also
controlled by the hypothalamic peptide, thyrotropin releasing hormone (TRH).

Accurate determination of serum TSH is the most useful and sensitive test for primary hypothyroidism,
where serum thyroid hormone concentrations are depressed and serum TSH concentrations are
significantly elevated. Serum TSH determinations may also be used to differentiate between pituitary
(secondary) and hypothalamic (tertiary) hypothyroidisms (6-9). Through the use of monoclonal antibody
technology which provides the necessary specificity and sensitivity, the usefulness of TSH determination
in the diagnosis of hyperthyroidism distinguished from euthyroidism has been well established (710,77).

PRINCIPLE OF THE ASSAY

The ST AIA-PACK TSH is a two-site immunoenzymometric assay performed entirely in the ST AIA-PACK
TSH test cups. TSH present in the test sample is bound with monoclonal antibody immobilised on
magnetic beads and monoclonal antibody conjugated with bovine alkaline phosphatase in the test cups.
The magnetic beads are washed to remove any non-bound enzyme-labelled monoclonal antibodies and
then incubated with a fluorogenic substrate, 4-methylumbelliferyl phosphate (4MUP). The amount of
enzyme conjugated with monoclonal antibody that binds to the beads is directly proportional to the TSH
concentration in the test sample. A standard curve is constructed, and unknown sample concentrations
are calculated using this curve.

MATERIAL SUPPLIED
Cat. No: 0025294
ST AIA-PACK TSH 5 trays x 20 test cups

Plastic test cups containing twelve lyophilised magnetic beads coated with anti-TSH mouse monoclonal
antibody and 50 pl of anti-TSH mouse monoclonal antibody conjugated to bovine alkaline phosphatase
with sodium azide as a preservative.

MATERIALS REQUIRED BUT NOT SUPPLIED

The following materials are required to perform TSH analysis using the ST AIA-PACK TSH (Cat. No.
0025294) on Tosoh AIA System Analysers. The following are available separately from Tosoh.

Materials Cat. No.
AIA Nex-IA or AlA-21 0018539
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AIA Nex-IA or AlIA-21 LA 0018540
AlA-1800 ST 0019836
AlA-1800 LA 0019837
AlA-2000 ST 0022100
AlA-2000 LA 0022101
AIA-600 I 0019014
AlA-600 I BCR 0019328
AIA-900 0022930
AlA-360 0019945
AIA-PACK SUBSTRATE SET Il 0020968
AIA-PACK SUBSTRATE REAGENT II/ AIA-PACK SUBSTRATE RECONSTITUENT Il
AIA-PACK TSH 3rd-Gen CALIBRATOR SET 0020394

AIA-PACK TSH 3rd-Gen CALIBRATOR (1) 0 plU/m

AIA-PACK TSH 3rd-Gen CALIBRATOR (2) 0.2 plU/ml (approx.)
AIA-PACK TSH 3rd-Gen CALIBRATOR (3) 5.0  plU/ml (approx.)
AIA-PACK TSH 3rd-Gen CALIBRATOR (4) 25  plU/ml (approx.)
AIA-PACK TSH 3rd-Gen CALIBRATOR (5) 50  plU/ml (approx.)
AIA-PACK TSH 3rd-Gen CALIBRATOR (6) 110 plU/ml (approx.)

AIA-PACK TSH 3rd-Gen SAMPLE DILUTING SOLUTION 0020594
AIA-PACK WASH CONCENTRATE 0020955
AIA-PACK DILUENT CONCENTRATE 0020956
SAMPLE CUPS 0018581
AIA-PACK DETECTOR STANDARDIZATION TEST CUP 0020970
AlIA-PACK SAMPLE TREATMENT CUP 0020971
Additional Requirements for AIA NexIA/AlA-21 only:
PIPETTE TIPS 0018552
PRELOADED PIPETTE TIPS 0018583
Additional Requirements for AIA-600 I, AIA-900, AlA-1800, AIA-2000:
PIPETTE TIPS 0019215
TIP RACK 0019216
PRELOADED PIPETTE TIPS 0022103

Only materials obtained from Tosoh should be used. Materials obtained elsewhere should not be
substituted since assay performance is characterised strictly by Tosoh materials.

WARNINGS AND PRECAUTIONS

1. The ST AIA-PACK TSH is intended for in vitro diagnostic use only.

2. Inspect the packaging and the exterior of the aluminium pouch for any sign of damage before use. If
any damages are visible, contact your local TOSOH sales representative.

3. Test cups from different lots or different assays shall not be mixed within a tray.

4. The ST AIA-PACK TSH contains sodium azide, which may react with lead or copper plumbing to form
potentially explosive metal azides. When disposing of such reagents, always rinse with large
volumes of water to prevent any azide accumulation.

5. Human serum is not used in the preparation of this product; however, since human specimens will be
used for samples and other quality control products in the lab may be derived from human serum,
please use standard laboratory safety procedures in handling all specimens and controls.

6. Do not use beyond the expiry date.

7. The ST AIA-PACK TSH has been designed so that the high dose hook effect is not a problem for the
vast majority of samples. Samples with TSH concentrations between 100 and 5,000 plU/ml will read

>100 plU/ml. The "hook effect" phenomenon may occur at TSH concentrations > 5,000 plU/ml.
2-10
31


vytenis.kabalinskas
Highlight

vytenis.kabalinskas
Text Box
2. Mėginių tipas


11.

12.

For safe waste disposal, it is recommended that each laboratory complies with established laboratory
procedures and local, state, and federal regulations.

After opening, the vial of the sample diluting solution should be kept tightly sealed with a clean rubber
cap. Sealing with dirty material may cause deterioration of the reagent.

. The remaining sample diluting solution after use should not be mixed with another vial but be

discarded to avoid contamination.

Serum, dust, metal, or microorganism contamination may cause degradation of reconstituted
substrate solution. Store in a clean environment, away from direct sunlight and ultraviolet light.
TOSOH recommends that a new pouch of the test cups should be used for calibration.

STORAGE AND STABILITY

All unopened materials are stable until the expiry date on the label when stored at the specified
temperature.
Materials Cat. No.
2°-8°C:
ST AIA-PACK TSH 0025294
AIA-PACK TSH 3rd-Gen CALIBRATOR SET 0020394
AIA-PACK TSH 3rd-Gen SAMPLE DILUTING SOLUTION 0020594
AIA-PACK SUBSTRATE SET II 0020968
AIA-PACK WASH CONCENTRATE 0020955
AIA-PACK DILUENT CONCENTRATE 0020956
1°-30°C:
AIA-PACK DETECTOR STANDARDIZATION TEST CUP 0020970
AIA-PACK SAMPLE TREATMENT CUP 0020971

After opening the aluminium pouch, ST AIA-PACK TSH test cups can be left on-board of the TOSOH
AlA System Analyzers (18-25°C) for a maximum of 10 days (10 x 24 hours). When stored overnight at
2-8°C, the test cups can be used for up to 30 days (30 cycles of 8 hours on board and 16 hours in the
refrigerator). Once the aluminium pouch is opened, the test cups must be used within 30 days.
AIA-PACK TSH 3rd-GEN CALIBRATOR SET must be kept tightly sealed and refrigerated at 2-8°C.
After opening, the calibrators should be used within 1 day.

.After opening, AIA-PACK TSH 3rd-GEN SAMPLE DILUTING SOLUTION can be left on-board of the
TOSOH AIA System Analyzers (18-25 C) for a maximum of 3 days (3 x 24 hours). When stored over
night at 2-8°C, the sample diluting solution can be used for up to 9 days (9 cycles of 8 hours on board
and 16 hours in the refrigerator). The sample diluting solution should not be used beyond 90 days
after opening, even if it is sealed and stored in the refrigerator.

Reconstituted substrate solution will remain stable for 3 days at 18°-25°C or 30 days at 2°-8°C.
Working diluent and wash solutions will remain stable for 30 days at 18°-25°C.

Reagents should not be used if they appear cloudy or discoloured.

SPECIMEN COLLECTION AND HANDLING

Serum or heparinised plasma is required for the assay. EDTA and citrated plasma SHOULD NOT
BE USED.
When using serum, a venous blood sample is collected aseptically without additives. Store at
18°25°C until a clot has formed (usually 15-45 minutes), then centrifuge to obtain the serum
specimen for assay.
When using heparinised plasma, a venous blood sample is collected aseptically with the specified
additive. Centrifuge and separate plasma from the packed cells as quickly as possible.
Inadequate centrifugation or the presence of fibrin or particulate matter in the sample may cause an
erroneous result.

3-10

Samples containing inhibitors of alkaline phosphatase may cause erroneous results.

Inspect all samples for air bubbles and foaming. Remove any air bubbles before assay.

Specimen types should not be used interchangeably during serial monitoring of an individual patient.
Measured concentrations may vary slightly between sample types in certain patients.

Samples may be stored at 2°-8°C for up to 7 days before analysis. If the analysis cannot be
performed within 7 days, the sample should be stored frozen at —20°C or below for up to 60 days.
Repeated freeze-thaw cycles should be avoided. Turbid serum samples or samples containing
particulate matter should be centrifuged before testing. Before assaying, slowly bring frozen samples
to 18°-25°C and mix gently.

The sample required for analysis is 100 pl.

PROCEDURE

For the AIA Nex-IA / AlA-21, AIA-600 II, AIA-900, AIA-1800, AIA-2000 and AlA-360, please refer to their
Operators’ Manual for detailed instructions.

Reagent Preparation

A. Substrate Solution
Bring all reagents to 18°-25°C before preparing the working substrate solution.
Add one bottle of AIA-PACK SUBSTRATE RECONSTITUENT Il to the lyophilised AIA-PACK
SUBSTRATE REAGENT II, mix thoroughly to dissolve all solid materials.

B. Wash Solution
Add the entire contents of the AIA-PACK WASH CONCENTRATE (100 ml) to approximately
2.0 L of CAP Class | water or the clinical laboratory reagent water (formerly NCCLS Type )
defined by CLSI GP40-A4-AMD guideline, mix well, and adjust the final volume to 2.5 L.

C. Diluent
Add the entire contents of the AIA-PACK DILUENT CONCENTRATE (100 ml) to approximately
4.0 L of CAP Class | water or the clinical laboratory reagent water (formerly NCCLS Type I)
defined by CLSI GP40-A4-AMD guideline, mix well, and adjust the final volume to 5.0 L.

Calibration Procedure

A. Calibration Curve
The calibrators for use with the ST AIA-PACK TSH have been standardised on WHO 2nd IRP
80/558 (1983).
The calibration curve for the ST AIA-PACK TSH will remain stable for up to 90 days. Calibration
stability is monitored by quality control performance and is dependent on proper reagent
handling and Tosoh AIA System maintenance in accordance with the manufacturer's
instructions.
Recalibration may be necessary more frequently, if controls are out of the established range for
this assay or when certain service procedures are performed (e.g. temperature adjustment,
sampling mechanism changes, maintenance of wash probe, or detector lamp adjustment or
change. For further information regarding instrument operation, consult the TOSOH AIA System
Operator’'s Manual.
A sample calibration curve from the AlA-1800 follows and shows the algorithm used to calculate
results.
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B. Calibration Procedure
1. Refer to the appropriate Tosoh AIA System Operators’ Manual for procedural instructions.
2. Verify that both the calibrator lot and concentration numbers have been correctly entered on
the software.
3. The AIA-PACK TSH 3rd-Gen CALIBRATOR SET is provided ready for use.
4. Tosoh recommends that all calibrators should be run in triplicate.
C. Calibration Acceptability Criteria
1. The mean rate for the AIA-PACK TSH 3rd-Gen CALIBRATOR (1) should be
< 3.0 nmol/(Les).
2. Since there is a direct relationship between concentration and rate, the rate should rise as
concentrations increase.
3. The replicate values should be within a 10% range.
D. Calibration Review and Acceptance
1. Review the calibration curve carefully, applying the criteria listed above.
2. Edit the calibration if necessary, then accept the calibration.
For further information regarding calibration, consult the Tosoh AIA System Operators’ Manual.
lll. Quality Control Procedure
A. Commercially Available Controls
Commercially available controls shall be run at least once per day. It is recommended that at
least two (2) levels of controls, normal and abnormal, be used. Laboratory policy for this
particular assay specifies the following:
Control Material:
Frequency:

Lot number of control material, acceptable limits, and corrective action to be taken if controls fail

to meet laboratory criteria will be found in a separate quality control document kept by the

laboratory.

B. Quality Control Procedure

1. Assay quality control specimens as instructed in the specific Operators’ Manual for your
analyser. In addition, refer to the Tosoh AIA System Operators’ Manual for detailed
instructions on defining and editing files.

2. Quality control material to be run with this assay is specified by individual laboratory policy.

IV. Specimen Processing
A.Preparation
Following the specific instructions in the Operators’ Manual for the analyser, place samples on

the instrument appropriately. Barcoded primary tubes as well as sample cups can be run on the
AIA Nex-lA / AlA-21, AIA-600 11, AIA-900, AlA-1800, AIA-2000 and AIA-360.
B.Assay Procedure
1. Provide a sufficient quantity of ST AIA-PACK TSH test cups for the number of samples to be
run.

2. Load patient samples as instructed in the Operators’ Manual and proceed with analysis.
Note: The AIA Nex<IA / AlA-21, AIA-600 II, AIA-900, AIA-2000 and AIA-1800 will require AIA-PACK
SAMPLE TREATMENT CUP if onboard dilutions are used.

PROCEDURAL NOTES

1. Lyophilised substrate must be completely dissolved.

2. Ligand assays performed by the TOSOH AIA System Analyzers require that the laboratory use water
designated by the CAP as Class | or by the CLSI as the clinical laboratory reagent water. Water
should be tested at least once per month and should be free of particulate matter including bacteria.
For further information, consult the CLSI document GP40-A4-AMD, Preparation and Testing of
Reagent Water in the Clinical Laboratory; Approved Guideline-Fourth Edition.

3. If a specimen TSH concentration is found to be greater than the upper limit of the assay range, 100
pulU/mL, the specimen should be diluted with the AIA-PACK TSH 3rd-Gen SAMPLE DILUTING
SOLUTION and reassayed in accordance with the Assay Procedure. The recommended dilution for
specimens containing more than 100 plU/ml is 10-fold dilution. It is desirable to dilute the specimen
so that the diluted specimen reads between 10 and 100 plU/ml. The dilution factor should be
entered on the software. For further information on the dilution of specimens, refer to the Tosoh AIA
System Operators’ Manual.

4. The Tosoh AIA System Analysers can store two different calibration curves for each analyte at one
time. Thus, up to two different lots of ST AIA-PACK TSH test cups can be used in the same run.

5. If the assay specifications for this test are not ready on the system software, the specifications must
be entered under test code 072.

CALCULATION OF RESULTS

The Tosoh AIA System Analysers perform all sample and reagent handling operations automatically.
The Tosoh AIA System Analysers read the rate of fluorescence produced by the reaction and
automatically convert the rate to TSH concentration in plU/ml.

For samples requiring dilution, the AIA Nex-IA / AlA-21, AIA-600 II, AIA-900, AIA-2000 and AIA-1800 will
automatically perform dilutions and calculate results if the dilution factors are entered on the software.
For detailed information regarding programming dilutions, consult the appropriate TOSOH AIA System
Operators’ Manual.

EVALUATION OF RESULTS

Quality Control
In order to monitor and evaluate the precision of the analytical performance, it is recommended that
commercially-available control samples shall be assayed in accordance with local regulations.

Minimum recommendations for the frequency of running internal control material are:
After calibration, three levels of the internal control are run in order to accept the calibration curve.
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The three levels of controls are repeated when certain service procedures are performed (e.g.
temperature adjustments, sampling mechanism changes, maintenance of the wash probe, or
detector lamp adjustments or changes).

After daily maintenance, at least two levels of the control shall be run in order to verify overall
performance of the Tosoh AIA System Analysers.

If one or more control sample value(s) is out of the acceptable range, it is be necessary to
investigate the validity of the calibration curve before reporting patient results.

Standard laboratory procedures should be followed in accordance with the strict regulatory agency
under which the laboratory operates.

LIMITATIONS

e For diagnostic purposes, results obtained from this assay should be used in conjunction with other
data (e.g. symptoms, results of other tests, clinical impressions, therapy, etc.).

e Using ST AIA-PACK TSH, the highest measurable concentration of TSH in specimens without
dilution is 100 plU/ml, and the lowest measurable concentration in specimens is 0.01 plU/ml (assay
sensitivity).

e Although the approximate value of the highest calibrator is 110 plU/ml, the exact concentration may
be slightly different. The assay specification, ASSAY RANGE HIGH, should be defined as the upper
limit of the assay range, 100 plU/ml.

e Although haemolysis has an insignificant effect on the assay, haemolysed samples may indicate
mistreatment of a specimen before assaying and results should be interpreted with caution.

e Lipaemia has an insignificant effect on the assay except in the case of gross lipaemia where spatial
interference may occur.

Specimens from patients taking medicines and/or medical treatment may show erroneous results.
Specimens from patients who have received preparations of mouse monoclonal antibodies for
diagnosis or therapy may contain human anti-mouse antibodies (HAMA). Such specimens may
show falsely elevated values when tested for TSH.

e Samples from patients under Asfotase Alfa (Genetical Recombination) treatment may cause falsely
elevated/decreased results.

e For a fuller understanding of the limitations of this procedure, please refer to the SPECIMEN
COLLECTION AND HANDLING, WARNINGS AND PRECAUTIONS, STORAGE AND STABILITY,
and PROCEDURAL NOTES sections in this insert sheet.

EXPECTED VALUES

Each laboratory should determine a reference interval corresponding to the characteristics of the
population being tested. As with all diagnostic procedures, clinical results must be interpreted having due
regard to concomitant medications administered to the patient (712).

. Reference Ranges

The intervals given here were determined in serum samples from 497 apparently healthy Asian
individuals and 166 apparently healthy Caucasian individuals, respectively.

e Asian

Il. Conversion Factors

TSH concentrations in this application are in units of plU/ml. The obtained values in plU/mL must be
multiplied by 1.0 when converting to values in mIU/L.

PERFORMANCE CHARACTERISTICS

ACCURACY

a. Recovery: Three serum samples were spiked with three different levels of TSH and assayed

before and after spiking.

Sample Initial TSH Expected Measured Percent
Value Added Value Value Recovery
(rIU/ml) (IU/ml) (IU/ml) (rIU/ml) (%)
Serum A1 1.71 20.7 22.4 23.0 102.7
1.71 41.4 431 45.3 105.1
1.71 82.7 84.4 91.0 107.9
Serum B1 1.37 20.7 22.0 21.3 96.4
1.37 41.4 42.7 44.8 104.9
1.37 82.7 84.1 90.7 107.9
Serum C1 1.42 20.7 221 24.2 109.4
1.42 41.4 42.8 48.8 1141
1.42 82.7 84.1 89.6 106.5
b. Dilution: Three serum samples containing high concentrations of TSH were serially diluted with

AIA-PACK TSH 3rd-Gen SAMPLE DILUTING SOLUTION and assayed.

Sample Dilution Expected Measured Percent
Factor Value Value Recovery
(uIU/ml) (rIU/ml) (%)
Serum A2 none 98.6
7.5/10 73.9 72.8 98.5
5.0/10 49.3 49.4 100.2
2.5/10 24.6 24.4 99.2
Serum B2 none 104
7.5/10 77.7 75.3 96.9
5.0/10 51.8 51.6 99.7
2.5/10 25.9 25.9 100.1
Serum C2 none 104
7.5/10 78.0 76.4 97.9
5.0/10 52.0 51.2 98.5
2.5/10 26.0 26.3 101.3
PRECISION

a. Within run precision was determined using three controls in a total of 20 runs. Within each run,
one set of duplicates per control was assayed. The mean of each duplicate was used to obtain
the pooled standard deviation (SD), which was then used to calculate the coefficient of variation

Number of Samples (n) 497
Reference Interval 0.38 - 4.31 plU/ml (0.38 - 4.31 mIU/I)

e Caucasian
Number of Samples (n) 166
Reference Interval 0.40 -3.60 plU/mL (0.40 - 3.60 mIU/L)

(CV).
Sample Mean Pooled SD CcVv
(pIU/ml) (rIU/ml) (%)
Serum A3 2.21 0.0555 2.5
Serum B3 9.33 0.283 3.0
Serum C3 80.5 2.13 2.6
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b. Total precision was determined by the duplicate assay of three controls in 20 separate runs. The
means of each run were used to calculate the pooled standard deviation (SD) and coefficient of
variation (CV).

Sample Mean Pooled SD cv

(rIU/ml) (pIU/ml) (%)
Serum A3 2.21 0.0699 3.2
Serum B3 9.33 0.307 3.3
Serum C3 80.5 2.39 3.0
CORRELATION

The correlation between serum (x) and heparinised plasma (y) on ST AIA-PACK TSH was carried out
using 109 patients’ specimens.

Slope 0.955
y-Intercept 0.172
Correlation Coefficient 0.999
Range of Samples 0.01-94.50
Number of Samples 109
SPECIFICITY

The following substances were tested for cross-reactivity. Cross-reactivity is expressed in terms of the
percentage of concentration of each substance which will be measured as TSH.

Compound Cross-reactivity (%)
TSH 100

HCG < 0.01

FSH < 0.01

LH 0.17

HGH < 0.01

SENSITIVITY

The minimum detectable concentration (MDC) of TSH is estimated to be 0.01 plU/ml. The MDC is
defined as the concentration of TSH that corresponds to the rate of fluorescence which is two standard
deviations from the mean rate of fluorescence of 5 replicate determinations by AIA-PACK TSH 3rd-Gen
CALIBRATOR (1).

INTERFERENCE
Interference is defined, for the purposes of this study, with recovery outside of 10% of the known
concentration of the specimen after the following substances are added to human specimens.

Haemoglobin (up to 390 mg/dl), free bilirubin (up to 17 mg/dl) and conjugated bilirubin (up to
18 mg/dl) do not interfere with the assay.

Lipaemia, as indicated by triglyceride concentration (up to 1,600 mg/dl), does not interfere with the
assay.

Ascorbic acid (up to 20 mg/dl) does not interfere with the assay.

Protein, as indicated by human albumin concentration (up to 5.0 g/dl), does not interfere with the
assay.

Heparin (up to 100 U/ml) does not interfere with the assay.
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EU rev. TSH-010413

Attention: This IFU complies with IVD directive 98/79/EC and is intended for use by customers
operating in a member state of the European Union

AIA-PACK TSH 3rd-Gen CALIBRATOR SET

INTENDED USE

The AIA-PACK TSH 3rd-Gen CALIBRATOR SET is intended for in vitro diagnostic use only for the
calibration of the ST AIA-PACK TSH assay.

SUMMARY AND EXPLANATION

The AIA-PACK TSH 3rd-Gen CALIBRATOR SET contains protein matrix with assigned levels of Thyroid
Stimulating Hormone (TSH). Calibration should be performed in accordance with the schedule given in
the Tosoh AIA System Operators’ Manual.

MATERIAL SUPPLIED

Cat. No. 0020394

2x1ml AIA-PACK TSH 3rd-Gen CALIBRATOR (1) 0 plu/ml
Protein matrix containing no detectable concentration of TSH with sodium azide as
a preservative.

2x1ml AIA-PACK TSH 3rd-Gen CALIBRATOR (2) 0.2 plu/ml (approx.)
AIA-PACK TSH 3rd-Gen CALIBRATOR (3) 5.0 plu/ml - (approx.)
AIA-PACK TSH 3rd-Gen CALIBRATOR (4) 25 plU/ml  (approx.)
AIA-PACK TSH 3rd-Gen CALIBRATOR (5) 50 plU/ml  (approx.)

AIA-PACK TSH 3rd-Gen CALIBRATOR (6) 110 plU/ml - (approx.)
Protein matrix containing the assigned concentration of TSH (described on each
vial) with sodium azide as a preservative.

WARNINGS AND PRECAUTIONS

1. The AIA-PACK TSH 3rd-Gen CALIBRATOR SET is intended for in vitro diagnostic use only.

2. Inspect the packaging and the exterior of the vials for any sign of damage before use. If any damages
are visible, contact your local TOSOH sales representative.

3. This material contains sodium azide, which may react with lead or copper plumbing to form potentially
explosive metal azides. When disposing of such reagents, always rinse with large volumes of water
to prevent any azide accumulation

4. Although material derived from human blood is not used for these calibrators, it is recommended that
this product be handled with the same precautions as those used for patient samples.

5. Do not use beyond the expiry date.

6. For safe waste disposal, it is recommended that each laboratory complies with established laboratory
procedures and local, state, and federal regulations.

PREPARATION OF REAGENTS

The AIA-PACK TSH 3rd-Gen CALIBRATOR SET is supplied ready for use. Bring calibrators to 18°-25°C
for use.

STORAGE AND STABILITY

o Always store the AIA-PACK TSH 3rd-Gen CALIBRATOR SET in an upright position at 2°-8°C when

not in use.
1-3

e When stored unopened and refrigerated at 2°-8°C, the calibrator set will remain stable until the expiry
date on the label.

e The calibrators should be used within 1 day of opening or reconstituting, provided the vials are kept
tightly sealed and refrigerated at 2°-8°C.

PROCEDURE

NOTE: Refer to the CALIBRATION PROCEDURE in the insert sheet of the ST AIA-PACK TSH. For
additional procedural instructions regarding calibration, refer to the Tosoh AIA System
Operators’ Manual.

1. When using new calibrator lots, enter the calibrator concentration values and lot number on the

software test file. (Refer to the Tosoh AIA System Operators’ Manual for details.)

2. Load the appropriate amount of ST AIA-PACK TSH test cups on the instrument.

3. Add the appropriate amount of each calibrator to sample cups. (Refer to the instrument worksheet for

the sample volume.)

4. Print a work list and place the sample cups in the position indicated.

5. Select START. Verify that the positions on the work list match the starting position on the screen.

ASSIGNMENT OF VALUES

The AIA-PACK TSH 3rd-Gen CALIBRATOR SET contains assigned concentrations of TSH. The
assigned value is determined on a lot-by-lot basis and is designed to provide an assay calibration range
of 0.01 to 100 plU/ml of TSH. The calibrators in this set are referred to WHO 2nd IRP 80/558.

RESULTS

1. The mean rate for the AIA-PACK TSH 3rd-Gen CALIBRATOR (1) should be < 3.0 nmol/(L*s).

2. Since there is a direct relationship between concentration and rate, the rate should rise as the
concentration increases.

3. Repeat values should be within 10% range.

LIMITATIONS

The AIA-PACK TSH 3rd-Gen CALIBRATOR SET is designed solely for use with ST AIA-PACK TSH
assay procedures. Although the approximate value of the highest calibrator is 110 plU/ml, the exact
concentration may vary slightly. The assay specification, ASSAY RANGE HIGH, should be defined as
the upper limit of the assay range, 100 plU/ml.
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EU rev. WASH-030117

Attention: This IFU complies with IVD directive 98/79/EC and is intended for use by customers
operating in the European Union

AIA-PACK WASH CONCENTRATE

INTENDED USE

The AIA-PACK WASH CONCENTRATE is intended for in vitro diagnostic use only for the AIA-PACK or
the ST AIA-PACK Assay.

MATERIAL SUPPLIED

Cat. No. 0020955
4 x 100 ml AIA-PACK WASH CONCENTRATE
Buffer solution with detergent and bacteriostatic agent.

WARNINGS AND PRECAUTIONS

1. The AIA-PACK WASH CONCENTRATE is intended for in vitro diagnostic use.

2. Inspect the packaging and the exterior of the bottles for any sign of damage before use. If any
damages are visible, contact your local TOSOH sales representative.

3. Do not use beyond the expiry date.

4. For safe waste disposal, itis recommended that each laboratory complies with established laboratory
procedures and local, state, and federal regulations.

PREPARATION OF REAGENTS

Add the entire content of the AIA-PACK WASH CONCENTRATE (100 ml) to approximately 2.0 | of CAP
Class | water or the clinical laboratory reagent water (formerly NCCLS Type |) defined by CLSI C3-A4
guideline, mix well, and adjust the final volume to 2.5 1.

Alternatively, add 40 ml of the AIA-PACK WASH CONCENTRATE (as measured with a graduated
cylinder) to 800 ml of CAP Class | water or the clinical laboratory reagent water (formerly NCCLS Type )
defined by CLSI C3-A4 guideline. Mix well, and adjust the volume to 1000 ml with CAP Class | water or
the clinical laboratory reagent water (formerly NCCLS Type 1) defined by CLSI C3-A4 guideline.

STORAGE AND STABILITY

e Always store the AIA-PACK WASH CONCENTRATE in an upright position at 2°-8°C when not in
use.

e When stored unopened and refrigerated at 2°-8°C, the AIA-PACK WASH CONCENTRATE will
remain stable until the expiry date on the label.

e  When diluted the wash solution is stable for 30 days at 18°-25°C.

PROCEDURE
Please refer to the insert of the AIA-PACK or the ST AIA-PACK and the Operators’ Manual of the Tosoh

AlA System analysers for detailed instructions.

SAFETY INFORMATION: not applicable.
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EU rev. DDIM-020917

Démesio! Sios naudojimo instrukcijos atitinka IVD (in vitro diagnostikos) direktyva 98/79/EB ir
yra skirtos vartotojams, dirbantiems Europos Sajungos valstybéje naréje

ST AIA-PACK D-Dimer

D-dimery citruotoje plazmoje kiekybinis nustatymas. Kiekybinis imunofermentinis metodas

PAVADINIMAS IR PASKIRTIS

ST AIA-PACK D-Dimer skirtas naudoti TIK IN VITRO DIAGNOSTIKAI kiekybiniam D-dimery nustatymui
Zmogaus citruotoje plazmoje ,TOSOH" AlA sistemos analizatoriais.

TYRIMO SANTRAUKA IR PAAISKINIMAS

D-dimeras yra plazmino padalinto kryzminio fibrino skilimo produktas, naudojamas kaip Zymuo,
atspindintis antring fibrinolize.

D-dimeras naudojamas diferencinéje pirminés hiperfibrinolizés ir antrinés hiperfibrinolizés ligos blseny
diagnostikai. D-dimery matavimas ypa¢ naudingas DIK (diseminuota intravaskuliariné koaguliacija)
diagnostikoje ir terapinéje kontroléje, su kuria kartu atliekama antriné hiperfibrinolizé (1-3) ir jvairios
trombozés, bei naudingas atliekant fibrinolitine terapijg, pvz., (4, 5).

TYRIMO PRINCIPAS

ST AIA-PACK D-Dimer dvivietis imunofermentometrinis tyrimas, visas atliekamas ST AIA-PACK
D-Dimer tyrimo taurelése. Tiriamajame meéginyje esantis D-dimeras jungiasi su monokloniniais
antiknais, imobilizuotais magnetinéje kietoje fazéje, ir fermentais Zymétais monokloniniais antikinais
tyrimo taurelése. Po to magnetiniai rutuliukai nuplaunami, kad nusiplauty nesujungti fermentu Zymeéti
antikinai. Tada rutuliukai inkubuojami su fluorogeniniu substratu, 4-metilumbeliferilo fosfatu (4MUP).
Fermentu pazyméty monokloniniy antikiiny, kurie jungiasi prie karoliuky, kiekis yra tiesiogiai
proporcingas D-dimery koncentracijai tiriamajame méginyje. Tada sudaroma standartiné kreivé ir
nezinomy méginiy koncentracijos apskai€iuojamos pagal Sig kreive.

TIEKIAMOS MEDZIAGOS

Katalogo Nr. 0025232

ST AIA-PACK D-Dimer 5 déklai x 20 tyrimo taureliy

Plastikinés tyrimo taurelés, kuriose yra dvylika liofilizuoty magnetiniy rutuliuky, padengty anti-D-dimery
pelés monokloniniu antikdnu, ir 100 pl anti-D-dimery pelés monokloninio antikiino, pazyméto jaucio
Sarmine fosfataze, su natrio azidu, kaip konservantu.

REIKALINGOS, TACIAU NETIEKIAMOS MEDZIAGOS

D-dimery analizei su ST AIA-PACK D-dimer (katalogo Nr. 0025232), naudojant ,TOSOH" AlA sistemos
analizatorius, reikalingos $ios medziagos. Sias medziagas galima atskirai jsigyti i§ ,TOSOH".

Medziagos Katalogo Nr.
AlA-1800 ST 0019836
AlA-1800 LA 0019837
AlA-2000 ST 0022100
AlA-2000 LA 0022101
AIA-600 Il 0019014
AIA-600 Il BCR 0019328
1-10

AlA-900 0022930
AlA-360 0019945
AIA-PACK SUBSTRATE SET II 0020968

AIA-PACK SUBSTRATE REAGENT I / AIA-PACK SUBSTRATE RECONSTITUENT Il
ST AIA-PACK D-Dimer CALIBRATOR SET 0025332

ST AIA-PACK D-Dimer CALIBRATOR (1)
ST AIA-PACK D-Dimer CALIBRATOR (2) 0,125 100 ug/ml (apytiksliai
ST AIA-PACK D-Dimer CALIBRATOR (3) 0,5 100 pg/ml (apytiksliai
ST AIA-PACK D-Dimer CALIBRATOR (4) 2,0 100 pg/ml (apytiksliai)
ST AIA-PACK D-Dimer CALIBRATOR (5) 8,0 100 pg/ml (apytiksliai)
ST AIA-PACK D-Dimer CALIBRATOR (6) 18,4 100 ug/ml (apytiksliai)
AIA-PACK D-Dimer CONTROL SET 0025432
AIA-PACK D-Dimer CONTROL LEVEL1 0,5 100 pg/ml (apytiksliai)
AIA-PACK D-Dimer CONTROL LEVEL2 8,0 100 pg/ml (apytiksliai)

0 ug/mi
)
)

ST AIA-PACK D-Dimer SAMPLE DILUTING SOLUTION 0025532
AIA-PACK WASH CONCENTRATE 0020955
AIA-PACK DILUENT CONCENTRATE 0020956
TAURELES MEGINIAMS 0018581
AIA-PACK DETECTOR STANDARDIZATION TEST CUP 0020970
AIA-PACK SAMPLE TREATMENT CUP 0020971
Papildomi reikalavimai, dirbant su AIA-600 I, AIA-900, AIA-1800 ir AIA-2000:
PIPECIY ANTGALIAI 0019215
ANTGALIY DEKLAS 0019216
PAKRAUTI PIPECIY ANTGALIAI 0022103

Reikia naudoti tik i§ ,TOSOH" jsigytas medziagas. |sigyti priemoniy kitur negalima, nes tyrimo atlikimo
charakteristikos patvirtintos galiojan¢iomis tik dirbant su ,TOSOH" priemonémis.

JSPEJIMAI IR ATSARGUMO PRIEMONES

1. ST AIA-PACK D-Dimer skirtas naudoti tik in vitro diagnostikai.

2. TOSOH AIA Nex-lA / AlA-21 imunofermentiniy analizatoriy NEGALIMA naudoti ST AIA-PACK
D-Dimer tyrimui atlikti.

3. Prie$ naudojimg patikrinkite aliuminio pakuotés iSore, ar néra pazeidimo pozZymiy. Jei matote
pazeidimy, susisiekite su savo vietiniu , TOSOH" pardavimo atstovu.

4. Vieno tyrimo dékle skirtingy partijy ir skirtingy tyrimy taureliy maisyti negalima.

5. ST AIA-PACK D-Dimer sudétyje yra natrio azido, kuris gali reaguoti su Svinu ir variu sudarydamas
sprogius metaly azidus. I1Spildami tokius reagentus, visuomet nuplaukite dideliu vandens kiekiu, kad
azidai nesikaupty.

6. Siam produktui pagaminti nebuvo naudojamas Zmogaus organai, tadiau kadangi bus tiriami
Zmogaus méginiai, o ir kokybés kontrolés produktai gali bati Zmogiskos kilmés, praSome dirbant su
tiriamaisiais ir kontroliniais méginiais laikytis standartiniy laboratorijos saugumo procediry.

7. Nenaudokite, jei galiojimo laikas pasibaiges.

8. ST AIA-PACK D-Dimer buvo sukurtas taip, kad didelés dozés ,kablio efektas daugumai méginiy
nebaty problema. Méginio su D-dimerais koncentracija bus nuo 16,0 iki 400 pg/ml bus nuskaitoma
kaip > 16,0 pyg/ml. ,Kablio efektas” fenomenas gali atsirasti tik D-dimery koncentracijoms esant
> 400 pg/ml.

9. Dél saugaus iSmetimo rekomenduojama, kad kiekviena laboratorija atitikty nustatytas laboratorijos
proceddras ir vietinius, valstijos bei federalinius jstatymus.

10. Po atidarymo ST AIA-PACK D-Dimer SAMPLE DILUTING SOLUTION buteliukg laikykite tvirtai
uzdarytg sandariu guminiu dangteliu. UZdarius neSvariu dangteliu galima uztersti reagents.
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11.

12.

13.

Po naudojimo likusio méginiy skiedimo tirpalo negalima maisyti su kituose buteliukuose esanciu
skysgiu, reikia jj iSmesti, kad neuzterStuméte kity medziagy.

Serumas, dulkés, metalas ar mikroorganizmai gali sukelti substrato tirpalo irimg. Laikykite Svarioje
aplinkoje, atokiau nuo tiesioginés saulés Sviesos ir ultravioletiniy lempy.

,TOSOH" rekomenduoja kalibravimui naudoti naujg tyrimo taureliy pakelj.

SAUGOJIMAS IR STABILUMAS

Visos medziagos neatidarytuose buteliukuose isliks stabilios iki galiojimo termino, nurodyto etiketéje,
pabaigos, kai saugoma nurodytoje temperatiroje.

Medziagos Katalogo Nr.
2-8°C:
ST AIA-PACK D-Dimer 0025232
ST AIA-PACK D-Dimer CALIBRATOR SET 0025332
ST AIA-PACK D-Dimer SAMPLE DILUTING SOLUTION 0025532
AIA-PACK D-Dimer CONTROL SET 0025432
AIA-PACK SUBSTRATE SET Il 0020968
AIA-PACK WASH CONCENTRATE 0020955
AIA-PACK DILUENT CONCENTRATE 0020956
1-30 °C:
AIA-PACK DETECTOR STANDARDIZATION TEST CUP 0020970
AIA-PACK SAMPLE TREATMENT CUP 0020971

Atidarius aliuminio pakuote, ST AIA-PACK D-Dimer tyrimo taureles galima palikti ,TOSOH" AIA
sistemos analizatoriuose (18—-25 °C) daugiausiai 4 dienas (4 x 24 valandas). Laikant per naktj prie
2-8 °C temperatros, tyrimo taureles galima naudoti iki 12 dieny (8 valandy trukmés 12 cikly viduje
ir 16 valandy Saldytuve). Atidarius aliuminio pakuote, net ir Saldytuve laikomas tyrimo taureles reikia
sunaudoti per 30 dieny.

ST AIA-PACK D-Dimer CALIBRATOR SET turi bati saugomi gerai uzkimsti ir atSaldyti 2—-8 °C
temperataroje. Atidarytus arba paruostus kalibratorius reikia sunaudoti per 1 dieng.

Atidarius, ST AIA-PACK D-Dimer SAMPLE DILUTING SOLUTION galima palikti TOSOH AIA
sistemos analizatoriuose (18—25 °C) daugiausiai 3 paras (3 x 24 valandas). Laikant per naktj 2—-8 °C
temperatdroje, méginiy skiedimo tirpalg galima naudoti iki 9 dieny (8 valandy trukmés 9 cikly viduje
ir 16 valandy Saldytuve). Méginiy skiedimo tirpalo negalima naudoti praéjus 90 dieny po atidarymo,
net jeigu jis buvo uzdengtas ir laikomas Saldytuve.

AIA-PACK D-Dimer CONTROL SET turi bati saugomi gerai uzkimsti ir atSaldyti 2-8 °C
temperataroje. Atidarytas arba paruostas kontroles reikia sunaudoti per 7 dienas.

Atskiestas substratas iSliks stabilus 3 dienas 18-25 °C temperatiroje arba 30 dienas 2-8 °C
temperataroje.

Darbiniai skiedimo ir plovimo tirpalai bus stabilis 30 dieny 18-25 °C temperatroje.

Reagenty negalima naudoti jei jie yra drumsti ar pakeite spalva.

MEGINIY PAEMIMAS IR NAUDOJIMAS

1.

Tyrimui reikalinga citruota plazma. NEGALIMA NAUDOTI serumo, heparinizuotos ar EDTA
plazmos.

Tiriant citruotg plazma, veninio kraujo méginys imamas aseptiSkai su nurodytu priedu. Kuo greiiau
centrifuguoti ir atskirti plazmg nuo lasteliy.

Netinkamai centrifuguojant arba méginyje esant fibrino arba daleliy, galima gauti klaidingus
rezultatus.

Méginyje esant Sarminés fosfatazés inhibitoriy, galima gauti klaidingus rezultatus.

5. Visus méginius patikrinkite, ar néra oro burbuliuky ir puty. Prie§ tyrimg pasalinkite visus oro
burbuliukus.

6. PieS tyrimg méginius galima laikyti 2—-8 °C temperataroje iki 24 valandy. Jei per 24 valandas tyrimo
atlikti negalite, méginius uzSaldykite -20 °C ar zemesnéje temperatiroje, ir iStirkite per 60 dieny.

7. Reikia vengti kartotiniy uzSaldymo — atSildymo cikly. Prie$ tyrimg drumstus citruotus plazmos
méginius ar méginius, kuriuose yra daleliy, reikia centrifuguoti. Prie$ tyrimg susildyti méginius iki
18-25 °C temperatdros ir Svelniai iSmaisyti.

8. Analizei reikia 10 ml méginio.

PROCEDURA

Detalius nurodymus rasite AIA-600 I, AIA-900, AlA-1800, AIA-2000 ir AIA-360 analizatoriy vartotojo

vadovuose.

Reagenty paruosimas

A. Substrato tirpalas
PrieS pradédami dirbti su reagentais visus reagentus perneskite | 18-25 °C temperatlros
aplinkg. Visg AIA-PACK SUBSTRATE RECONSTITUENT Il tirpalo tarj (100 ml) supilkite j
AIA-PACK SUBSTRATE REAGENT Il buteliukg ir gerai iSmai$ykite, kad kietos dalelés istirpty.

B. Plovimo tirpalas
Visg AIA-PACK WASH CONCENTRATE (100 ml) turinj supilkite j apytiksliai 2,0 | CAP | klasés
arba klinikinés laboratorijos reagenty vandens (seniau — NCCLS | tipo), kaip nurodyta CLSI
GP40-A4-AMD rekomendacijose, gerai iSmaiSykite ir pripildykite iki galutinio 2,5 | tario.

C. Skiediklis
Visg AIA-PACK DILUENT CONCENTRATE (100 ml) turinj supilkite j apytiksliai 4,0 | CAP |
klasés arba klinikinés laboratorijos reagenty vandens (seniau — NCCLS | tipo), kaip nurodyta
CLSI GP40-A4-AMD rekomendacijose, gerai iSmaisykite ir pripildykite iki galutinio 5,0 | tario.

Kalibravimo procedira

A. Kalibravimo kreivé
Kalibratoriai, skirti naudoti su ST AIA-PACK D-Dimer, paruosti gravimetriSkai ir palyginti pagal
tarptautinius standartus.
ST AIA-PACK D-Dimer kalibravimo kreivé iSlieka stabili iki 90 dieny. Kalibravimo stabilumas
yra stebimas pagal kokybés kontrolés rodiklius ir priklauso nuo tinkamo reagenty naudojimo
bei , TOSOH" AlA sistemos priezitros pagal gamintojo instrukcijas.
Kalibruoti gali prireikti daZniau, jei kontroliniy méginiy koncentracijos nustatomos uz Siam
tyrimui numatyty riby arba atlikus tam tikras priezidros proceddras (pvz., reguliuojant
temperatdrg, méginio mechanizmo nustatymus, plovimo zondg, reguliuojant arba keiciant
detektoriaus lempg). Daugiau informacijos apie instrumento veikimg galite rasti ,TOSOH" AIA
sistemos vartotojo vadove.
Pavyzdinéje AIA-2000 kalibravimo kreivéje pristatomas ir atkartojamas rezultaty
apskaiciavimui naudojamas algoritmas.
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B. Kalibravimo procedira
1. Proceddry instrukcijas galite rasti atitinkamame ,TOSOH" AlA sistemos vartotojo vadove.
2. Patikrinkite, ar programoje jvesta teisinga kalibratoriaus partija ir koncentracija.
3. ST-AIA-PACK D-Dimer CALIBRATOR (1) tiekiamas paruostas naudoti.
4. ST-AIA-PACK D-Dimer CALIBRATOR (2)—(6) yra liofilizuoti. Visus lygius reikia atskiesti
1,0 ml CAP | klasés vandeniu arba klinikinés laboratorijos regenty vandeniu (seniau —
NCCLS | tipo), kaip nurodyta CLSI GP40-A4-AMD rekomendacijose.
5. ,TOSOH" rekomenduoja, kad visi kalibratoriai baty tiriami trimis egzemplioriais.
C. Kalibravimo priimtinumo kriterijai
1. Vidutinis ST AIA-PACK D-Dimer CALIBRATOR (1) greitis turi bati < 0,2 nmol/(l*s).
2. Kadangi yra tiesioginis rySys tarp koncentracijos ir nustatymo greicio, greitis turi padidéti
didéjant koncentracijoms.
3. Replikaty reikSmés turi skirtis ne daugiau kaip 10%.
D. Kalibravimo perziira ir priémimas
1. Kruopsdiai perziarékite kalibravimo kreive atsizvelgdami j auks$ciau iSvardintus kriterijus.
2. Jei reikia, kalibravimg pakoreguokite, po to priimkite.
Daugiau informacijos apie kalibravimg galite rasti ,TOSOH" AlA sistemos vartotojo vadove.
lll. Kokybés kontrolés procediira
A. Komerciskai prieinami kontroliniai méginiai
Komercinius kontrolinius méginius reikia tirti maziausiai kartag per dieng. Rekomenduojama
naudoti maziausia du kontrolinius méginius — normaly ir patologinj. Laboratorijos strategija
Siam tyrimui nurodo:
Kontroliné medziaga:
Daznumas:
Kontrolinés medZiagos serijos numeris, priimtinos ribos ir korekciniai veiksmai, kuriy reikia
imtis, jei kontrolés rezultatai neatitiks laboratorijos kriterijy, registruojami atskirame kokybés
kontrolés dokumente, esanciame laboratorijoje.
B. Kokybés kontrolés procediira

1. Tyrimo kokybés kontrolinius méginius naudokite, kaip nurodyta atitinkamame analizatoriaus
vartotojo vadove. Be to, iSsamias instrukcijas, kaip sudaryti ir redaguoti failus, galite rasti
,TOSOH" AlA sistemos vartotojo vadove.

2. Kokybés kontrolés medziagas, reikalingas Siam tyrimui, kiekviena laboratorija pasirenka
pagal savo politika.

IV. Méginiy apdorojimas
A. Paruosimas

Pagal analizatoriaus vartotojo vadove nurodytas instrukcijas, | instrumentg tinkamai jdékite

meginius. Pirminius mégintuvélius su brikSniniais kodais bei méginiy taureles galima naudoti
AIA-600 I, AIA-900, AIA-1800, AIA-2000 ir AIA-360 aparatuose.

B. Tyrimo procediira

1. Analizuojamiems méginiams paimkite pakankamai ST AIA-PACK D-Dimer tyrimo taureliy.

2. Sudékite pacienty méginius, kaip nurodyta vartotojo vadove, ir atlikite tyrimg. Pastaba.
AIA-600 II, AIA-900, AIA-1800 ir AIA-2000 analizatoriuose, jei skiedziama aparate, reikia
AIA-PACK SAMPLE TREATMENT taureliy.

PASTABOS PROCEDUROMS

1. Liofilizuotg substratg reikia visiskai istirpinti.

2. ,TOSOH" AlA sistemos analizatoriumi atliekamiems ligandy tyrimams reikia, kad laboratorijoje baty
naudojamas vanduo, CAP nustatytas kaip | klasés arba CLSI nustatytas kaip klinikinés laboratorijos
reagenty vanduo. Vandenj reikia tirti bent karta per ménesj; jis turi bati be daleliy, jskaitant
bakterijas. Daugiau informacijos galite rasti CLSI dokumente GP40-A4-AMD, reagenty vandens
paruosimas ir tyrimas klinikinéje laboratorijoje, patvirtintos rekomendacijos, ketvirtasis leidimas.

3. Jei méginio D-dimery koncentracija nustatoma didesné nei virSutiné tyrimo riba, 16,0 pg/ml, méginj
reikia skiesti su ST AIA-PACK D-dimer SAMPLE DILUTING SOLUTION ir istirti pakartotinai pagal
tyrimo procedirg. Rekomenduojamas méginiy, kuriuose yra daugiau nei 16,0 ug/ml medziagos,
skiedimas yra 5 kartai. Méginj reikia praskiesti taip, kad atskiesto méginio koncentracija baty
0,02-16,0 pg/ml. Skiedimo koeficientg reikia jvesti programoje. Daugiau informacijos apie méginiy
skiedima galite rasti ,TOSOH" AlA sistemos vartotojo vadove.

4. Vienu metu ,TOSOH" AlA sistemos analizatoriuje galima iSsaugoti dvi skirtingas kalibravimo kreives
kiekvienai analitei. Todél vieno tyrimo metu galima naudoti iki dviejy skirtingy ST AIA-PACK
D-Dimer tyrimo taureliy serijy.

5. Jei tyrimo specifikacijos Siam tyrimui programinéje jrangoje neparuostos, specifikacijas reikia jvesti
pagal tyrimo koda 104.

REZULTATY APSKAICIAVIMAS

,TOSOH" AIA sistemos analizatoriai visus méginius ir reagentus istiria automatiskai. ,TOSOH" AIA
sistemos analizatoriai iSmatuoja reakcijos sukeltos fluorescencijos intensyvuma ir intensyvuma
automatiskai pavercia D-dimery koncentracija mg/dl.

Méginius, kuriuos reikia skiesti, AIA-600 II, AIA-900, AIA-1800 ir AIA-2000 analizatoriai praskies
automatiskai ir, jei skiedimo koeficientas jrasytas programinéje jrangoje, suskaiciuos rezultatus. Daugiau
iSsamios informacijos apie programuojamus skiedimus galite atitihkamame ,TOSOH” AIA sistemos
vartotojo vadove.

REZULTATY VERTINIMAS

Kokybés kontrolé
Tyrimo atlikimo tikslumui registruoti ir vertinti, rekomenduojama komercinius kontrolinius méginius tirti
pagal vietinius jstatymus.

Minimalios vidinés kontrolés vykdymo daznumo rekomendacijos yra:
Po kalibravimo reikia istirti dviejy koncentracijos lygiy vidinés kontrolinius méginius, kad bty
galima patvirtinti kalibravimo kreivés tinkamuma.



Dviejy lygiy kontrolés méginius reikia tirti i$ naujo, atlikus tam tikras priezitros procediras (pvz.,
reguliuojant temperattrg, méginio mechanizmo nustatymus, plovimo zonda, kei€iant ar reguliuojant
detektoriaus lempg).

Po kasdienés priezitros, tiriami du kontroliniy méginiy lygiai, taip patikrinant bendrg ,TOSOH" AIA
sistemos analizatoriy veikima.

Jei vieno ar keliy kontroliniy méginiy reikSmés virSija priimtinas ribas, prie§ prane$ant paciento
rezultatus, batina patikrinti, ar kalibravimo kreivé tebéra tinkama. Reikia laikytis standartiniy laboratorijos

PROCEDUROS APRIBOJIMAI

1. Sio tyrimo rezultatus diagnozei reikia naudoti derinant su kitais duomenimis (pvz., simptomais, kity
tyrimy rezultatais, klinikiniu vaizdu, gydymu ir t. t.).

2. Naudojant ST AIA-PACK D-Dimer, didziausia iSmatuojama D-dimery koncentracija nepraskiedus
yra 16,0 ug/ml, maziausia iSmatuojama koncentracija méginyje yra 0,02 pg/ml (tyrimo jautrumas).

3. Nors apytikslé didZiausia kalibratoriaus reikSmé yra 18,4 pg/ml, tiksli koncentracija gali neZymiai
kisti. Tyrimo specifikacija — auk$¢iausia tyrimo riba, turi bati apibddinama kaip tyrimo intervalo
virSutiné riba — 16,0 pg/ml.

4. Nors pati hemolizé tyrimui turi tik nezymios reikSmés, hemolizuoti méginiai gali reikSti méginio
netinkama apdorojimag prie$ tyrima, todél rezultatus reikia interpretuoti atsargiai.

5. Lipemija turi nereik§mingos jtakos tyrimui, i§skyrus zymios lipemijos atvejus, kai gali jvykti erdviné
sgveika.

6. Pacienty, kurie yra gave pelés monokloniniy antikiiny diagnostikai ar gydymui, serume gali bati
antikdiny prieS pelés baltymus (HAMA). Tokiuose méginiuose gali bati nustatomos neteisingai
padidintos arba sumazintos D-dimery reikSmés.

7. Asfotazés Alfa (genetinio rekombinavimo) taikymo atveju, i§ pacienty paimty meéginiy tyrimo
rezultatai gali bati klaidingi.

8. Norédami geriau suprasti Sios proceddros apribojimus skaitykite Sio pakuotés informacinio lapelio
skyrius MEGINIY PAEMIMAS IR TVARKYMAS, |SPEJIMAI IR ATSARGUMO PRIEMONES,
SAUGOJIMAS IR STABILUMAS bei PASTABOS PROCEDUROMS.

TIKETINOS REIKSMES

Kiekviena laboratorija turéty nustatyti kontrolinj intervala, atitinkantj jy laboratorijoje tiriamos populiacijos
savybes. Kaip ir visas diagnostines proceddras, klinikinius rezultatus reikia interpretuoti atsizvelgiant j
paciento vartojamus vaistus.

I. Referentiniai intervalai
Cia pateiktas intervalas buvo nustatytas citruotos plazmos méginiuose i§ 131 akivaizdZiai sveiky
azijie€iy rasés asmeny. Europoje atlikti tyrimai parodé, kad kontrolinés vertés taip pat gali bati
taikomos ir europieciy populiacijai.
Kontrolinis intervalas <0,5 pug/ml

Il. Perskaiciavimo koeficientai
D-dimery koncentracijos Sioje programoje yra iSreik§tos pug/ml. Gautas pg/ml konvertuojant j pg/l
vertes, jas reikia padauginti iS 1000.

ATLIKIMO CHARAKTERISTIKOS

TIKSLUMAS
a. Atkuriamumas. Trys citruotos plazmos meéginiai buvo papildyti trimis skirtingais D-dimery
koncentracijos lygiais ir istirti pries ir po papildymo.
7-10

Méginys Pradiné D-dimeras Tikétina Nustatyta Procentai
reikSmeé pridéta reikSmé reikSmeé atkuriamumas
(ng/ml) (ng/mi) (ng/ml) (pg/mi) (%)
Plazma A1 |0,0901 0,334 0,424 0,395 93,1
0,0901 0,667 0,757 0,713 94,1
0,0901 1,33 1,42 1,36 95,2
PlazmaB1 |0,101 0,334 0,435 0,420 96,7
0,101 0,667 0,768 0,741 96,5
0,101 1,33 1,44 1,44 100,6
Plazma C1  |0,0849 0,334 0,419 0,391 93,4
0,0849 0,667 0,752 0,729 96,9
0,0849 1,33 1,42 1,42 99,9

b. Praskiedimas. Trys citruotos plazmos méginiais su didelémis D-dimery koncentracijomis, buvo
serijiniu badu praskiesti ST AIA-PACK D-Dimer SAMPLE DILUTING SOLUTION ir istirti.

Méginys Praskiedimas |[Tikétina Nustatyta Procentai
koeficientas reikSmé reikSmeé atkuriamumas
(pg/ml) (pg/ml) (%)
Plazma A2 néra 12,7 12,7 100,0
7,5-10 9,49 9,90 104,4
5,0-10 6,33 6,84 108,1
2,5-10 3,16 3,59 113,6
1,0-10 1,27 1,36 107,6
Plazma B2 néra 7,98 7,98 100,0
7,5-10 5,99 6,31 105,5
5,0-10 3,99 4,24 106,2
2,5-10 2,00 2,11 105,8
1,0-10 0,798 0,862 108,0
Plazma C2 néra 2,28 2,28 100,0
7,5-10 1,71 1,73 101,3
5,0-10 1,14 1,13 98,7
2,5-10 0,570 0,537 94,1
1,0-10 0,228 0,244 106,8

c. TiesiSkumas. ST AIA-PACK D-Dimer tiesiSkumas nustatytas remiantis CLSI protokolo EP6-A
rekomendacijomis. TiesiSkumas matuotas AIA-600 II, AIA-900, AIA-1800, AlIA-2000 ir AIA-360
instrumentais ir buvo jrodytas nuo 0,02 iki 16,0 ug/ml.

TIKSLUMAS
a. Tyrimo tikslumas buvo nustatytas naudojant tris kontrolés priemones i§ viso 20 tyrimy.
Kiekvieno tyrimo metu kontroliniai méginiai buvo tiriami dublikatais. Kiekvieno dublikato vidurkis
buvo panaudotas skai¢iuojant bendrg standartinj nuokrypj (SD), kuris po to buvo naudojamas
variacijos koeficientui (CV) apskaiciuoti.



Méginys Vidurkis Bendras SD cVv

(ng/ml) (ug/ml) (%)
Plazma A3 0,274 0,0126 4,6
Plazma B3 3,73 0,161 4,3
Plazma C3 8,27 0,398 4,8

b. Bendras tikslumas buvo nustatytas trijy kontroliniy méginiy iStyrimu dublikatais 20 atskiry
tyrimy. Kiekvieno tyrimo vidurkiai buvo panaudoti apskaiciuojant bendrg standartinj nuokrypj

(SD) ir variacijos koeficientg (CV).

Méginys Vidurkis Bendras SD CcVv

(ng/ml) (ng/ml) (%)
Plazma A3 0,274 0,0131 4,8
Plazma B3 3,73 0,180 4,8
Plazma C3 8,27 0,428 52

SPECIFISKUMAS

Si medziaga buvo patikrinta dél kryZminio reaktyvumo. KryZminis reaktyvumas (%) yra junginiy, kurie
gali bati atpazjstami kaip D-dimeras, procentas. Jei méginyje $iy junginiy yra tiek pat kaip ir D-dimery, tai

galutinis rezultatas bus padidintas nurodomu procentu.

5. Perrier A, Desmarais S, Goehring C, de Moerloose P, Morabia A, Unger PF, et al.: D-dimer testing
for suspected pulmonary embolism in outpatients., Am J Respir Crit Care Med, 156, 492-496
(1997).
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Junginys Pridéta koncentracija |KryZminis reaktyvumas
(ng/ml) (%)
Fibrinogenas 4 000 0,0047

JAUTRUMAS

Nustatymo ribos: ST AIA-PACK D-Dimer nustatymo riba buvo nustatyta pagal CLSI rekomendacijas
EP17-A. Tusti méginiai buvo iSmatuoti su 60 kopijy. Sedi nedidelés koncentracijos méginiai buvo
iSmatuoti po 10 karty. Rezultate apskaiciuota ST AIA-PACK D-Dimer nustatymo riba buvo 0,0132 pg/ml.

SAVEIKA

Siame tyrime sgveika nusakoma kaip daugiau negu 10 % nuo Zinomos méginio koncentracijos nukrype

rezultatai, kai j Zmogaus meéginius pridedama Siy medziagy:

1. Hemoglobinas (iki 440 mg/dl), laisvas bilirubinas (iki 17 mg/dl) ir konjuguotas bilirubinas (iki
18 mg/dl) nejtakoja tyrimo.

2. Lipemija, kai trigliceridy koncentracija iki 1600 mg/dl, neturi jtakos tyrimui.

askorbo ragstis (iki 20 mg/dl) neturi jtakos tyrimui.

4. Baltymas, nusakomas Zmogaus albuminy koncentracija (iki 5 g/dl, pridéjus | méginj ir sveikai
atrodangiy tiriamuyjy), neturi jtakos tyrimui.

5. Citriny ragstis (iki 20 mg/dl) neturi jtakos tyrimui.
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aspects., Am J Hemat, 59, 65-73 (1998).
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3. Yu M, Nardella A and Pechet L: Screening tests of disseminated intravascular coagulation:
guidelines for rapid and specific laboratory diagnosis., Crit Care Med, 28, 1777-1780 (2000).
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Démesio! Sios naudojimo instrukcijos atitinka IVD (in vitro diagnostikos) direktyva 98/79/EB ir
yra skirtos vartotojams, dirbantiems Europos Sajungos valstybéje naréje

AIA-PACK D-Dimer CONTROL SET

PASKIRTIS

AIA-PACK D-Dimer CONTROL SET skirtas TIK IN VITRO DIAGNOSTIKAI atliekant kokybés valdymo
proceddras AIA-PACK D-Dimer tyrimais.

SANTRAUKA IR PAAISKINIMAS

AIA-PACK D-Dimer CONTROL SET sudétyje yra baltymy matrica su nustatytu D-dimery kiekiu.
D-dimery kontroles reikia paleisti kiekvieng diena, kada yra suplanuoti D-dimery tyrimai.

TURINYS

Méginiai Zinomomis vertémis

Katalogo Nr. 0025432 2 lygiy (norma, auksta).

2x1ml AIA-PACK D-Dimer CONTROL LEVEL 1
Baltymy matrica, kurios sudétyje yra apytiksliai 0,5 ug/ml D-dimery (liofilizuoto). Zr.
buteliuko etikete, kurioje pateikta nustatyta koncentracijos riba.

2x1ml AIA-PACK D-Dimer CONTROL LEVEL 2
Baltymy matrica, kurios sudétyje yra apytiksliai 0,8 ug/ml D-dimery (liofilizuoty). Zr.
buteliuko etikete, kurioje pateikta nustatyta koncentracijos riba.

ISPEJIMAI IR ATSARGUMO PRIEMONES

1. AIA-PACK D-Dimer CONTROL SET skirtas naudoti tik in vitro diagnostikai.

2. Prie$ naudojimg patikrinkite pakuote ir buteliuko iSore, ar néra pazeidimo poZymiy. Jei matote
pazeidimy, susisiekite su savo vietiniu ,TOSOH" pardavimo atstovu.

3. Kontrolés medZiaga buvo iSbandyta FDA patvirtintais metodais, jame nebuvo rasta HBsAg ir
ZIV-1/2 bei HCV antikiiny. Kadangi né vienas tyrimo metodas negali visikai uztikrinti, kad Zmogaus
kilmés produktai neperne$ infekcijos sukéléjy, rekomenduojama $j produktg naudoti laikantis tokiy
paciy atsargumo priemoniy, kaip ir naudojant pacienty méginius.

4. Nenaudokite, jei galiojimo laikas pasibaiges.

5. Dél saugaus iSmetimo rekomenduojama, kad kiekviena laboratorija atitikty nustatytas laboratorijos
proceddras ir vietinius, valstijos bei federalinius jstatymus.

REAGENTUY PARUOSIMAS

Prie§ naudojima kontrolinius méginius susildykite iki 18—25 °C temperataros. Volumetrinémis pipetémis
liofilizuotas kontrolines medziagas tiksliai istirpinkite iki 1 ml tQrio su CAP | klasés vandeniu arba
klinikinés laboratorijos reagenty vandeniu (anksCiau NCCLS | tipas), kaip nurodyta CLSI C3-A4
rekomendacijose. Leiskite liofilizuotai medziai visi$kai istirpti.

SAUGOJIMAS IR STABILUMAS

e Nenaudojamg AIA-PACK D-Dimer CONTROL SET visuomet laikykite vertikalioje padétyje 2-8 °C
temperatdroje.
e Laikomi neatidaryti 2—8 °C temperataroje kontrolés rinkinio tirpalai liks stabilds iki galiojimo termino,
nurodyto etiketéje, pabaigos.
e Jei kontrolés medziagos atidarytos ar istirpintos, jas reikia sunaudoti per 7 dienas, buteliukai turi bati
laikomi sandariai uzkimsti 2-8 °C temperataroje.
1-2

PROCEDURA

Papildomy procediry instrukcijy apie kokybés kontrole galite rasti ,TOSOH" AIA sistemos vartotojo

vadove.

1. | instrumentg jdékite atitinkama kiekj ST AIA-PACK D-Dimer tyrimo tauriy.

2. | méginio indelius pripilkite atitinkamg kiekj kiekvieno kontrolinio méginio. (Reikiamg méginio tarj
galite rasti instrumento darbo lape.)

3. Atspausdinkite darby sarasg, o meéginio taureles sudékite j nurodytas padétis.

4. Pasirinkite ,START" (pradéti). Patikrinkite, ar darby sgrase nurodytos padétys atitinka pradine
padétj ekrane.

REIKSMIY NUSTATYMAS

AIA-PACK D-Dimer CONTROL SET sudétyje yra Zzinoma D-dimery koncentracija. Priskirta reikSmé
nustatoma pagal serijg ir skirta nustatyti apytiksles 0,5-0,8 pg/ml D-dimery tyrimo tikslines kontrolés
ribas. Kadangi tyrimo reikSmés priklauso nuo tyrimo procediry bei keleto kity veiksniy, kiekviena
laboratorija turéty nustatyti savo stebimos tyrimo procedaros ribas.

APRIBOJIMAI
AIA-PACK D-Dimer CONTROL SET skirtas naudoti tik ST AIA-PACK D-Dimer tyrimo proceddroms.
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Démesio! Sios naudojimo instrukcijos atitinka IVD (in vitro diagnostikos) direktyva 98/79/EB ir
yra skirtos vartotojams, dirbantiems Europos Sajungos valstybéje naréje

ST AIA-PACK D-Dimer CALIBRATOR SET

PASKIRTIS

ST AIA-PACK D-Dimer CALIBRATOR SET skirtas TIK IN VITRO DIAGNOSTINIAM naudojimui ST
AIA-PACK D-Dimer tyrimui kalibruoti.

SANTRAUKA IR PAAISKINIMAS

ST AIA-PACK D-Dimer CALIBRATOR SET sudétyje yra baltymy matrica su nustatytu D-dimery kiekiu.
Kalibravimg reikia atlikti pagal ,Tosoh® AlA sistemos vartotojo vadove nurodytg tvarkarastj.

APIBUDINIMAS

Katalogo Nr. 0025332
2x1ml ST AIA-PACK D-Dimer CALIBRATOR (1) 0 pg/ml
Baltyminés matricos sudétyje néra aptinkamos D-dimery koncentracijos ir natrio
azido kaip konservanto (skysto).
2x1ml ST AIA-PACK D-Dimer CALIBRATOR (2) 0,125 pg/ml (apytiksliai)
ST AIA-PACK D-Dimer CALIBRATOR (3) 0,5 pyg/ml (apytiksliai)
ST AIA-PACK D-Dimer CALIBRATOR (4) 2,0 pg/ml (apytiksliai)
ST AIA-PACK D-Dimer CALIBRATOR (5) 8,0 pyg/ml (apytiksliai)
ST AIA-PACK D-Dimer CALIBRATOR (6) 18,4 pg/ml (apytiksliai)
Baltymy matrica, kurioje yra nustatyta D-dimery koncentracija (nurodyta ant
kiekvieno buteliuko) (liofilizuota).

|SPEJIMAI IR ATSARGUMO PRIEMONES

1. ST AIA-PACK D-Dimer CALIBRATOR SET skirtas naudoti tik in vitro diagnostikai.

2. Prie$ naudojimg patikrinkite pakuote ir buteliuko iSorg, ar néra pazeidimo pozymiy. Jei matote
pazeidimy, susisiekite su savo vietiniu ,TOSOH" pardavimo atstovu.

3. ST AIA-PACK D-Dimer CALIBRATOR (1) sudétyje yra natrio azido, kuris gali reaguoti su $vinu ir
variu sudarydamas sprogius metaly azidus. ISpildami tokius reagentus, visuomet nuplaukite dideliu
vandens kiekiu, kad azidai nesikaupty.

4. Kalibratoriaus medziaga buvo iSbandyta FDA patvirtintais metodais, jame nebuvo rasta HBsAg ir
ZIV-1/2 bei HCV antikiiny. Kadangi né vienas tyrimo metodas negali visi$kai uZtikrinti, kad Zmogaus
kilmés produktai nepernes infekcijos sukéléjy, rekomenduojama $j produktg naudoti laikantis tokiy
paciy atsargumo priemoniy, kaip ir naudojant pacienty méginius.

5. Nenaudokite, jei galiojimo laikas pasibaiges.

6. Dél saugaus iSmetimo rekomenduojama, kad kiekviena laboratorija atitikty nustatytas laboratorijos
proceddras ir vietinius, valstijos bei federalinius jstatymus.

REAGENTUY PARUOSIMAS

Prie§ naudojimg kalibratorius susildykite iki 18-25 °C temperatdros. Volumetrinémis pipetémis
liofilizuotus kalibratorius tiksliai iStirpinkite iki 1 ml tlrio su CAP | klasés vandeniu arba klinikinés
laboratorijos reagenty vandeniu (seniau — NCCLS | tipo), kaip nurodyta CLSI GP40-A4-AMD
rekomendacijose. Leiskite liofilizuotai medziagai visiSkai istirpti, tada, prie$ atlikdami kalibravima,
kalibratorius Svelniai ir kruopsciai iSmaisykite.

1-3

SAUGOJIMAS IR STABILUMAS

e Nenaudojamg ST AIA-PACK D-Dimer CALIBRATOR SET visuomet laikykite vertikalioje padétyje
2-8 °C temperaturoje.

e Laikomas neatidarytas ir auSinamas 2-8 °C temperatdroje kalibratoriy rinkinys liks stabilus iki
galiojimo termino, nurodyto etiketéje, pabaigos.

e Jei kalibracinés medziagos atidarytos ar istirpintos, jas reikia sunaudoti per 1 dieng, buteliukai turi
bati laikomi sandariai uzkimsti ir auSinami 2—8 °C temperataroje.

PROCEDURA

PASTABA. Zr. ST AIA-PACK D-Dimer jdétinio lapelio skyriy KALIBRAVIMO PROCEDURA. Daugiau

kalibracijos proceddriniy nurodymy rasite ,Tosoh® AlA sistemos vartotojo vadove.

1. Kai naudojate naujas kalibratoriy partijas, programinés jrangos patikrinimo byloje jrasykite
kalibratoriaus koncentracijos reikSmes ir partijos numerj. (Daugiau informacijos galite rasti ,Tosoh*
AlA sistemos vartotojo vadove).

2. ]instrumentg jdékite atitinkama kiekj ST AIA-PACK D-Dimer tyrimo tauriy.

3. ] méginio taureles jpilkite reikiamg kiekvieno kalibratoriaus kiekj. (Reikiamg méginio tirj galite rasti
instrumento darbo lape.)

4. Atspausdinkite darby sarasg, o méginio taureles sudékite j nurodytas padétis.

5. Pasirinkite ,START" (Pradéti). Patikrinkite, ar darby sarasSe nurodytos padétys atitinka prading
padétj ekrane.

REIKéMIU NUSTATYMAS

ST AIA-PACK D-Dimer CALIBRATOR SET sudétyje yra nustatyta D-dimery koncentracija. Priskirta
reikSmé nustatoma pagal serijg ir pagal jg apibréziamos apytikslés 0,02-16,0 ug/ml D-dimery tyrimo
kalibravimo ribos. Kalibratoriai, skirti naudoti su ST AIA-PACK D-Dimer, paruosti gravimetriSkai ir
palyginti pagal tarptautinius standartus.

REZULTATAI

1. Vidutinis ST AIA-PACK D-Dimer CALIBRATOR (1) greitis turi bati < 0,2 nmol/(l+s).
2. Kadangi yra tiesioginis rySys tarp koncentracijos ir nustatymo greicio, greitis turi padidéti didéjant

koncentracijoms.
3. Replikaty reikSmeés turi skirtis ne daugiau kaip 10%.
APRIBOJIMAI

ST AIA-PACK D-Dimer CALIBRATOR SET skirtas naudoti tik ST AIA-PACK D-Dimer tyrimo
proceddroms. Nors apytikslé didZiausia kalibratoriaus reikSmé yra 18,4 pg/ml, tiksli koncentracija gali
nezymiai kisti. Tyrimo specifikacija — auk$¢iausia tyrimo riba, turi bati apibadinama kaip tyrimo intervalo
virSutiné riba — 16,0 pg/ml.

C€
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Démesio: Sis IFU atitinka IVD (in vitro diagnostikos) direktyva 98/79/EC ir yra skirtas vartotojams,
dirbantiems Europos Sajungos valstybéje naréje.

ST AIA-PACK cTnl 3rd-Gen

Kiekybinis imunofermentinis metodas

PASKIRTIS

ST AIA-PACK cTnl 3rd-Gen skirtas diagnostikai in vitro naudojant Sirdies troponino | (cTnl) kiekybiniam
matavimui Zmogaus serume, heparinizuotoje plazmoje ar EDTA plazmoje su Tosoh AIA sistemos
analizatoriais. Sirdies troponino | matavimai naudojami diagnozuojant Gimy miokardo infarktg (OMI).

SANTRAUKA IR PAAISKINIMAS

Troponinas egzistuoja kaip trijy atskiry baltymy derinys: Troponinas T, troponinas C ir troponinas
Troponinas reguliuoja kalcio moduliuojamg aktino ir miozino sgveika skersaruoziuose (skeleto ir Sirdies)
raumenyse, kur troponinas | veikia kaip aktimiozino ATPazés inhibitorius.

Buvo atrastos trys troponino | izoformos, kurios yra trijy skirtingy geny, kiekvienas su unikalia amino
ragsciy seka, produktai ¥. Sirdies troponinas | (cTnl) yra randamas iskirtinai irdies audinyje®. Nors trys
troponino | formos turi homologiniy struktdry, cTnl turi 31 aminoragsties sekg molekulés amino gale, kuri
cTnl antigeni$kai i§skiria nuo kity troponino | izoformy, bei troponino C ir troponino 79,

Biocheminiai miokardo pazeidimo Zymenys yra laikomi ,auksiniu standartu® diagnozuojant UMI ir yra

|2

koncentracijos yra labai naudingos padedant diagnozuoti Sirdies pazeidimg pacientams, sergantiems
Omiu miokardo infarktu, miokardo sumusimu® ar nestabilia kratinés anginag). Po UMI cTnl yra
atpalaiduojamas j kraujotaka i$ paZeisto Sirdis raumens ir, per 4 — 8 valandas, cTnl lygis padidéja vir§ ne-
UMI méginiy ribos. DidZiausia koncentracija paprastai pasiekiama po 12 — 18 valandy po UMI pradzios, o
cTnl koncentracija islieka didelé 5 — 10 dieny'®"2.

Troponino | laikinas padidéjimas ir sumazéjimas pacientams, sergantiems UMI, yra panasus j CK-MB.
Sirdies paZeidimo atveju dideli cTnl kiekiai yra nustatomi véliau nei CK-MB. Amerikos kardiologijos
korporacijos ir Amerikos Sirdies asociacijos atnaujintose rekomendacijosen'm nurodoma, kad cTnl yra
naudingesnis nei CK-MB nustatant miokardo paZeidima, ypa¢ esant skeleto raumeny pazeidimams
(rabdomiolizei, politraumai), kadangi cTnl yra labai specifiSkas Sirdziai ir veiksmingas diagnozuojant

miokardo pazeidimag®®'%1®),

TYRIMO PRINCIPAS

ST AIA-PACK cTnl 3rd-Gen yra dviejy viety imunofermentinis tyrimas, atliekamas ST AIA-PACK cTnl
3rd-Gen tyrimo taurelése. Méginyje esantis Sirdies troponinas | prisijungia prie monokloninio antikdno,
esancio imobilizuoto ant magnetiniy daleliy ir fermentu pazymétu monokloniniu antikinu, esanciu.
Magnetinés dalelés yra iSplaunamos, kad bity paSalinti visi neprisijunge fermentu pazyméti
monokloniniai antikdnai ir tada inkubuojami su fluorogeniniu substratu, 4-metilumbeliferilfosfatu (4MUP).
Fermentu pazyméty monokloniniy antikQiny, kurie jungiasi prie karoliuky, kiekis yra tiesiogiai proporcingas
cTnl koncentracijai tiriamajame meéginyje. Sudaryta standartiné kreivé, o nezinomo méginio
koncentracijos apskai¢iuojamos pagal Sig kreive. ST AIA-PACK cTnl 3rd-Gen pakeic¢ia ST AIA-PACK

cTnl 2nd-Gen produkta ir yra pazymétas kaip trecios kartos, kad baty iSvengta supainiojimo. 3-i0s kartos
TIEKIAMOS MEDZIAGOS reagentas
Katalogo nr. 0025215

ST AIA-PACK cTnl 3rd-Gen 5 deékly x 20 tyrimo taureliy

Plastikinés tyrimo taurelés, kuriose yra dvylika liofilizuoty magnetiniy daleliy, padengty anti-cTnl pelés
monokloniniu antikdnu ir 100l anti-cTnl pelés monokloniniu antikdniu, prisijungusiu prie jaucio Sarminés
fosfatazés, su natrio azidu, kaip konservantu.

1-12

REIKALINGOS, TACIAU NEPATEIKTOS MEDZIAGOS

Sirdies troponino | analizei su ST AIA-PACK cTnl 3rd-Gen (Katalogo nr. 0025215) naudojant Tosoh AIA
sistemos analizatorius reikalingos Sios medziagos. Visas medziagas reikalingas tyrimui atlikti galima
jsigyti i§ Tosoh.

Medziagos Katalogo Nr.
AlA Nex<IA/AIA-21 0018539
AlA Nex<IA/AIA-21 LA 0018540
AlIA-1800 ST 0019836
AlA-1800 LA 0019837
AlA-2000 ST 0022100
AIA-2000 LA 0022101
AIA-600 Il 0019014
AIA-600 I BCR 0019328
AIA-900 0022930
AlA-360 0019945
AIA-PACK SUBSTRATE SET Il 0020968
AIA-PACK SUBSTRATE REAGENT Il / AIA-PACK SUBSTRATE RECONSTITUENT I
ST AIA-PACK cTnl 3rd-Gen CALIBRATOR SET 0025315

ST AIA-PACK cTnl 3rd-Gen CALIBRATOR (1) 0 ng/mL

ST AIA-PACK cTnl 3rd-Gen CALIBRATOR (2) 0.2 ng/mL (apytiksliai)

ST AIA-PACK cTnl 3rd-Gen CALIBRATOR (3 1.0  ng/mL (apytiksliai

ST AIA-PACK cTnl 3rd-Gen CALIBRATOR (4 50  ng/mL (apytiksliai

ST AIA-PACK cTnl 3rd-Gen CALIBRATOR (5 20.0 ng/mL (apytiksliai
(

) )
) )
) )

ST AIA-PACK cTnl 3rd-Gen CALIBRATOR (6) 60.0  ng/mL (apytiksliai)
S

ST AIA-PACK cTnl 3rd-Gen SAMPLE DILUTING SOLUTION 0025515
AIA-PACK WASH CONCENTRATE 0020955
AIA-PACK DILUENT CONCENTRATE 0020956
SAMPLE CUPS (méginio taurelés) 0018581
AIA-PACK DETECTOR STANDARDIZATION TEST CUP 0020970
AIA-PACK SAMPLE TREATMENT CUP 0020971
Papildomi reikalavimai tik AIA NexsIA/AIA-21:
PIPETTE TIPS (pipetés antgaliai) 0018552
PRELOADED PIPETTE TIPS (i$ anksto pripildytos pipetés antgaliai) 0018583
Papildomi reikalavimai tik AIA-600 1I, AIA-900, AIA-1800 ir AIA-2000:
PIPECIY ANTGALIAI 0019215
ANTGALIY PADEKLAS 0019216
PRIPILDYTY PIPECIY ANTGALIAI 0022103

Reikia naudoti tik i§ Tosoh jsigytas medziagas. Negalima keisti i$ kitur jsigyty medziagy, kadangi tyrimo
atlikimas yra tiksliai nusakomas Tosoh medziagomis.

|SPEJIMAI IR ATSARGUMO PRIEMONES

1. ST AIA-PACK cTnl 3rd-Gen skirtas naudoti tik in vitro diagnostikai.

2. Prie$ naudojimg patikrinkite aliuminio pakuotés iSore, ar néra pazeidimo pozymiy. Jei matote
pazeidimy, susisiekite su savo vietiniu , TOSOH" pardavimo atstovu.

3. Vieno tyrimo dékle skirtingy partijy ir skirtingy tyrimy taureliy maisyti negalima.

4. ST AIA-PACK cTnl 3rd-Gen sudétyje yra natrio azido, kuris gali reaguoti su $vinu ir variu
sudarydamas sprogius metaly azidus. ISpildami Siuos reagentus, visuomet nuplaukite dideliu vandens
kiekiu, kad uzkirstuméte kelig azidy susikaupimui.
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10.

11.

12.

1§ Zmogaus kraujo pagamintos medziagos, naudojamos tik ST AIA-PACK cTnl 3rd-Gen
CALIBRATOR SET ruo8ime, buvo patikrintos FDA patvirtintais metodais ir jose nebuvo HBsAg ir HIV-
1 bei HCV antikiny. Kadangi nei vienas tyrimo metodas negali visiSkai uZztikrinti, kad produktai, gauti
i§ Zmogaus kraujo, nepernes infekcijos sukéléjy, rekomenduojama §j produktg naudoti laikantis tokiy
paciy atsargumo priemoniy, kaip naudojant pacienty méginius.

Nenaudokite galiojimo laikui pasibaigus.

ST AIA-PACK cTnl 3rd-Gen buvo sukurtas taip, kad didelés dozés ,kablio efektas” nebebus problema
daugumai méginiy. ,Kablio fenomenas“ gali atsirasti esant didesnei nei 20 000 ng/mL cTnl
koncentracijai.

Dél saugaus utilizavimo rekomenduojama, kad kiekviena laboratorija atitikty nustatytas laboratorijos
proceddras ir vietinius, valstijos bei federalinius jstatymus.

Po atidarymo méginiy skiedimo tirpalo buteliukg laikykite tvirtai uzdarytg sandariu guminiu dangteliu.
UZdarius neSvariu dangteliu galima uZztersti reagenta.

Po naudojimo likusio méginiy skiedimo tirpalo negalima maisyti su kituose buteliukuose esanciu
skysgiu, reikia jj iSmesti, kad neuzterStumeéte kity medziagy.

Serumas, dulkés, metalas ar mikroorganizmai gali sukelti substrato tirpalo irimg. Laikykite Svarioje
aplinkoje, atokiau nuo tiesioginés saulés Sviesos ir ultravioletiniy lempy.

,TOSOH" rekomenduoja kalibravimui naudoti naujg tyrimo taureliy pakelj.

SAUGOJIMAS IR STABILUMAS

Visos neiSimtos i$ taros medziagos yra stabilios iki galiojimo termino datos, nurodytos ant etiketés, kai
saugoma esant nurodytai temperatarai.

Medziagos Katalogo Nr.
2-8°C:

ST AIA-PACK cTnl 3rd-Gen 0025215

ST AIA-PACK cTnl 3rd-Gen CALIBRATOR SET 0025315

ST AIA-PACK cTnl 3rd-Gen SAMPLE DILUTING SOLUTION 0025515

AIA-PACK SUBSTRATE SET I 0020968

AIA-PACK WASH CONCENTRATE 0020955

AIA-PACK DILUENT CONCENTRATE 0020956
1-30°C:

AIA-PACK DETECTOR STANDARDIZATION TEST CUP 0020970

AIA-PACK SAMPLE TREATMENT CUP 0020971

Atidare aliuminio pakuote, ,ST AIA-PACK cTnl 3rd-Gen® tyrimo taureles galite palikti ,TOSOH" AIA
sistemos analizatoriuose (18—25 °C) daugiausiai 10 dieny (10 x 24 valandas). Laikant per naktj prie
2-8 °C temperataros, tyrimo taureles galima naudoti iki 30 dieny (30 astuoniy valandy trukmés cikly
viduje ir 16 valandy $aldytuve). Atidarius aliuminio pakuote, tyrimo taureles reikia sunaudoti per 30
dieny.

ST AIA-PACK cTnl 3rd-Gen CALIBRATOR SET turi bati saugomi gerai uzkimsti ir atSaldyti 2-8 °C
temperatdroje. Atidarius, kalibratorius reikia sunaudoti per 1 diena.

Atidarius, ST AIA-PACK cTnl 3rd-Gen SAMPLE DILUTING SOLUTION galima palikti ,TOSOH" AIA
sistemos analizatoriuose (18-25 °C) daugiausiai 2 dien y (2 x 24 valandas). Per naktj 2-8 °C
temperataroje laikoma méginiy skiedimo tirpalg galima naudoti iki 6 dieny (8 valandy trukmés 6 cikly
viduje ir 16 valandy Saldytuve). Méginiy skiedimo tirpalo negalima naudoti praéjus 90 dieny po
atidarymo, net jeigu jis buvo uzdengtas ir laikomas Saldytuve.

Pagamintas substrato tirpalas yra stabilus 3 dienas esant 18 — 25 °C temperatdrai arba 30 dienas
esant 2 — 8 °C temperatdrai.

Dirbant skiedikliai ir plovimo tirpalai yra stabilds 30 dieny esant 18 — 25 °C temperatarai.

Reagenty negalima naudoti, jei jie atrodo drumsti ar pakeite spalva.

MEGINIY PAEMIMAS IR NAUDOJIMAS

Tyrimui reikia serumo, heparinizuotos plazmos ar EDTA plazmos. NEGALIMA NAUDOTI citruotos
plazmos.

Tiriant seruma, veninio kraujo méginys imamas aseptiSkai be priedy. Laikomas 18-25 °C
temperataroje, kol susidarys kreSulys (paprastai 15—45 minutes), po to centrifuguojamas, kad baty
gautas serumas tyrimui.

Tiriant heparinizuotg ar EDTA plazmg, veninio kraujo meéginys imamas aseptiSkai su nurodytu
priedu. Kuo grei¢iau centrifuguojamas ir plazma atskiriama nuo Igsteliy. Kraujo méginj reikia paimti
pagal méginio paémimo meégintuvélio gamintojo instrukcijas bei pakuotés informacinio lapelio
instrukcijas, kad iSvengtuméte klaidingai Zemy rezultaty® '”. Kuo greigiau centrifuguokite ir atskirkite
plazma nuo Igsteliy.

e Netinkamai centrifuguojant arba méginyje esant fibrino ar daleliy, galima gauti klaidingus rezultatus.

e Meéginyje esant S§arminés fosfatazés inhibitoriy, galima gauti klaidingus rezultatus.

e  Visus méginius patikrinti, ar néra oro burbuliuky ir puty. Prie$ tyrimg pasalinti visus oro burbuliukus.

e  Méginio tipo negalima keisti monitoruojant atskiro paciento tyrimus. Tam tikriems pacientams
nustatytos koncentracijos gali nezymiai skirtis tarp méginiy tipy.

e PieS analize méginius galima laikyti 2 — 8 °C temperataroje iki 24 valandy. Jei analizés negalima
atlikti per 24 valandas, méginj reikia laikyti uzSaldyta esant -20 °C ar Zemesnéje temperatiroje iki 60
dieny.

e Reikia vengti kartotiny uz$aldymo-atSildymo cikly. Prie§ tyrimg drumstus méginius ar méginius,
kuriuose yra daleliy, reikia centrifuguoti. Prie$ tyrimg perkelkite méginius j 18 -25 °C temperatarg ir
Svelniai pamaisykite.

e  Analizei reikia 50 pl méginio.

PROCEDURA

AlA Nex-IA/AIA-21, AIA-600 II, AIA-900, AIA-1800, AIA-2000 ir AIA-360 aparaty iSsamias instrukcijas
galite rasti vartotojo vadove.

Reagenty paruosimas

A. Substrato tirpalas
Prie$ pradédami dirbti su reagentais perneskite visus reagentus | 18 — 25 °C temperatira.
Aparatams jpilkite visg AIA-PACK SUBSTRATE RECONSTITUENT II (100 ml) turinj j AIA-PACK
SUBSTRATE REAGENT Il (liofilizuota), kad istirpdintuméte medziaga kruop$ciai iSmaisykite.

B. Plovimo tirpalas
Visg ,AIA-PACK WASH CONCENTRATE" (100 ml) turinj supilkite j apytiksliai 2,0 | CAP | klasés
arba klinikinés laboratorijos reagenty vandens (anksciau NCCLS | tipas), kaip nurodyta CLSI
GP40-A4-AMD rekomendacijose, gerai iSmaisykite ir pripildykite iki galutinio 2,5 | trio.

C. Skiediklis
Visg ,AIA-PACK DILUENT CONCENTRATE" (100 ml) turinj supilkite | apytiksliai 4,0 | CAP |
klasés arba klinikinés laboratorijos reagenty vandens (anksc¢iau NCCLS | tipas), kaip nurodyta
CLSI GP40-A4-AMD rekomendacijose, gerai iSmaisykite ir pripildykite iki galutinio 5,0 | tario.

Kalibravimo procediira

A. Kalibravimo kreivé
Kalibratoriai, skirti naudoti su ST AIA-PACK cTnl 3rd-Gen, paruosti gravimetriSkai ir palyginti
pagal tarptautinius standartus.
ST AIA-PACK cTnl 3rd-Gen kalibravimo kreivé yra stabili iki 90 dieny. Kalibravimo stabilumas
yra stebimas kokybés kontrolés ir priklauso nuo tinkamo reagenty naudojimo bei Tosoh AIA
sistemos priezilros pagal gamintojo instrukcijas. Gali reikéti dazniau atlikti perkalibravima, jei
valdikliai yra uz nustatyty Sio tyrimo riby, ar, jei atliekamos tam tikros priezitros procedaros (pvz.
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temperatdros reguliavimo, meéginio mechanizmo pakeitimo, plovimo liestuko priezidros ar
daviklio lempos reguliavimo ar pakeitimo).

Daugiau informacijos apie prietaiso valdymg galite rasti Tosoh AIA sistemos vartotojo vadove
Toliau parodyta AIA-1800 kalibravimo kreivé ir rezultaty apskai€iavimui naudojamas algoritmas.

[#cTnI3-055] Galibrator Lot. 2008806506060511
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B. Kalibravimo procedira

1. Procedary instrukcijas galite rasti atitinkamame Tosoh AIA sistemos vartotojo vadove.

2. Patikrinkite, ar | programine jranga jvesti teisingi kalibratoriaus serija ir koncentracijos
skaiciai.

3. ,STAIA-PACK cTnl 3rd-Gen CALIBRATOR" (1) tiekiamas paruostas naudoti.

4. ST AIA-PACK cTnl 3rd-Gen CALIBRATOR® (2)-(6) yra liofilizuotas. Visus lygius reikia
atskiesti 1,0 ml CAP | klasés vandeniu arba klinikinés laboratorijos regenty vandeniu
(anksc¢iau NCCLS | tipas), kaip nurodyta CLSI GP40-A4-AMD rekomendacijose.

5. ,TOSOH" rekomenduoja, kad visi kalibratoriai bty tiriami trimis egzemplioriais.

C. Kalibravimo priimtinumo kriterijai

1. Vidutinis ST AIA-PACK cTnl 3rd-Gen CALIBRATOR (1) greitis turi bati < 0,2 nmol/(l+s).

2. Kadangi yra tiesioginis rySys tarp koncentracijos ir nustatymo greicio, greitis turi padidéti

didéjant koncentracijai.

3. Pakartotinés reikSmes turi bati 10% ribose.

D. Kalibravimo perziira ir priemimas
1. Kruopsdiai perziarékite kalibravimo kreive taikydami auks$éiau iSvardintus kriterijus.
2. Jei reikia, kalibravima pakoreguokite, po to priimkite.
Daugiau informacijos apie kalibravimg galite rasti Tosoh AIA sistemos vartotojo vadove.
lll. Kokybés kontrolés procediira
A. |sigyjamos kontrolés priemonés

Komercinius kontrolinius méginius reikia tirti maziausiai kartg per dieng. Rekomenduojama

naudoti maziausia du (2) kontrolés lygius — normaly ir nenormaly. Laboratorijos strategija tam

tikram tyrimui nurodo:
Kontroliné medziaga:
Daznumas:

Kontrolinés medziagos serijos numeris, priimtinos ribos ir korekciniai veiksmai, kuriy reikia imtis,
jei kontrolés priemonés neatitiks laboratorijos kriterijus, yra atskirame kokybés kontrolés
dokumente, esan¢iame laboratorijoje.

B. Kokybés kontrolés procediira
1. Kokybés kontrolés meéginius naudokite kaip nurodyta atitinkamame analizatoriaus vartotojo
vadove. Be to, iSsamias instrukcijas, kaip apibddinti ir redaguoti bylas, galite rasti Tosoh AIA
sistemos vartotojo vadove.
2. Kokybés kontrolés medziagas, kurias reikia naudoti su Siuo tyrimu, yra nurodyta laboratorijos
proceddra.

IV. Méginiy apdorojimas
A. ParuoSimas
Pagal analizatoriaus vartotojo vadove nurodytas instrukcijas, j instrumentg tinkamai jdékite

méginius. Pirminius mégintuvélius su braksniniais kodais, bei méginio taureles galima naudoti
AlA Nex-IA/AIA-21, AIA-600 II, AIA-900, AIA-1800, AIA-2000 ir AIA-360 aparatuose.
B. Tyrimo procediira
1. Analizuojamiems méginiams paimkite pakankamag ST AIA-PACK cTnl 3rd-Gen tyrimo tauriy
skaiciy.
2. |dékite méginius, kaip nurodyta vartotojo vadove, atlikite analize
Pastaba: AIA NexsIA/AlA-21, AIA-600 II, AIA-900, AIA-2000 ir AIA-1800 aparatams reikia AIA-PACK
SAMPLE TREATMENT CUP, jei skiedZiama aparate.

PASTABOS PROCEDUROMS

1. Liofilizuotg substratg reikia visiskai istirpdinti.

2. ,TOSOH" AIA sistemos analizatoriumi atliekamiems ligandy tyrimams reikia, kad laboratorijoje baty
naudojamas vanduo, CAP nustatytas kaip | klasés arba CLSI nustatytas kaip klinikinés laboratorijos
reagenty vanduo. Vandenj reikia tirti bent kartg per ménes;j; jis turi bati be daleliy, jskaitant bakterijas.
Taip pat reguliariai reikia tikrinti vandens pH. Daugiau informacijos galite rasti CLS|I dokumente
GP40-A4-AMD, reagenty vandens paruoSimas ir tyrimas klinikinéje laboratorijoje, patvirtintos
rekomendacijos, ketvirtasis leidimas.

3. Jei méginio cTnl koncentracija nustatoma didesné nei virSutiné tyrimo riba, 50 ng/mL, mégin;j reikia
skiesti su ST AIA-PACK cTnl 3rd-Gen SAMPLE DILUTING SOLUTION ir istirti pakartotinai pagal
tyrimo procedirg. Rekomenduojamas méginio, kurio koncentracija didesné nei 50 ng/mL, skiedimas
yra 1:10. Pageidaujama skiesti taip, kad praskiesto méginio reikSmé baty 0,02-50 ng/mL.
Praskiedimo koeficientg reikia jvesti j programa. Daugiau informacijos apie méginiy skiedimg galite
rasti Tosoh AlA sistemos vartotojo vadove.

4. Vienu metu Tosoh AIA sistemos analizatoriai galima iSsaugoti dvi skirtingas kalibravimo kreives
kiekvienai analitei. Todél vieno tyrimo metu galima naudoti iki dviejy skirtingy ST AIA-PACK cTnl 3rd-
Gen tyrimo tauriy serijy.

5. Jei tyrimo specifikacijos Siam tyrimui programinéje jrangoje neparuostos, specifikacijas reikia jvesti
pagal tyrimo kodg 088.

REZULTATY APSKAICIAVIMAS

Tosoh AIA sistemos analizatoriai visas méginiy ir reagenty naudojimo procediras atlieka automatiSkai.
Tosoh AlA sistemos analizatoriai nuskaito reakcijos sukeltos fluorescencijos intensyvumg ir intensyvumag
automatiskai pavercia cTnl koncentracija ng/mL.

Méginius, kuriuose reikia skiesti, AIA NexsIA/AIA-21, AIA-600 II, AIA-900, AIA-2000 ir AIA-1800 praskies
automatiskai, ir jei skiedimo veiksnys jraSytas programinéje jrangoje, suskaiiuos rezultatus. Daugiau
iSsamios informacijos apie programuojamus skiedimus galite atitinkamame vartotojo vadove.

REZULTATUY VERTINIMAS

Kokybés kontrolé
Tyrimo atlikimo tikslumui registruoti ir vertinti, rekomenduojama komercinius kontrolinius méginius
tirti pagal vietines taisykles.
Minimalios vidinés kontrolés vykdymo daznumo rekomendacijos yra:



Po kalibravimo reikia istirti vidinés kontrolés méginiy tris koncentracijos lygius, kad bdty galima
patvirtinti kalibravimo kreivés tinkamuma.

Kontrolés tris lygius reikia tirti iS naujo, atlikus tam tikras priezidros procediras (pvz., reguliuojant
temperatlrg, meéginio mechanizmo nustatymus, plovimo zondg, kei¢iant arba reguliuojant
detektoriaus lempa).

Po kasdienés priezidros, tiriami maziausiai du kontroliniy méginiy lygiai, taip patikrinant bendrg
,TOSOH" AlA sistemos analizatoriy veikima.

Jei viena ar kelios kontrolés reikSmés virSija priimtinas ribas, reikés nustatyti kalibravimo kreivés
galiojima, prie$ praneSant paciento rezultatus.
Reikia laikytis standartiniy laboratorijos procediry pagal grieztg kontrolés institucija, kurios

APRIBOJIMAI

Diagnostikos tikslais $io tyrimo rezultatus reikia naudoti kartu su kitais duomenimis (pvz. simptomais,
kity tyrimy rezultatais, klinikiniu vaizdu, gydymu ir t.t.).

Gydytojas turi zZinoti, kad literatdra nurodo galimg troponino | tyrimo saveika, t.y. tiek klaidingai
teigiamus ir klaidingai neigiamus rezultatus. Tyrimai su pacientais, kuriems diagnozuotas
miokarditas ir dilataciné kardiomiopatija rodo, kad Siy ir kity pacienty serume ar plazmoje gali bati
ligai specifiniy Sirdies autoantikdniy. Autoantikdniai sukurti prie$ Sirdies baltymus, kurie gali jtakoti
klaidingai neigiamus rezultatus, jei susidare autoantikiniai sukelia saveika su epitopais,
naudojamais tam tikrame gamintojo tyrime.

Pacienty méginiuose taip pat gali bati Zmogaus antipelés antikiny (HAMA) dél arba natdralios
antikdny gamybos, arba antikiny, pasigaminusiy kaip atsakas j gydymg. HAMA gali sukelti arba
klaidingai teigiamus, arba klaidingai neigiamus rezultatus tyrimuose, kur naudojami pelés
monokloniniai antikiinai. Taip pat Zinomi kiti heterofiliniai antikinai, kurie kliudo S$io tipo tyrimams. ST
AIA-PACK cTnl 3rd-Gen sukurtas sumazinti heterofiliniy antikiiniy poveikj, kad didesniy titry
sgveikos negalima atmesti.

duomenimis, turi bati interpretuojami ypa¢ atsargiai.

Negalima naudoti vien tik cTnl rezultaty. Kaip ir su kitais Sirdies Zymenimis, batina stebéti kilima ir
kritimg per laikg, kad baty galima padéti tiksliai interpretuoti rezultatus. Vartotojams primenama, kad
cTnl pakilimas gali atsirasti dél kity, ne miokardo infarkto, priezas¢iy, o cTnl reikSmés, didesnés uz
tam tikrg lygj, nebuvimas neatmeta UMI ar rimto Sirdies paZeidimo. Skirtingy gamintojy tyrimai gali
duoti skirtingus rezultatus. Tyrime naudojamy epitopy reaktyvumas skiriasi priklausomai nuo tam
tikrame méginyje esancios cTnl formos. Taip pat néra standartizuotas tyrimo kalibravimas tarp
gamintojy.

Naudojant ST AIA-PACK cTnl 3rd-Gen, didZiausia iSmatuojama Sirdies troponino | koncentracija
nepraskiedus yra 50 ng/mL, o maziausia iSmatuojama koncentracija yra 0,02 ng/mL (tyrimo
jautrumas).

ST AIA-PACK cTnl 3rd-Gen tyrimo tikslus tiesiSkumas priklauso nuo naudojamos tam tikros
kalibratoriaus serijos. Nors apytikslé didziausia kalibratoriaus reikSmé yra 60,0 ng/mL, tiksli
koncentracija gali nezymiai kisti. Tyrimo savybé, ASSAY RANGE HIGH (didziausia tyrimo riba),
turéty bati nusakoma kaip tyrimo riby virSutiné riba — 50 ng/mL.

Nors hemolizé tyrimui tyri nezymios reikSmés, hemolizuoti méginiai gali reiksti méginio netinkama
apdorojimg prie$ tyrima, o rezultatus reikia interpretuoti atsargiai.

Lipemija turi nereikSmingos jtakos tyrimui, iSskyrus didelés lipemijos atvejj, kai gali jvykti erdviné
sgveika.

Méginiuose, kuriuose yra fibrino, gali bati arba klaidingai dideli, arba klaidingai mazi rezultatai. Prie$
pradedant tyrima i§ méginio reikia pasalinti fibring.

Méginiai, paimti i$ vaistus gerianc¢iy, gali jtakoti klaidinancius rezultatus.

o Asfotazés Alfa (genetinio rekombinavimo) taikymo atveju, i§ pacienty paimty méginiy tyrimo
rezultatai gali bati klaidingi.

e Norédami labiau suprasti ios procediros apribojimus, Zr. $io informacinio lapelio skyrius MEGINIY
PAEMIMAS IR NAUDOJIMAS, |SPEJIMAI IR ATSARGUMO PRIEMONES, SAUGOJIMAS IR
STABILUMAS bei PASTABOS PROCEDUROMS.

TIKETINOS REIKSMES

Kiekviena laboratorija turéty nustatyti kontrolinj intervalg, atitinkantj tiiamos populiacijos savybes. Kaip ir
visas diagnostines proceddras, klinikinius rezultatus reikia interpretuoti atsizvelgiant j kartu vartojamus
vaistus, skiriamus pacientui. Sirdies troponino | rezultatus reikéty naudoti kartu su bendra paciento
klinikine busena. Méginiy paémimo intervaly protokolas turés poveikio ribinéms reikSméms, kadangi
nustatomas Sirdies troponinas | neaptinkamas kol nepragjo 4 — 6 valandos nuo UMI simptomy pradZios.
Interpretuoti reikia atsizvelgiant j laiko intervalg tarp simptomy ir méginiy paémimo.

I. Kontrolinés ribos
Cia pateiktas intervalas buvo nustatytas heparinizuotoje plazmoje i§ 343 nehospitalizuoty, sveikai
atrodanciy, skirtingo amzZiaus bei azijieciy rasés vyry ir motery. Europoje atlikti tyrimai parodé, kad
kontrolinés vertés taip pat gali bati taikomos ir europieciy populiacijai.

Méginiy skaicius (n) 343

Kontrolinis intervalas < 0,06 ng/mL su 10% CV nustatoma 0.035 ng/ml

99 —oji procentilé 0,04 ng/mL 99-0ji procentilé yra 0,040 ng/ml.
Todeél CV ties 99-ajg procentile < 10%

Il. Funkcinis jautrumas

Remiantis netikslumo profiliu, funkcinis jautrumas buvo 0,035 ng/mL ir 0,01 ng/mL esant 10% CV ir
20% CV atitinkamai.

PERSKAICIAVIMO KOEFICIENTAI
Sirdies troponino | (cTnl) koncentracija $ioje programoje nurodoma ng/mL. Gautas ng/mL vertes
konvertuojant j ug/L vertes, jas reikia padauginti i$ 1,0.

EKSPLOATACIJOS CHARAKTERISTIKOS

TIKSLUMAS
a. Atkuriamumas: Trys serumo meginiai ir trys heparinizuoti plazmos méginiai buvo papildyti trimis
skirtingais cTnl lygiais bei istirti prie$ papildyma ir po papildymo.

Méginys Pradiné cTnl Tikétina Nustatyta Procentas

Reik§mé Pridéta Reik§mé Reik§mé Atstatymas

(ng/mL) (ng/mL) | (ng/mL) (ng/mL) (%)
Serumas A1 0.0 20.1 20.1 19.0 94.7

0.0 10.0 10.0 9.71 96.9

0.0 5.01 5.01 4.66 92.9
Serumas B1 0.0 20.1 20.1 21.9 109.1

0.0 10.0 10.0 9.32 92.9

0.0 5.01 5.01 4.70 93.7
Serumas C1 0.0 20.1 20.1 19.6 97.6

0.0 10.0 10.0 9.30 92.8

0.0 5.01 5.01 4.68 93.4
Plazma A1 0.0 20.1 20.1 21.0 104.5

0.0 10.0 10.0 9.97 99.4

0.0 5.01 5.01 4.68 93.3
Plazma B1 0.0 20.1 20.1 21.9 109.0

0.0 10.0 10.0 9.50 94.8

0.0 5.01 5.01 4.64 92.5
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Méginys Pradiné cTnl Tikétina Nustatyta Procentas
Reik§mé Pridéta ReikS§mé Reik8mé Atstatymas
(ng/mL) (ng/mL) | (ng/mL) (ng/mL) (%)

Plazma C1 0.0 20.1 20.1 21.7 108.5
0.0 10.0 10.0 9.20 91.7
0.0 5.01 5.01 4.74 94.6

b. Praskiedimas: Trys serumo méginiai ir trys heparinizuotos plazmos méginiai, kuriuose yra didelé

Méginys Vidutinis Jungtinis SD cVv

(ng/mL) (ng/mL) (%)
Serumas A3 0.436 0.0104 2.4
Serumas B3 4.01 0.0554 1.4
Serumas C3 32.3 0.420 1.3
Plazma A3 0.422 0.0103 2.5
Plazma B3 3.27 0.0484 1.5
Plazma C3 314 0.318 1.0

cTnl koncentracija, buvo praskiesti ST AIA-PACK cTnl 3rd-Gen SAMPLE DILUTING SOLUTION

b. Bendras tikslumas buvo nustatytas $eSiy kontrolés priemoniy dvigubu tyrimu 20 atskiry tyrimy.

ir istirti.
Méginys Praskiedimas Tikétina Nustatyta Procentas
Koeficientas ReikS§meé ReikSmé Atstatymas
(ng/mL) (ng/mL) (%)
Serumas A2 néra 32.7 32.7 100.0
7.5/10 24.5 24.0 97.8
5.0/10 16.3 15.8 96.6
2.5/10 8.17 7.92 96.9
1.0/10 3.27 3.08 94.4
Serumas B2 néra 32.5 325 100.0
7.5/10 24.3 24.7 101.4
5.0/10 16.2 16.3 100.5
2.5/10 8.12 7.67 94.5
1.0/10 3.25 3.28 101.0
Serumas C2 néra 14.3 14.3 100.0
7.5/10 10.7 11.0 102.8
5.0/10 7.14 7.30 102.1
2.5/10 3.57 3.70 103.5
1.0/10 1.43 1.61 112.7
Plazma A2 néra 34.7 34.7 100.0
7.5/10 26.0 25.8 99.2
5.0/10 17.4 16.9 97.3
2.5/10 8.68 8.72 100.4
1.0/10 3.47 3.69 106.3
Plazma B2 néra 311 311 100.0
7.5/10 23.3 234 100.3
5.0/10 15.5 15.5 99.5
2.5/10 7.77 7.61 98.0
1.0/10 3.1 3.04 97.8
Plazma C2 néra 141 141 100.0
7.5/10 10.6 11.0 103.9
5.0/10 7.06 7.18 101.6
2.5/10 3.53 3.71 104.9
1.0/10 1.41 1.27 89.9

c. Tiesiskumas: ST AIA-PACK cTnl 3rd-Gen tiesiSkumas buvo nustatytas
EP6-A rekomendacijas. TiesiSkumas buvo matuojamas instrumentu AIA-2000 ir buvo nustatytas

0,02 — 50 ng/mL tiesiSkumas su +/- skirtumu Siame intervale.

pagal CLSI protokolo

Kiekvienos tyrimo vidurkiai buvo naudojami apskaiciuojant jungtinj standartinj nuokrypj (SD) ir

nukrypimo koeficientg (CV).

Méginys Vidutinis Jungtinis SD Ccv

(ng/mL) (ng/mL) (%)
Serumas A3 0.436 0.0136 3.1
Serumas B3 4.01 0.104 2.6
Serumas C3 32.3 0.730 2.3
Plazma A3 0.422 0.0146 35
Plazma B3 3.27 0.0938 2.9
Plazma C3 314 0.624 2.0
KORELIACIJA

a. Koreliacija (1) tarp jsigyto cTnl testo (x) ir ST AIA-PACK cTnl 3rd-Gen (y) bei koreliacija (2) tarp
ST AIA-PACK cTnl 2nd-Gen (x) ir ST AIA-PACK cTnl 3rd-Gen (y) nustatyta naudojant atitinkamai
97 ir 95 pacienty méginius.

(1) (2)
Sumazéjimas 0.989 0.939
y- atkarpa -0.194 -0.213
Koreliacijos koeficientas 0.998 0.993
Méginiy skaicius 97 95

b. Koreliacija (1) tarp heparinizuoto plazmo (x) ir serumo (y) bei koreliacija (2) tarp heparinizuoto
plazmo (x) ir EDTA plazmo (y) atliktos su ST AIA-PACK cTnl 3rd-Gen, naudojant, atitinkamai, 96
ir 50 pacienty méginius.

(1) ()
Sumazéjimas 1.079 0.988
y- atkarpa -0.005 -0.043
Koreliacijos koeficientas 0.997 0.996
Méginiy skaicius 96 50

TIKSLUMAS
a. Tyrimo tikslumas buvo nustatytas naudojant $eSias kontrolés priemones i§ viso 20 tyrimy.
Kiekvieno tyrimo metu buvo tiriamos dvi kontrolinés priemonés kopijos. Kiekvienos kopijos
vidurkis buvo naudojamas siekiant gauti jungtinj standartinj nuokrypj (SD), kuris po to
naudojamas nukrypimo koeficientui (CV) apskaiciuoti.

SPECIFISKUMAS

Sios medziagos buvo patikrintos dél kryZzminio reaktyvumo. KryZminis reaktyvumas (%) yra junginiy, kurie
gali bati atpazjstami kaip cTnl, procentas. Jei $iy junginiy méginyje yra tokia pati koncentracija kaip ir

cTnl, galutiniai rezultatai bus padidéje tokiu procentu.

Junginys

Sirdies troponinas T
Sirdies troponinas C
Skeleto troponinas |

Koncentracija

500-2000 ng/mL
500-2000 ng/mL
500-2000 ng/mL

Kryzminis reaktyvumas (%)
0.05

N.D.*

N.D.*

*N.D.: Neaptikta
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JAUTRUMAS

(1) Maziausia aptinkama koncentracija: Apskai€iuota, kad maziausia Sirdies troponino | nustatoma
koncentracija (MDC) yra 0,02 ng/mL. MDC apibldinama kaip cTnl koncentracija, kuri atitinka
fluorescencijos intensyvumag, kuris yra du standartiniai nuokrypiai nuo vidutinio 20 kartotiny ST
AIA-PACK cTnl 3rd-Gen CALIBRATOR (1) nustatymy fluorescencijos intensyvumo.

(2) Nustatymo ribos: ST AIA-PACK cTnl 3rd-Gen aptikimo ribos buvo nustatytos pagal CLSI
protokolo EP17-A rekomendacijas. Tusti méginiai buvo iSmatuoti po 60 kopijy. Se$i nedidelés
koncentracijos méginiai buvo iSmatuoti po 10 karty. Todél ST AIA-PACK cTnl 3rd-Gen aptikimo
riba yra apytiksliai 0,008 ng/mL.

SAVEIKA
Siame tyrime sgveika nusakoma kaip daugiau negu 10 % nuo Zinomos méginio koncentracijos nukrype
rezultatai, kai j zmogaus méginius pridedama Siy medziagy:

Hemoglobinas (iki 440 mg/dl), laisvas bilirubinas (iki 18 mg/dl) ir konjuguotas bilirubinas (iki
18 mg/dl) nejtakoja tyrimo.

Lipemija, nusakoma trigliceridy koncentracija (iki 1600 mg/dl), nejtakoja tyrimo.

Askorbo ragstis (iki 20 mg/dl), nejtakoja tyrimo.

Baltymas, nusakoma Zmogaus albuminy koncentracija (iki 5 g/dl), nejtakoja tyrimo.

EDTA-2K (iki 10 mg/ml), nejtakoja tyrimo.

Heparinas (iki 100 V/ml), nejtakoja tyrimo.
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EU rev. CTNI-020917

Démesio: Sis IFU atitinka IVD (in vitro diagnostikos) direktyva 98/79/EC ir yra skirtas
vartotojams, dirbantiems Europos Sajungos valstybéje naréje.

ST AIA-PACK cTnl 3rd-Gen CALIBRATOR SET

PASKIRTIS

ST AIA-PACK cTnl 3rd-Gen CALIBRATOR SET skirtas in vitro diagnostikai tik ST AIA-PACK cTnl 3rd-
Gen tyrimui kalibruoti.

SANTRAUKA IR PAAISKINIMAS

ST AIA-PACK cTnl 3rd-Gen CALIBRATOR SET sudétyje yra jaucio buferinio serumo albuminas su
nustatytu Sirdies troponino | (cTnl) kiekiu. Kalibravima reikia atlikti pagal pateikta veiksmy seka, esancig
Tosoh AIA sistemos vartotojo vadove.

TIEKIAMOS MEDZIAGOS

Katalogo nr. 0025315
2x1ml ST AIA-PACK cTnl 3rd-Gen CALIBRATOR (1) 0 ng/ml
Buferinis jauCio serumo albuminas, kuriame yra néra aptinkamos cTnl
koncentracijos su natrio azidu kaip konservantu. (Skystis)
2x1ml ST AIA-PACK cTnl 3rd-Gen CALIBRATOR (2) 0.2  ng/ml (apytiksliai
ST AIA-PACK cTnl 3rd-Gen CALIBRATOR (3) 1.0  ng/ml (apytiksliai
ST AIA-PACK cTnl 3rd-Gen CALIBRATOR (4) 5.0 ng/ml (apytiksliai
(
(

R AN AN AN

ST AIA-PACK cTnl 3rd-Gen CALIBRATOR (5) 20.0 ng/ml (apytiksliai
ST AIA-PACK cTnl 3rd-Gen CALIBRATOR (6) 60.0 ng/ml (apytiksliai)
Buferinis jau¢io serumo albuminas, kuriame yra nustatyta cTnl koncentracija
(nurodyta ant kiekvieno buteliuko). (Liofilizuota)

|SPEJIMAI IR ATSARGUMO PRIEMONES

1. ST AIA-PACK cTnl 3rd-Gen CALIBRATOR SET skirtas naudoti tik in vitro diagnostikai.

2. Prie$ naudojima patikrinkite iSorine pakuote ir buteliuka, ar néra pazeidimo pozymiy. Jei matote
pazeidima, susisiekite su savo vietos , Tosoh* pardavimo atstovu.

3. ST AIA-PACK cTnl 3rd-Gen CALIBRATOR (1) sudétyje yra natrio azido, kuris gali reaguoti su Svinu
ir variu sudarydamas sprogius metaly azidus. I1Spildami Siuos reagentus, visuomet nuplaukite dideliu
vandens kiekiu, kad uzkirstuméte kelig azidy susikaupimui.

4. 18 Zmogaus kraujo gautos medziagos, naudojamos $iy kalibratoriy ruosime, buvo patikrintos FDA
patvirtintais metodais ir jose nebuvo HBsAg ir HIV-1 bei HCV antikiny. Kadangi nei vienas tyrimo
metodas negali visiSkai uztikrinti, kad produktai, gauti i§ Zmogaus kraujo, neperne$ infekcijos
sukéléjy, rekomenduojama §j produktg naudoti laikantis tokiy paciy atsargumo priemoniy kaip
naudojant pacienty méginius.

5. Nenaudokite galiojimo laikui pasibaigus.

6. Dél saugaus utilizavimo rekomenduojama, kad kiekviena laboratorija atitikty nustatytas laboratorijos
proceddras ir vietinius, valstijos bei federalinius jstatymus.

REAGENTU PARUOSIMAS

e  Prie$ naudojimag kalibratorius susildykite iki 18 — 25 °C temperataros.

e  Voliumetrinémis pipetémis liofilizuotas kalibracines medziagas tiksliai istirpinkite iki 1 ml tdrio su
CAP | klasés vandeniu arba klinikinés laboratorijos reagenty vandeniu (anks¢iau NCCLS | tipo),
kaip nurodyta CLSI GP40-A4-AMD rekomendacijose.

e Leiskite liofilizuotai medziagai pilnai istirpti, tada prie$ atlikdami kalibravimg kalibratorius $velniai
bei kruop$c¢iai iSmaisykite.

SAUGOJIMAS IR STABILUMAS

e Kai nenaudojate, ST AIA-PACK cTnl 3rd-Gen CALIBRATOR SET visuomet laikykite stacius 2 —
8°C temperatiroje.

e Laikomi neatidaryti ir Saldomi 2 — 8 °C CALIBRATOR SET liks stabilus iki galiojimo termino,
nurodyto etiketéje.

e Jei kalibracinés medziagos atidarytos ar istirpintos, jas reikia sunaudoti per 1 diena, buteliukai turi
bati laikomi sandariai uzkimsti 2—8 °C temperataroje.

PROCEDURA

PASTABA: Zr. KALIBRAVIMO PROCEDUROS, esantias ST AIA-PACK cTnl 3rd-Gen informaciniame
lapelyje. Daugiau procediros instrukcijy apie kalibravimg galite rasti Tosoh AIA sistemos
vartotojo vadove.

1. Kai naudojate naujas kalibratoriy partijas, programinés jrangos tikrinimo byloje jrasykite
kalibratoriaus koncentracijos reikSmes ir partijos numerj. (Daugiau informacijos galite rasti Tosoh
AlA sistemos vartotojo vadove.)

2. ] instrumentg jdékite atitinkama kiekj ST AIA-PACK cTnl 3rd-Gen tyrimo tauriy.

3. | méginio taureles pripilkite atitinkama kiekj kiekvieno kalibratoriaus. (Méginio tarj galite rasti
instrumento programiniame lape.)

4. Atspausdinkite darby sgrasa, o méginiy taureles jdékite j nurodytg padét;.

5. Pasirinkite START (pradéti). Patikrinkite, ar darby sgrase esanti padétis atitinka pradine padétj
ekrane.

REIKSMIY NUSTATYMAS

ST AIA-PACK cTnl 3rd-Gen CALIBRATOR SET yra nustatytos Sirdies troponino | koncentracijos.
Reikmé yra nustatoma serija po serijos ir skirta sudaryti 0,02 - 50 ng/ml cTnl tyrimo kalibravimo ribas.
Sio rinkinio kalibratoriai yra paruoéti gravimetrigkai ir palyginti pagal tarptautinius standartus.

REZULTATAI

1. Vidutinis ST AIA-PACK cTnl 3rd-Gen CALIBRATOR (1) greitis turi bati < 0,2 nmol/(I+s).
2. Kadangi yra tiesioginis rySys tarp koncentracijos ir nustatymo greicio, greitis turi padidéti didéjant

koncentracijoms.
3. Pakartotinés reikSmeés turi bati 10% ribose.
APRIBOJIMAI

ST AIA-PACK cTnl 3rd-Gen CALIBRATOR SET skirtas naudoti tik ST AIA-PACK cTnl 3rd-Gen tyrimo
proceddroms. Nors apytikslé didZiausia kalibravimo reikSmé yra apytiksliai 60 ng/ml, tiksli koncentracija
gali neZymiai kisti. Tyrimo savybé, ASSAY RANGE HIGH (didZiausia tyrimo riba), turéty bati nusakoma
kaip tyrimo riby vir§utiné riba — 50 ng/ml.
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EU rev. BNP-030917

Démesio: Sios naudojimo instrukcijos atitinka IVD (in vitro diagnostikos) direktyva 98/79/EB ir
yra skirtos vartotojams, dirbantiems Europos Sajungos valstybéje naréje

ST AIA-PACK BNP

Kiekybinis imunofermentinis

Smegeny natriuretiniam peptidui (BNP) kiekybiskai nustatyti EDTA plazmoje.
metodas

PAVADINIMAS IR PASKIRTIS

ST AIA-PACK BNP skirtas naudoti TIK IN VITRO DIAGNOSTIKAI kiekybiskai nustatyti smegeny
natriuretinj peptidg (BNP) Zmogaus EDTA plazmoje TOSOH AIA sistemos analizatoriais.

TYRIMO SANTRAUKA IR PAAISKINIMAS

Smegeny natriuretinis peptidas (BNP) yra Sirdies hormonas, kurj sudaro 32 amino rags¢iy likuciai (7).
Struktira yra panasi j kitg $irdies hormona, priesirdZiy natriuretinj peptidg (ANP). Zinoma, kad $ie
peptidai pasizymi diuteriniu, natriuretiniu ir vazodilataciniu poveikiu ir slopina simpatine nervy sistemg
bei renino-angiotenzino-aldosterono sistema (2, 3).

BNP iSsiskyrimas i$ Sirdies padidéja reaguojant j mechanine arba neurohormoning Sirdies stimuliacija,
dél to padidéja BNP kiekis kraujyje. Buvo pastebéta, kad BNP koncentracijos nustatymas naudingas
vertinant Sirdies nepakankamumo sunkumg, stebint Sirdies nepakankamumo gydyma ir nustatant
ilgalaike prognoze (4-8).

TYRIMO PRINCIPAS

ST AIA-PACK BNP dvivietis imunofermentometrinis tyrimas atliekamas ST AIA-PACK BNP tyrimo
taurelése. Tiriamajame meéginyje esantis BNP jungiasi su monokloniniais antiklinais, imobilizuotais
magnetiniuose karoliukuose, ir su fermentais pazymétais monokloniniais antikiinais. Po to magnetiniai
rutuliukai nuplaunami, kad nusiplauty nesujungti fermentu Zyméti monokloniniai antikGinai. Tada
rutuliukai inkubuojami su fluorogeniniu substratu, 4-metilumbeliferilo fosfatu (4MUP). Fermentu
pazyméty monokloniniy antikliny, kurie jungiasi prie karoliuky, kiekis yra tiesiogiai proporcingas BNP
koncentracijai tiriamajame méginyje. Tada sudaroma standartiné kreivé, ir nezinomy méginiy
koncentracija apskai¢iuojama pagal $ig kreive.

TIEKIAMOS MEDZIAGOS

Katalogo Nr. 0025228

ST AIA-PACK BNP 5 déklai x 20 tyrimo taureliy

Plastikinés tyrimo taurelés, kuriose yra dvylika liofilizuoty magnetiniy rutuliuky, padengty anti-BNP pelés
monokloniniu antikinu ir 100 pl anti-BNP pelés monokloniniu antikinu, pazymeéto jauio Sarmine
fosfataze, su natrio azidu kaip konservantu.

REIKALINGOS, TACIAU NETIEKIAMOS MEDZIAGOS

Smegeny natriuretinio peptido analizei su ST AIA-PACK BNP (katalogo Nr. 0025228), naudojant
TOSOH AIA sistemos analizatorius, reikalingos $ios medziagos. Sias medziagas galima atskirai jsigyti
i§ TOSOH.

Medziagos Katalogo Nr.
AIA NexlA arba AlA-21 0018539
AIA NexlA arba AlA-21 LA 0018540
AIA-1800 ST 0019836
1-10

AlA-1800 LA 0019837
AlA-2000 ST 0022100
AlA-2000 LA 0022101
AIA-600 II 0019014
AIA-600 I BCR 0019328
AlA-900 0022930
AlA-360 0019945
AIA-PACK SUBSTRATE SET Il 0020968
AIA-PACK SUBSTRATE REAGENT II/AIA-PACK SUBSTRATE RECONSTITUENT I
ST AIA-PACK BNP CALIBRATOR SET 0025328

ST AIA-PACK BNP CALIBRATOR (1) 0 pg/ml
ST AIA-PACK BNP CALIBRATOR (2) 15 pg/ml (apytiksliai)
ST AIA-PACK BNP CALIBRATOR (3) 40 pg/ml (apytiksliai)
ST AIA-PACK BNP CALIBRATOR (4) 150  pg/ml (apytiksliai)
ST AIA-PACK BNP CALIBRATOR (5) 600  pg/ml (apytiksliai)

( )

ST AIA-PACK BNP CALIBRATOR (6) 2300 pg/ml (apytiksliai
ST AIA-PACK BNP SAMPLE DILUTING SOLUTION 0025528
AIA-PACK BNP CONTROL SET 0025428
AIA-PACK BNP CONTROL LEVEL 1 40 pg/ml (apytiksliai)
AIA-PACK BNP CONTROL LEVEL 2 600 pg/ml (apytiksliai)
AIA-PACK WASH CONCENTRATE 0020955
AIA-PACK DILUENT CONCENTRATE 0020956
TAURELES MEGINIAMS 0018581
AIA-PACK DETECTOR STANDARDIZATION TEST CUP 0020970
AIA-PACK SAMPLE TREATMENT CUP 0020971
Papildomi reikalavimai tik AIA NexsIA / AIA-21:
PIPECIU ANTGALIAI 0018552
PAKRAUTI PIPECIY ANTGALIAI 0018583
Papildomi reikalavimai, dirbant su AIA-600 II, AIA-900, AIA-1800 ir AIA-2000:
PIPECIY ANTGALIAI 0019215
ANTGALIY DEKLAS 0019216
PAKRAUTI PIPECIY ANTGALIAI 0022103

Reikia naudoti tik i§ TOSOH jsigytas medziagas. |sigyti medziagy kitur negalima, nes tyrimo atlikimo
charakteristikos patvirtintos tik dirbant su TOSOH medziagomis.

JSPEJIMAI IR ATSARGUMO PRIEMONES

1. ST AIA-PACK BNP skirtas naudoti tik in vitro diagnostikai.

2. Prie$ naudojimg patikrinkite aliuminio pakuotés iSorg, ar néra pazeidimo pozymiy. Jei matote
pazeidimy, susisiekite su savo vietiniu TOSOH pardavimo atstovu.

3. Vieno tyrimo dékle skirtingy partijy ir skirtingy tyrimy taureliy maisyti negalima.

4. ST AIA-PACK BNP sudétyje yra natrio azido, kuris gali reaguoti su $vinu ir variu sudarydamas
sprogius metaly azidus. ISpildami tokius reagentus, visuomet nuplaukite dideliu vandens kiekiu,
kad azidai nesikaupty.

5. Siam produktui pagaminti nebuvo naudojami Zmogaus organai, ta¢iau kadangi bus tiriami Zmogaus
meéginiai ir kokybés kontrolés produktai gali bati Zzmogiskos kilmés, praSom dirbant su tiriamaisiais ir
kontroliniais méginiais laikytis standartiniy laboratorijos saugumo procedury.

6. Nenaudoti, jei galiojimo laikas pasibaiges.
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11.

12.

ST AIA-PACK BNP buvo sukurtas taip, kad didelés dozés ,kablio efektas” daugumai meéginiy nebaty
problema. ,Kablio efektas” gali atsirasti esant didesnei nei 50 000 pg/ml BNP koncentracijai.

Dél saugaus utilizavimo rekomenduojama, kad kiekviena laboratorija atitikty nustatytas laboratorijos
proceddras ir vietinius jstatymus.

Po atidarymo ST AIA-PACK BNP SAMPLE DILUTING SOLUTION buteliukg laikykite sandariai
uzdarytg guminiu dangteliu. UZdarius ne$variu dangteliu galima uztersti reagenta.

. Po naudojimo likusio méginiy skiedimo tirpalo negalima mai$yti su kituose buteliukuose esanciu

skysgiu, reikia jj iSmesti, kad neuzterStuméte kity medziagy.

Serumas, dulkés, metalas ar mikroorganizmai gali sukelti substrato tirpalo irimg. Laikykite Svarioje
aplinkoje, atokiau nuo tiesioginiy saulés spinduliy ir ultravioletiniy lempy.

TOSOH rekomenduoja kalibravimui naudoti naujg tyrimo taureliy pakel].

SAUGOJIMAS IR STABILUMAS

Visos medziagos neatidarytuose buteliukuose iSliks stabilios iki galiojimo termino, nurodyto etiketéje,
pabaigos, kai saugoma nurodytoje temperatiroje.

Medziagos Katalogo Nr.
2-8 °C:
ST AIA-PACK BNP 0025228
ST AIA-PACK BNP CALIBRATOR SET 0025328
ST AIA-PACK BNP SAMPLE DILUTING SOLUTION 0025528
AIA-PACK BNP CONTROL SET 0025428
AIA-PACK SUBSTRATE SET I 0020968
AIA-PACK WASH CONCENTRATE 0020955
AIA-PACK DILUENT CONCENTRATE 0020956
1-30 °C:
AIA-PACK DETECTOR STANDARDIZATION TEST CUP 0020970
AIA-PACK SAMPLE TREATMENT CUP 0020971

Atidarius aliuminio pakuote, ST AIA-PACK BNP tyrimo taureles galima palikti TOSOH AIA sistemos
analizatoriuose (18-25 °C) daugiausiai 2 paras (2 x 24 valandas). Laikomas per naktj 2-8 °C
temperatdroje tyrimo taureles galima naudoti iki 6 dieny (astuoniy valandy trukmés 6 cikly viduje ir
16 valandy $aldytuve). Atidarius aliuminio pakuote, net ir Saldytuve laikomas tyrimo taureles reikia
sunaudoti per 30 dieny.

ST AIA-PACK BNP CALIBRATOR SET turi bati saugomi gerai uzkimsti ir atSaldyti 2-8 °C
temperatiroje. Atidarius arba paruo$us, etalonus reikia sunaudoti per 1 diena.

Atidarius, ST AIA-PACK BNP SAMPLE DILUTING SOLUTION galima palikti TOSOH AIA sistemos
analizatoriuose (18-25 °C) daugiausiai 3 paras (3 x 24 valandas). Per naktj 2-8 °C temperatdroje
laikomg méginiy skiedimo tirpalg galima naudoti iki 9 dieny (8 valandy trukmés 9 cikly viduje ir 16
valandy $aldytuve). Méginiy skiedimo tirpalo negalima naudoti po 90 dieny po atidarymo, net jeigu
jis buvo uzdengtas ir laikomas Saldytuve.

AIA-PACK BNP CONTROL SET turi bati saugomi gerai uzkimsti ir atSaldyti 2—-8 °C temperataroje.
Atidarius arba paruosus, kontroles reikia sunaudoti per 7 dienas.

Atskiestas substratas iSliks stabilus 3 dienas 18-25 °C temperatdroje arba 30 dieny 2-8 °C
temperatdroje. Darbiniai skiedimo ir plovimo tirpalai bus stabilds 30 dieny 18-25 °C temperataroje.
Reagenty negalima naudoti, jei jie yra drumsti ar pakeite spalva.

MEGINIY PAEMIMAS IR NAUDOJIMAS

1.

Tyrimui reikalinga EDTA plazma. NEGALIMA NAUDOTI serumo, heparinizuotos ar citruotos
plazmos.
3-10

Veninio kraujo méginj reikia paimti aseptiSkai su EDTA. Kuo grei¢iau centrifuguoti ir atskirti plazma
nuo lasteliy.

Méginius reikia imti j PLASTIKINIUS mégintuvélius. Negalima naudoti stikliniy paémimo
meégintuvéliy, nes BNP plazmoje yra nestabilus stikliniuose konteineriuose (9).

Netinkamai centrifuguojant arba méginyje esant fibrino ar daleliy, galima gauti klaidingus rezultatus.
Méginyje esant $arminés fosfatazés inhibitoriy, galima gauti klaidingus rezultatus.

Visus meginius patikrinkite, ar néra oro burbuliuky ir puty. PrieS tyrimg paSalinkite visus oro
burbuliukus.

EDTA plazmos méginius reikia istirti per 3 valandas, kai laikoma 18-25 °C temperatdroje, arba
galima laikyti 2-8 °C temperatdroje iki 8 valandy iki analizés. Jei per 8 valandas tyrimo atlikti
negalite, méginius uzSaldykite -20 °C ar Zemesnéje temperatdroje ir istirkite per 60 dieny.

Reikia vengti kartotiniy uzSaldymo — atSildymo cikly. Prie$ tyrimg drumstus EDTA plazmos
meéginius ar méginius, kuriuose yra daleliy, reikia centrifuguoti. Prie$ tyrima susildykite méginius iki
18-25 °C temperatdros ir Svelniai iSmaiSykite. AtSildyti méginiai turéty bati nedelsiant itirti.
Tyrimams reikia vengti hemolizuoty méginiy, kadangi jie gali parodyti klaidingai mazas
koncentracijas.

10. Tyrimui reikia 50 pyl méginio.
PROCEDURA

AIA NexlA / AlA-21, AIA-600 I, AIA-900, AIA-1800, AIA-2000 ir AIA-360 aparaty iSsamias instrukcijas
galima rasti jy vartotojo vadovuose.

Reagenty paruosimas

A. Substrato tirpalas
Prie§ pradedant dirbti su reagentais pernesti visus reagentus j 18-25 °C temperatlrg. Visg
AIA-PACK SUBSTRATE RECONSTITUENT Il tirpalo tarj (100 ml) supilkite j AIA-PACK
SUBSTRATE REAGENT Il buteliuka ir gerai iSmai$ykite, kad kietos dalelés istirpty.

B. Plovimo tirpalas
Visg AIA-PACK WASH CONCENTRATE (100 ml) turinj supilkite j apytiksliai 2.0 | CAP | klasés
arba klinikinés laboratorijos reagenty vandens (anks¢iau NCCLS | tipas), kaip nurodyta CLSI
GP40-A4-AMD rekomendacijose, gerai iSmaisykite ir pripildykite iki galutinio 2.5 | tario.

C. Skiediklis
Visg AIA-PACK DILUENT CONCENTRATE (100 ml) turinj supilkite j apytiksliai 4.0 | CAP |
klasés arba klinikinés laboratorijos reagenty vandens (anks¢iau NCCLS | tipas), kaip nurodyta
CLSI GP40-A4-AMD rekomendacijose, gerai iSmaisykite ir pripildykite iki galutinio 5.0 | tdrio.

Kalibravimo procedura

A. Kalibravimo kreivé
Etalonai, skirti naudoti su ST AIA-PACK BNP, paruosti gravimetriSkai ir palyginti pagal
tarptautinius standartus.
ST AIA-PACK BNP kalibravimo kreivé islieka stabili iki 90 dieny. Kalibravimo stabilumas yra
stebimas pagal kokybés kontrolés rodiklius ir priklauso nuo tinkamo reagenty naudojimo bei
TOSOH AIA sistemos priezilros pagal gamintojo instrukcijas.
Kalibruoti gali prireikti daZniau, jei kontroliniy méginiy koncentracijos nustatomos uz Siam
tyrimui numatyty riby arba atlikus tam tikras priezidros procedidras (pvz., reguliuojant
temperatdrg, méginio mechanizmo nustatymus, plovimo zondg, reguliuojant arba keiciant
detektoriaus lempg). Daugiau informacijos apie instrumento veikimg galite rasti TOSOH AIA
sistemos vartotojo vadove.



Pavyzdinéje AIA-2000 kalibravimo kreivéje pristatomas ir atkartojamas rezultatams
apskaiciuoti naudojamas algoritmas.
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B. Kalibravimo procedira
1. Procediry instrukcijas galite rasti atitinkamame TOSOH AlA sistemos vartotojo vadove.
2. Patikrinkite, ar programoje jvesta teisinga etalono serija ir koncentracija.
3. ST-AIA-PACK BNP CALIBRATOR (1) tiekiamas paruostas naudoti.
4. ST AIA-PACK BNP CALIBRATOR (2)-(6) yra liofilizuotas. Visus lygius reikia atskiesti
1,0 ml CAP | klasés vandeniu arba klinikinés laboratorijos regenty vandeniu (anksciau
NCCLS | tipas), kaip nurodyta CLSI GP40-A4-AMD rekomendacijose.
5. TOSOH rekomenduoja, kad visi etalonai baty tiriami trimis egzemplioriais.
C. Kalibravimo priimtinumo kriterijai
1. Vidutinis ST AIA-PACK BNP CALIBRATOR (1) greitis turi bati < 2.5 nmol/(l-s).
2. Kadangi yra tiesioginis rySys tarp koncentracijos ir nustatymo greicio, greitis turi padidéti
didéjant koncentracijoms.
3. Replikaty reikSmés turi skirtis ne daugiau kaip 10 %.
D. Kalibravimo perziira ir priemimas
1. Kruopsciai perziarékite kalibravimo kreive atsizvelgdami j pirmiau iSvardytus kriterijus.
2. Jei reikia, kalibravimg pakoreguokite, po to priimkite.
Daugiau informacijos apie kalibravimg galite rasti TOSOH AIA sistemos vartotojo vadove.
lll. Kokybés kontrolés procediira
A. Komercinés kontrolés priemonés
Komercinius kontrolinius méginius reikia tirti maziausiai kartg per diena. Rekomenduojama
naudoti maziausia du kontrolinius meéginius — normaly ir patologinj. Laboratorijos strategija
Siam tyrimui nurodo:
Kontroliné medziaga:
DaZnumas:
Kontrolinés medziagos serijos numeris, priimtinos ribos ir korekciniai veiksmai, kuriy reikia
imtis, jei kontrolés rezultatai neatitiks laboratorijos kriterijy, registruojami atskirame kokybés
kontrolés dokumente, esan¢iame laboratorijoje.
B. Kokybés kontrolés procediira
1. Kokybés kontrolinius méginius naudokite, kaip nurodyta atitinkamame analizatoriaus
vartotojo vadove. Be to, i§samias instrukcijas, kaip sudaryti ir redaguoti bylas, galite rasti
TOSOH AIA sistemos vartotojo vadove.
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2. Kokybés kontrolés medziagas, reikalingas Siam tyrimui, pasirenka kiekviena laboratorija
individualiai.
IV. Méginiy apdorojimas
A. Paruosimas
Pagal analizatoriaus vartotojo vadove nurodytas instrukcijas, j instrumentg tinkamai jdékite
méginius. Pirminius méginius su brtksniniais kodais ir méginiy taureles galima naudoti AIA
Nex-IA / AlA-21, AIA-600 11, AIA-900, AIA-1800, AIA-2000 ir AIA-360 aparatuose.
B. Tyrimo procedira
1. Analizuojamiems méginiams paimkite pakankamai ST AIA-PACK BNP tyrimo taureliy.
2. Sudékite meéginius, kaip nurodyta vartotojo vadove, ir atlikite tyrima.
Pastaba: AIA Nex<IA / AlA-21, AIA-600 II, AIA-900, AIA-1800 ir AIA-2000 aparatams reikia AIA-PACK
SAMPLE TREATMENT CUP, jei skiedziama aparate.

PASTABOS PROCEDUROMS

1. Liofilizuotg substratg reikia visiskai istirpinti.

2. TOSOH AIA sistemos analizatoriumi atliekamiems ligandy tyrimams reikia, kad laboratorijoje baty
naudojamas vanduo, CAP nustatytas kaip | klasés arba CLSI nustatytas kaip klinikinés laboratorijos
reagenty vanduo. Vanden;j reikia tirti bent kartg per ménesj; jis turi bati be daleliy ir bakterijy.
Daugiau informacijos galite rasti CLSI dokumente GP40-A4-AMD, Reagenty vandens paruosimas ir
tyrimas klinikinéje laboratorijoje, patvirtintos rekomendacijos, ketvirtasis leidimas.

3. Jei méginio BNP koncentracija nustatoma didesné nei virSutiné tyrimo riba, 2 000 pg/ml, méginj
reikia skiesti su ST AIA-PACK BNP SAMPLE DILUTING SOLUTION ir istirti pakartotinai pagal
tyrimo procedira. Rekomenduojamas méginiy, kuriuose yra daugiau nei 2 000 pg/ml medziagos,
skiedimas yra 10 karty. Méginj reikia praskiesti taip, kad atskiesto méginio koncentracija baty
4.0-2 000 pg/ml. Skiedimo koeficientg reikia jvesti programoje. Daugiau informacijos apie
meéginiy skiedima galite rasti TOSOH AIA sistemos vartotojo vadove.

4. Vienu metu TOSOH AIA sistemos analizatoriuje galima i§saugoti dvi skirtingas kalibravimo kreives
kiekvienai analitei. Todél vieno tyrimo metu galima naudoti iki dviejy skirtingy ST AIA-PACK BNP
tyrimo taureliy serijy.

5. Jei Siam tyrimui Sioje programinéje jrangoje neparuostos tyrimo specifikacijos, jas reikia jvesti pagal
tyrimo kodg 122.

REZULTATY APSKAICIAVIMAS

TOSOH AIA sistemos analizatoriai visus méginius ir reagentus istiria automatiS§kai. TOSOH AIA
sistemos analizatoriai nuskaito reakcijos sukeltos fluorescencijos intensyvuma ir jj automatiskai pavercia
BNP koncentracija pg/ml.

Méginius, kuriuos reikia skiesti, AIA Nex-IA / AlIA-21, AIA-600 I, AIA-900, AIA-1800 ir AIA-2000
analizatoriai praskies automatiSkai ir, jei skiedimo koeficientas jrasytas programinéje jrangoje,
suskaiciuos rezultatus. Daugiau iSsamios informacijos apie programuojamus skiedimus galite
atitinkamame TOSOH AIA sistemos vartotojo vadove.

REZULTATUY VERTINIMAS

Kokybés kontrolé
Tyrimo atlikimo tikslumui registruoti ir vertinti, rekomenduojama komercinius kontrolinius méginius tirti
pagal vietines taisykles.



Minimalios vidinés kontrolés vykdymo daznumo rekomendacijos yra:
Po kalibravimo reikia istirti dviejy koncentracijos lygiy vidinés kontrolinius méginius, kad bty
galima patvirtinti kalibravimo kreivés tinkamuma.
Dviejy lygiy kontrolés méginius reikia tirti i$ naujo, atlikus tam tikras prieziGros proceddras (pvz.,
reguliuojant temperatdrg, méginio mechanizmo nustatymus, plovimo zondg, kei€iant ar reguliuojant
detektoriaus lempg).
Po kasdienés prieziaros tiriami du kontroliniy méginiy lygiai, taip patikrinamas bendras TOSOH AIA
sistemos analizatoriy veikimas.

Jei vieno ar keliy kontroliniy méginiy reikSmés virSija priimtinas ribas, prie§ praneSant paciento
rezultatus, batina patikrinti, ar kalibravimo kreivé tebéra tinkama.

laboratorija dirba, nurodymus.

PROCEDUROS APRIBOJIMAI

1. Sio tyrimo rezultatus diagnozei reikia naudoti derinant su kitais duomenimis (pvz., simptomais, kity
tyrimy rezultatais, klinikiniu vaizdu, gydymu ir t. t.).

2. Naudojant ST AIA-PACK BNP, didZiausia iSmatuojama BNP koncentracija nepraskiedus yra 2000
pg/ml, maziausia iSmatuojama koncentracija méginyje yra 4.0 pg/ml (tyrimo jautrumas).

3. Nors apytikslé didziausia etalono reikSmé yra 2 300 pg/ml, tiksli koncentracija gali nezymiai kisti.
Tyrimo specifikacija — auk$ciausia tyrimo riba, turéty bati nusakoma kaip tyrimo intervalo virsutiné
riba — 2 000 pg/ml.

4. Siam tyrimui reikia naudoti EDTA plazmos méginius, paimtus j plastikinius mégintuvélius. Siam
tyrimui negalima naudoti EDTA plazmos méginiy, paimty j stiklinius mégintuvélius, serumo,
heparinizuotos arba citruotos plazmos.

5. Tiriant reikia vengti hemolizuoty méginiy, kadangi jie gali parodyti klaidingai mazas koncentracijas.

6. Lipemija turi nereikSmingos jtakos tyrimui, iSskyrus zymios lipemijos atvejus, kai gali jvykti erdviné
sgveika.

7. Meéginiai, paimti i§ vaistus gerian€iyjy ir (arba) gaunanciyjy medikamentinj gydyma, gali duoti
neteisingy rezultaty.

8. Pacienty méginiuose taip pat gali bati Zmogaus antipelés antikiny (HAMA) dél arba natdralios
antikiny gamybos arba antikiiny, pasigaminusiy kaip atsakas j gydyma. HAMA gali sukelti arba
klaidingai teigiamus, arba klaidingai neigiamus tyrimy rezultatus, kai naudojami pelés monokloniniai
antikinai. Taip pat zinomi kiti heterofiliniai antikdinai, kurie kliudo Sio tipo tyrimams. ST AIA-PACK
BNP sukurtas sumazinti heterofiliniy antikiny poveikj, taciau negalima atmesti didesniy titry
sgveikos.

9. Asfotazés Alfa (genetinio rekombinavimo) taikymo atveju, i§ pacienty paimty méginiy tyrimo
rezultatai gali bati klaidingi.

10. Norédami geriau suprasti Sios proceduros apribojimus, skaitykite Sio pakuotés informacinio lapelio
skyrius MEGINIY PAEMIMAS IR TVARKYMAS, |SPEJIMAI IR ATSARGUMO PRIEMONES,
SAUGOJIMAS IR STABILUMAS bei PASTABOS PROCEDUROMS.

TIKETINOS REIKSMES

Kiekviena laboratorija turi nustatyti referentinj intervala, atitinkantj jy laboratorijoje tiriamos populiacijos
savybes. Kaip ir visas diagnostines procediras, klinikinius rezultatus reikia interpretuoti atsizvelgiant j
paciento vartojamus vaistus.

I. Referentiniai intervalai

Cia pateiktas intervalas buvo nustatytas EDTA plazmos méginiuose i§ 130 akivaizdZiai sveiky
azijie€iy asmeny. Europoje atlikti tyrimai parodé, kad kontrolinés vertés taip pat gali bati taikomos ir
europieciy populiacijai.

Kontrolinis intervalas <= 26.5 pg/ml

Il. Perskai¢iavimo koeficientai
BNP koncentracijos Sioje programoje yra iSreikStos pg/ml. Gautas pg/mL vertes konvertuojant j
ng/L vertes, jas reikia padauginti i§ 1,0.
ATLIKIMO CHARAKTERISTIKOS
TIKSLUMAS
a. Atkuriamumas. Trys EDTA plazmos méginiai buvo papildyti trimis skirtingais BNP lygiais ir istirti
pries ir po papildymo.

Méginys Pradiné reikS§mé | Pridétas BNP | Tikétina reikSmé Nustatyta Atkuriamumas
(pg/ml) (pg/ml) (pg/ml) reikSmé (pg/ml) | procentais (%)
Plazma A1 21,3 471 492 475 96,5
21,3 941 962 939 97,6
21,3 1882 1904 1767 92,8
Plazma B1 35,2 462 497 476 95,8
35,2 924 959 884 92,2
35,2 1847 1883 1874 99,6
Plazma C1 20,9 340 361 349 96,6
20,9 681 702 636 90,6
20,9 1362 1382 1257 90,9

b. Praskiedimas. Trys EDTA plazmos méginiai su dideléemis BNP koncentracijomis buvo serijiniu
badu praskiesti ST AIA-PACK BNP SAMPLE DILUTING SOLUTION ir istirti.

Méginys Praskiedimo | Tikétina reikSmé | Nustatyta reikSmeé Atkuriamumas
faktorius (pg/ml) (pg/ml) procentais (%)
Plazma A2 néra 721 721 100,0
7.5/10 540 532 98,6
5.0/10 360 366 101,5
2.5/10 182 186 102,0
1.0/10 74,4 75,0 100,8
Plazma B2 néra 1212 1212 100,0
7.5/10 909 883 97,1
5.0/10 607 607 100,0
2.5/10 304 322 106,1
1.0/10 123 125 102,2
Plazma C2 néra 1728 1728 100,0
7.5/10 1294 1328 102,6
5.0/10 873 886 101,4
2.5/10 432 447 103,5
1.0/10 173 174 100,3




c. TiesiSkumas. ST AIA-PACK BNP tiesiSkumas buvo nustatytas pagal CLSI protokolo EP6-A
rekomendacijas. TiesiSkumas buvo matuojamas instrumentu AIA-2000 ir buvo nustatytas 4.0 —
2 000 pg/dI tiesiSkumas su +/- 10 % skirtumu Siame intervale.

TIKSLUMAS

a. Tikslumas tyrimo viduje buvo nustatytas tris EDTA plazmos kontrolinius méginius tiriant 20
karty. Kiekvieno tyrimo metu kontroliniai méginiai buvo tiriami dublikatais.
dublikato vidurkis buvo panaudotas skai€iuojant bendrg standartinj nuokrypj (SD), kuris po to
buvo naudojamas variacijos koeficientui (CV) apskaiciuoti.

Méginys Vidurkis Bendras SD CcV

(pg/ml) (pg/ml) (%)
Plazma A3 27,7 0,607 2,2
Plazma B3 203 4,74 2,3
Plazma C3 1104 10,6 1,6

b. Bendras tikslumas buvo nustatytas trijy EDTA plazmos kontroliniy méginiy iStyrimu dublikatais
20 atskiry tyrimy.  Kiekvieno tyrimo vidurkiai buvo panaudoti apskaiciuojant bendrg standartinj

nuokrypj (SD) ir variacijos koeficientg (CV).

Méginys Vidurkis Bendras SD CcVv

(pg/ml) (pg/ml) (%)
Plazma A3 27,7 0,791 2,9
Plazma B3 203 5,12 25
Plazma C3 1104 13,5 2,1

SPECIFISKUMAS

Sios medziagos buvo patikrintos dél kryzminio reaktyvumo. KryZminis reaktyvumas (%) yra junginiy,
kurie gali bati atpazjstami kaip BNP, procentas. Jei Siy junginiy méginyje yra tokia pati koncentracija
kaip ir BNP, galutiniai rezultatai bus padidéje nurodytu procentu.

Peptidai Kryzminis reaktyvumas (%)
h-ANP N.D.
h-CNP N.D.
Endotelinas N.D.

(N.D. neaptikta)

JAUTRUMAS

Nustatymo ribos: ST AIA-PACK BNP tyrimo galimybiy ribos buvo nustatytos pagal CLSI protokolo
EP17-A rekomendacijas. Tu¢ias méginys buvo tirtas 60 karty. Sesi nedidelés koncentracijos méginiai
buvo iSmatuoti po 10 karty. Galiausiai apskaiciuota ST AIA-PACK BNP nustatymo riba buvo 1,9 pg/m.

SAVEIKA

Siame tyrime sgveika nusakoma daugiau kaip negu 10 % nuo Zinomos méginio koncentracijos nukrype

rezultatai, kai | Zmogaus méginius pridedama Siy medziagy:

1. Hemoglobinas (iki 130 mg/dl), laisvas bilirubinas (iki 15 mg/dl) ir konjuguotas bilirubinas (iki
19 mg/dl) neturi jtakos tyrimui.

2. Lipemija, nusakoma trigliceridy koncentracija (iki 1 600 mg/dl), neturi jtakos tyrimui.

3. Askorbo ragstis (iki 20 mg/dl) neturi jtakos tyrimui.

4. Baltymas, nusakomas Zmogaus albuminy koncentracija (iki 50 mg/ml, pridéjus j méginj ir sveikai
atrodangiy tiriamuyjy), neturi jtakos tyrimui.
5. Heparinas (iki 100 U/ml) neturi jtakos tyrimui.
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Démesio. Sis IFU atitinka IVD direktyvos 98/79/EB reikalavimus ir yra skirtas Europos Sajungos
valstybése narése dirbantiems naudotojams.

AIA-PACK® BNP CONTROL SET

PASKIRTIS

AIA-PACK BNP CONTROL SET yra skirtas tik sveikatos priezitros specialisty atliekamai in vitro
diagnostikai kokybés kontrolés proceddry metu, darant ST AIA-PACK BNP ir CL AIA-PACK BNP
tyrimus.

SANTRAUKA IR PAAISKINIMAS

AIA-PACK BNP CONTROL SET sudétyje yra buferinio jauc¢io serumo albumino su nustatytu smegeny
natriuretinio peptido (BNP) kiekiu. BNP kontroles reikia paleisti kiekvieng diena, kada yra suplanuoti
BNP tyrimai.

TURINYS — - — -
Méginiai Zinomomis vertémis, 2 lygiy

Kat. Nr. 0025428

2x1ml AIA-PACK BNP CONTROL LEVEL 1

Buferinis jaucio serumo albuminas, kuriame yra nustatytas 40 pg/ml BNP kiekis
(liofilizuotas). Informacija apie nustatytas koncentracijos ribas pateikiama
buteliuko etiketéje.

2x1ml AIA-PACK BNP CONTROL LEVEL 2
Buferinis jaucio serumo albuminas, kuriame yra nustatytas 600 pg/ml BNP kiekis
(liofilizuotas). Informacija apie nustatytas koncentracijos ribas pateikiama
buteliuko etiketéje.

JSPEJIMAI IR ATSARGUMO PRIEMONES

1. AIA-PACK BNP CONTROL SET skirtas naudoti tik in vitro diagnostikai.

2. Pries$ naudojima patikrinkite, ar pakuoté ir buteliuko iSoré néra pazeista. Jei matote pazeidimy,
susisiekite su vietiniu ,Tosoh* pardavimy atstovu.

3. Nors Siuose kontroliniuose méginiuose néra Zmogaus kilmés medziagy, produkta vis tiek
rekomenduojame naudoti laikantis tokiy pat atsargumo priemoniy, kokiy yra laikomasi naudojant
pacienty méginius.

4. Nenaudokite, jei galiojimo laikas pasibaiges.

5. Saugy atlieky utilizavima uztikrinsite laikydamiesi nustatyty laboratorijos procedary ir vietiniy,
valstijos bei federaliniy jstatymuy.

REAGENTY PARUOSIMAS
Prie$ naudojimg kontrolinius méginius susildykite iki 18—-25 °C temperataros. Volumetrinémis pipetémis
liofilizuotus kontrolininius méginius tiksliai iSpilstykite po 1 ml, atskiesdami CAP | klasés vandeniu arba

laboratoriniu reagento vandeniu (anks€iau NCCLS | tipo), kaip nurodyta CLSI C3—A4 rekomendacijose.
Leiskite liofilizuotai medziagai visiskai istirpti.

SAUGOJIMAS IR STABILUMAS

e Nenaudojama AIA-PACK BNP CONTROL SET visada laikykite vertikalioje padétyje 2—-8 °C
temperataroje.

e Laikomi neatidaryti 2—-8 °C temperatiros aplinkoje, kontrolinio rinkinio tirpalai liks stabilQs iki
galiojimo termino, nurodyto etiketéje, pabaigos.

e Jei kontrolés medziagos atidarytos ar istirpintos, jas reikia sunaudoti per 7 dienas, buteliukai turi bati
laikomi sandariai uzkimsti 2—8 °C temperataroje.

PROCEDURA

Papildomi procediry nurodymai dél kokybés kontrolés pateikiami , Tosoh AIA® sistemos operatoriaus

vadove arba , Tosoh AIA-CL" analizatoriaus operatoriaus vadove.

1. | prietaisg jdékite reikiama tyrimo taureliy kiekj.

2. ] tyrimo taureles jpilkite reikiamg kiekvieno kontrolinio méginio kiek|. (Reikiamg méginio kiekj rasite
nurodytg prietaiso darbo lape).

3. Darby sgra$a atspausdinkite, o tyrimo taureles sudékite j nurodytas vietas.

4. Pasirinkite ,START". Patikrinkite, ar darby sarase nurodytos vietos atitinka ekrane nurodytas
vietas.

REIKSMIY NUSTATYMAS

AIA-PACK BNP CONTROL SET sudétyje yra zinoma BNP koncentracija. Priskirta reikSmé nustatoma
pagal serijg ir skirta nustatyti apytiksles 40-600 pg/ml BNP tyrimo tikslines kontrolés ribas. Kadangi
tyrimo reikSmeés priklauso nuo tyrimo procediry bei kity veiksniy, kiekviena laboratorija turéty nustatyti
savo stebimo tyrimo procedaros ribas.

APRIBOJIMAI

AIA-PACK BNP CONTROL SET skirtas naudoti tik ST AIA-PACK BNP ir CL AIA-PACK BNP tyrimo
procedlroms.

AlA ir AIA-PACK yra registruoti ,Tosoh Corporation” prekiy Zenklai Europos Sagjungoje ir kt.

C€

TOSOH CORPORATION
3-8-2, Shiba-Koen, Minato-ku M
TOKYO 105-8623 (JAPONIJA)

Tel.: +81 (0)3 5427 5181 Faks.: +81 (0)3 5427 5220

TOSOH EUROPE N.V. m

Transportstraat 4
B-3980 TESSENDERLO, BELGIJA
Tel.: +32 (0)13 66 88 30 Faks.: +32 (0)13 66 47 49
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Démesio: Sios naudojimo instrukcijos atitinka IVD (in vitro diagnostikos) direktyva 98/79/EB ir
yra skirtos vartotojams, dirbantiems Europos Sajungos valstybéje naréje

ST AIA-PACK BNP CALIBRATOR SET

PASKIRTIS

ST AIA-PACK BNP CALIBRATOR SET skirtas TIK IN VITRO DIAGNOSTIKAI ST AIA-PACK BNP
tyrimui kalibruoti.

SANTRAUKA IR PAAISKINIMAS

ST AIA-PACK BNP CALIBRATOR SET sudétyje yra buferinio jau¢io serumo albumino su nustatytu
smegeny natriuretinio peptido (BNP) kiekiu. Kalibravimg reikia atlikti pagal TOSOH AIA sistemos
vartotojo vadove nurodytg tvarkarast;.

APIBUDINIMAS

Katalogo Nr. 0025328

2x1ml ST AIA-PACK BNP CALIBRATOR (1) 0 pg/mi
Buferinis jaucio serumo albuminas, kuriame néra aptinkama BNP koncentracija su
natrio azidu kaip konservantu (skystis).

2x1ml ST AIA-PACK BNP CALIBRATOR (2) 15 pa/ml (apytiksliai)
ST AIA-PACK BNP CALIBRATOR (3) 40 pg/ml (apytiksliai)
ST AIA-PACK BNP CALIBRATOR (4) 150  pg/ml (apytiksliai)
ST AIA-PACK BNP CALIBRATOR (5) 600  pg/ml (apytiksliai)
ST AIA-PACK BNP CALIBRATOR (6) 2300 pg/ml (apytiksliai)

Buferinis jaucio serumas albuminas, kuriame yra nustatyta BNP koncentracija
(nurodyta ant kiekvieno buteliuko) su natrio azidu kaip konservantu (liofilizuotas).

JSPEJIMAI IR ATSARGUMO PRIEMONES

1. STAIA-PACK BNP CALIBRATOR SET skirtas naudoti tik in vitro diagnostikai.

2. Prie§ naudojimg patikrinkite pakuote ir buteliukg, ar néra pazeidimo pozymiy. Jei matote
pazeidimy, susisiekite su savo vietiniu TOSOH pardavimo atstovu.

3. Medziagoje yra natrio azido, kuris gali reaguoti su vamzdyny $vinu bei variu ir sudaryti sprogiuosius
metaly azidus. I$pildami tokius reagentus, visuomet nuplaukite dideliu vandens kiekiu, kad azidai
nesikaupty.

4. Nors Siuose etalonuose néra i§ Zmogaus organy pagaminty medziagy, produkta rekomenduojame
naudoti laikantis tokiy pat atsargumo priemoniy kaip ir naudojant pacienty méginius.

5. Nenaudoti, jei galiojimo laikas pasibaiges.

6. Dél saugaus utilizavimo rekomenduojama, kad kiekviena laboratorija atitikty nustatytas laboratorijos
proceddras ir vietinius jstatymus.

REAGENTUY PARUOSIMAS

Prie$ naudodami, etalonus susildykite iki 18—25 °C temperatdros. Voliumetrinémis pipetémis liofilizuotus
etalonus tiksliai iStirpinkite iki 1 ml tdrio su CAP | klasés vandeniu arba klinikinés laboratorijos reagenty
vandeniu (anks€iau NCCLS | tipo) kaip nurodyta CLSI GP40-A4-AMD rekomendacijose. Leiskite
liofilizuotai medziagai visiSkai istirpti, tada, prie$ atlikdami kalibravima, etalonus Svelniai ir kruopsc¢iai
iSmaiSykite.

SAUGOJIMAS IR STABILUMAS

° Nenaudojamus ST AIA-PACK BNP CALIBRATOR SET buteliukus visuomet laikykite stacius
2-8°C temperatiroje.

° Laikomas neatidarytas 2—-8 °C temperatiroje etalony rinkinys liks stabilus iki galiojimo termino,
nurodyto etiketéje, pabaigos.

. Jei kalibracinés medziagos atidarytos ar istirpintos, jas reikia sunaudoti per 1 dieng, buteliukai turi
bati laikomi sandariai uzkimsti 2—-8 °C temperataroje.

PROCEDURA

PASTABA. Zr. ST AIA-PACK BNP jdétinio lapelio skyriy KALIBRAVIMO PROCEDURA. Apie

papildomus proceddrinius nurodymus dél kalibravimo Ziarékite TOSOH AIA sistemos vartotojo vadova.

1. Kai naudojate naujas etalony partijas, programinés jrangos patikrinimo byloje jrasykite etalono
koncentracijos reikSmes ir partijos numerj. (Daugiau informacijos galite rasti TOSOH AIA sistemos
vartotojo vadove.)

2. | instrumentg jdékite atitinkama kiekj ST AIA-PACK BNP tyrimo taureliy.

3. | méginio taureles jpilkite reikiamg kiekvieno etalono kiekj. (Reikiamg meéginio tirj galite rasti
instrumento darbalapyje.)

4. Atspausdinkite darbalapj, o méginio taureles sudékite j nurodytas pozicijas.

5. Pasirinkite START (pradéti). Patikrinkite, ar darbalapyje nurodytos pozicijos atitinka prading padétj
ekrane.

REIKSMIY NUSTATYMAS

ST AIA-PACK BNP CALIBRATOR SET sudétyje yra nustatyta BNP koncentracija. Priskirta reikSmé
nustatoma pagal serijg ir pagal jg apibréziamos apytikslés 4.0—-2000 pg/ml BNP tyrimo kalibravimo ribos.
Sio rinkinio etalonai paruoéti gravimetriniu badu ir yra palyginti su vidiniais kontrolés standartais.

REZULTATAI

1. Vidutinis ST AIA-PACK BNP CALIBRATOR (1) greitis turi bati < 2.5 nmol/(Iss).
2. Kadangi yra tiesioginis rySys tarp koncentracijos ir nustatymo greicio, greitis turi didéti didéjant

koncentracijai.
3. Replikaty reikSmes turi skirtis ne daugiau kaip 10 %.
APRIBOJIMAI

ST AIA-PACK BNP CALIBRATOR SET skirtas naudoti tik ST AIA-PACK BNP tyrimo procediroms.
Nors apytikslé didziausia etalono reikSmé yra 2 300 pg/ml, tiksli koncentracija gali nezymiai kisti.
Tyrimo specifikacija — auk$ciausia tyrimo riba, turéty bati nusakoma kaip tyrimo intervalo virSutiné riba —
2 000 pg/ml.

C€

TOSOH CORPORATION
3-8-2, Shiba-Koen, Minato-ku M
TOKYO 105-8623 (JAPONIJA)
Tel. +81 (0) 3 5427 5181 Faks. +81 (0)3 5427 5220

TOSOH EUROPE N.V. m

Transportstraat 4
B-3980 TESSENDERLO, BELGIJA
Tel. +32 (0) 13 66 88 30 Faks. +32 (0)13 66 47 49
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Démesio: Sios naudojimo instrukcijos atitinka IVD (in vitro diagnostikos) direktyva 98/79/EB ir
yra skirtos vartotojams, dirbantiems Europos Sajungos valstybéje naréje

ST AIA-PACK TSH

Kiekybinis imunofermentinis
PASKIRTIS metodas

ST AIA-PACK TSH skirtas naudoti diagnostikai in vitro tik skydliauke stimuliuojan¢iam hormonui (TSH
arba tirotropinui) kiekybiSkai nustatyti Zmogaus serume arba heparinizuotoje plazmoje Tosoh AIA
sistemos analizatoriais.

SANTRAUKA IR PAAISKINIMAS

Skydliauke stimuliuojantis hormonas yra glikoproteininis hormonas, kurj iSskiria hipofizés priekiné dalis.
Kai sumazinamas hipofizés atgalinio rySio slopinimas sumazéjus skydliaukés hormony (T4 ir Ts)
gamybai, TSH padidéja kad padidéty skydliaukés hormony gamyba. Sis padidéjimas jvyksta, kai
pacientas dar be simptomy ir todél ankstyvas ir labai jautrus hipotiroidizmo pozymis (7-5). TSH taip pat
reguliuoja hipotalaninj peptida, tirotroping i§skiriamajj hormong (TRH).

Tikslus serumo TSH nustatymas yra labai naudingas ir jautrus tyrimas pirminiam hipotiroidizmui
nustatyti, kai serumo skydliaukés hormony koncentracijos yra sumazéjusios, o serumo TSH
koncentracijos yra zymiai padidéjusios. Serumo TSH nustatyma taip pat galima naudoti diferencijuojant
tarp hipofizio (antrinio) ir pagumburio (tretinio) hipotiroidizmo (6-9). Taikant monokloniniy antikiiny
metoda, kuris suteikia bating specifiSkuma ir jautrumg, TSH nustatymo naudingumas diagnozuojant
hipertiroidizma, atskiriant nuo eutiroidizmo, buvo labai gerai jrodytas (70,71).

TYRIMO PRINCIPAS

ST AIA-PACK TSH dvivietis imunofermentometrinis tyrimas, visas atliekamas ST AIA-PACK TSH
tyrimo taurelése. Tiriamajame méginyje esantis TSH jungiasi su monokloniniais antikdnais,
imobilizuotais magnetiniuose karoliukuose ir su monokloniniais antikdinais, sujungtais su jaucio $armine
fosfataze, AIA-PACK tyrimo taurelése. Magnetiniai karoliukai nuplaunami, kad bdty paSalinti
neprisijunge fermentu pazyméti monokloniniais antiklnai, ir tada inkubuojamas su fluorogenine
medziaga, 4 metilumbeliferilfosfatu (4MUP). Fermento, konjuguoto su monokloninio antiklinu, kuris
riSasi su rutuliukais, kiekis yra proporcingas meéginyje esanciai TSH koncentracijai. Standartinis kreivé
yra sukonstruota, o nezinomos méginio koncentracijos yra apskaiciuojamos naudojant $ig kreive.

TIEKIAMOS MEDZIAGOS

Katalogo nr. 0025294

ST AIA-PACK TSH 5 dékly x 20 tyrimo taureliy

Plastikinés testy taurelés, kuriuose yra dvylika liofilizuoty magnetiniy granuliy, padengty anti-TSH pelés
monokloniniu antikdinu ir 50 pl anti-TSH pelés monokloninio antikino, konjuguotas su galvijy $armine
fosfataze su natrio azidu kaip konservantu.

REIKALINGOS, TACIAU NEPATEIKTOS MEDZIAGOS

TSH analizei su ST AIA-PACK TSH (Katalogo nr. 0025294) naudojant TOSOH AIA sistemos
analizatorius reikalingos Sios medziagos. Visas medziagas reikalingas tyrimui atlikti galima jsigyti i$
Tosoh.

1-1

Medziagos Katalogo Nr.
AIA Nex-lA arba AlA-21 0018539
AlA Nex-IA arba AIA-21 LA 0018540
AlA-1800 ST 0019836
AIA-1800 LA 0019837
AlA-2000 ST 0022100
AIA-2000 LA 0022101
AIA-600 Il 0019014
AlA-600 Il BCR 0019328
AlA-900 0022930
AlA-360 0019945
AIA-PACK SUBSTRATE SET II 0020968
AIA-PACK SUBSTRATE REAGENT Il / AIA-PACK SUBSTRATE RECONSTITUENT I
AIA-PACK TSH 3rd-Gen CALIBRATOR SET 0020394

AIA-PACK TSH 3rd-Gen CALIBRATOR (1) 0 plu/mi

AIA-PACK TSH 3rd-Gen CALIBRATOR (2) 0.2 ulU/ml (apytiksliai)
AIA-PACK TSH 3rd-Gen CALIBRATOR(3) 5.0  ulU/ml (apytiksliai)
AIA-PACK TSH 3rd-Gen CALIBRATOR (4) 25  ulU/ml (apytiksliai)
AIA-PACK TSH 3rd-Gen CALIBRATOR (5) 50  ulU/ml (apytiksliai)
AIA-PACK TSH 3rd-Gen CALIBRATOR (6) 110  ulU/ml (apytiksliai)

AIA-PACK TSH 3rd-Gen SAMPLE DILUTING SOLUTION 0020594
AlA-PACK WASH CONCENTRATE 0020955
AlA-PACK DILUENT CONCENTRATE 0020956
SAMPLE CUPS (Méginio taurelés) 0018581
AIA-PACK DETECTOR STANDARDIZATION TEST CUP 0020970
AlA-PACK SAMPLE TREATMENT CUP 0020971
Papildomi reikalavimai AIA Nex+IA/AIA-21 only:
PIPETTE TIPS (Pipeciy antgaliai) 0018552
PRELOADED PIPETTE TIPS (Pripildyty pipeciy antgaliai) 0018583
Papildomi reikalavimai AIA-600 II, AIA-900, AIA-1800, AIA-2000:
PIPETTE TIPS (Pipectiy antgaliai) 0019215
TIP RACK (Antgaliy stovas) 0019216
PRELOADED PIPETTE TIPS (Pripildyty pipeciy antgaliai) 0022103

Reikia naudoti tik i§ Tosoh jsigytas medziagas. Negalima keisti i§ kitur jsigyty medziagy, kadangi
tyrimo atlikimas yra tiksliai nusakomas Tosoh medziagomis.

ISPEJIMAI IR ATSARGUMO PRIEMONES

1.
2.

ST AIA-PACK TSH skirtas naudoti tik in vitro diagnostikai.
Prie§ naudojimg patikrinkite aliuminio pakuotés iSore, ar néra paZeidimo pozymiy. Jei matote
pazeidimy, susisiekite su savo vietiniu , TOSOH" pardavimo atstovu.
Vieno tyrimo dékle skirtingy partijy ir skirtingy tyrimy taureliy maidyti negalima.
ST AIA-PACK TSH sudétyje yra natrio azido, kuris gali reaguoti su $vinu ir variu sudarydamas
sprogius metaly azidus. I3pildami Siuos reagentus, visuomet nuplaukite dideliu vandens kiekiu, kad
uzkirstuméte kelig azidy susikaupimui.
Siam produktui pagaminti nebuvo naudojamas Zmogaus serumas; tatiau kadangi meginiams bus
naudojami Zmogaus méginiai ir kiti laboratorijos kokybés kontrolés produktai gali bati pagaminti i$
Zmogaus serumo, prasome laikytis standartiniy laboratorijos saugumo procediry naudojant visus
méginius ir kontrolinius méginius.
Nenaudokite galiojimo laikui pasibaigus.

2 - 11
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7. ST AIA-PACK TSH buvo sukurtas taip, kad didelés dozés ,kablio efektas“ nebebus problema
daugumai méginiy. Méginiai, kuriy TSH koncentracijos tarp 100 ir 5 000 plU/ml, bus nuskaitomos
kaip >100 plU/ml. ,Kablio efekto” fenomenas gali atsirasti TSH koncentracijoms >5 000 plU/ml.

8. Dél saugaus utilizavimo rekomenduojama, kad kiekviena laboratorija atitikty nustatytas laboratorijos
proceddras ir vietinius, valstijos bei federalinius jstatymus.

9. Po atidarymo méginiy skiedimo tirpalo buteliukg laikykite tvirtai uzdarytg sandariu guminiu dangteliu.
UZdarius nesvariu dangteliu galima uztersti reagenta.

10. Po naudojimo likusio méginiy skiedimo tirpalo negalima maisyti su kituose buteliukuose esanciu
skys¢iu, reikia jj iSmesti, kad neuzterStuméte kity medziagy.

11. Serumas, dulkés, metalas ar mikroorganizmai gali sukelti substrato tirpalo irima. Laikykite Svarioje
aplinkoje, atokiau nuo tiesioginés saulés Sviesos ir ultravioletiniy lempy.

12. ,TOSOH" rekomenduoja kalibravimui naudoti naujg tyrimo taureliy pakelj.

SAUGOJIMAS IR STABILUMAS

Visos neisimtos i$ taros medziagos yra stabilios iki galiojimo termino datos, nurodytos ant etiketés, kai
saugoma esant nurodytai temperatarai.

Medziagos Katalogo Nr.
2-8 «C:

ST AIA-PACK TSH 0025294

AIA-PACK TSH 3rd-Gen CALIBRATOR SET 0020394

AIA-PACK TSH 3rd-Gen SAMPLE DILUTING SOLUTION 0020594

AIA-PACK SUBSTRATE SET Il 0020968

AIA-PACK WASH CONCENTRATE 0020955

AIA-PACK DILUENT CONCENTRATE 0020956
1-30 °C:

AIA-PACK DETECTOR STANDARDIZATION TEST CUP 0020970

AlA-PACK SAMPLE TREATMENT CUP 0020971

- Atidare aliuminio pakuote, ,ST AIA-PACK TSH* tyrimo taureles galite palikti ,TOSOH" AIA sistemos
analizatoriuose (18—25 °C) daugiausiai 10 dieny (10 x 24 valandas). Laikant per naktj prie 2-8 °C
temperataros, tyrimo taureles galima naudoti iki 30 dieny (30 astuoniy valandy trukmés cikly viduje ir
16 valandy $aldytuve). Atidarius aliuminio pakuote, tyrimo taureles reikia sunaudoti per 30 dieny.

- AIA-PACK TSH 3rd-Gen CALIBRATOR SET turi bati saugomi gerai uzkimsti ir atSaldyti 2-8 °C
temperatroje. Atidarius, kalibratorius reikia sunaudoti per 1 diena.

- Atidarius, AIA-PACK TSH 3rd-Gen SAMPLE DILUTING SOLUTION galima palikti ,TOSOH* AIA
sistemos analizatoriuose (18-25 °C) daugiausiai 3 dieny (3 x 24 valandas). Per naktj 2-8 °C
temperataroje laikomg méginiy skiedimo tirpalg galima naudoti iki 9 dieny (8 valandy trukmés 9 cikly
viduje ir 16 valandy Saldytuve). Meéginiy skiedimo tirpalo negalima naudoti praéjus 90 dieny po
atidarymo, net jeigu jis buvo uzdengtas ir laikomas Saldytuve.

- Pagamintas substrato tirpalas iSliks stabilus 3 dienas esant 18—-25 °C temperatirai arba 30 dienas
esant 2-8 °C temperatdrai.

- Dirbant skiedikliai ir plovimo tirpalai yra stabilds 30 dieny esant 18-25 °C temperattrai. Reagenty
negalima naudoti, jei jie atrodo drumsti ar pakeite spalva.

MEGINIY PAEMIMAS IR NAUDOJIMAS

e Tyrimui reikalingas serumas ar heparinizuota plazma. NEGALIMA NAUDOTI EDTA ir citruotos
plazmos.

3- 11

e Tiriant seruma, veninio kraujo méginys imamas aseptiSkai be priedy. Laikomas 18-25 °C
temperatdroje, kol susidarys kresulys (paprastai 1545 minutes), po to centrifuguojamas, kad baty
gautas serumas tyrimui.

e Tiriant heparinizuotg plazma, veninio kraujo méginys imamas aseptiSkai su nurodytu priedu. Kuo

grei€iau centrifuguojamas ir plazma atskiriama nuo Igsteliy.

Netinkamai centrifuguojant arba méginyje esant fibrino ar daleliy, galima gauti klaidingus rezultatus.

Méginyje esant §arminés fosfatazés inhibitoriy, galima gauti klaidingus rezultatus.

Visus méginius patikrinti, ar néra oro burbuliuky ir puty. Pries$ tyrimg pasalinti visus oro burbuliukus.

Méginio tipo negalima keisti monitoruojant atskiro paciento tyrimus. Tam tikriems pacientams

nustatytos koncentracijos gali nezymiai skirtis tarp meéginiy tipy.

e Pies analiz¢ méginius galima laikyti 2-8°C temperatiroje iki 7 dieny. Jei analizés negalima atlikti per
7 dienas, méginj reikia laikyti uzsaldytg esant -20 °C ar Zemesnéje temperattroje iki 60 dieny.

e Reikia vengti kartotiny uz$aldimo-atSildymo cikly. Prie$ tyrimg drumstus méginius ar méginius,
kuriuose yra daleliy, reikia centrifuguoti. Prie$ tyrima perkelkite méginius j 18-25 °C temperattra ir
Svelniai pamaisykite.

e Analizei reikia 100 | méginio.

PROCEDURA

AIA Nex-IA/AIA-21, AIA-600 II, AIA-900, AIA-1800, AIA-2000 ir AIA-360 aparaty iSsamias instrukcijas
galite rasti vartotojo vadove.
. Reagenty paruosimas
A. Substrato tirpalas
Prie§ pradedant dirbti su substrato tirpalu visi reagentai turi pasiekti 18—-25 °C temperatra.
| liofilizuotg AIA-PACK SUBSTRATE REAGENT Il jpilkite buteliukg AIA-PACK SUBSTRATE
RECONSTITUENT II, gerai iSmaisykite, kad istirpty visos kietos medziagos.
B. Plovimo tirpalas
Visg ,AIA-PACK WASH CONCENTRATE" (100 ml) turinj supilkite j apytiksliai 2,0 | CAP |
klasés arba klinikinés laboratorijos reagenty vandens (anksc¢iau NCCLS | tipas), kaip nurodyta
CLSI GP40-A4-AMD rekomendacijose, gerai iSmaiSykite ir pripildykite iki galutinio 2,5 | tdrio.
C. Skiediklis
Visg ,AIA-PACK DILUENT CONCENTRATE" (100 ml) turinj supilkite j apytiksliai 4,0 | CAP |
klasés arba klinikinés laboratorijos reagenty vandens (anksc¢iau NCCLS | tipas), kaip nurodyta
CLSI GP40-A4-AMD rekomendacijose, gerai iSmaiSykite ir pripildykite iki galutinio 5,0 | tdrio.

Il. Kalibravimo procediira
A. Kalibravimo kreivé

Kalibratoriai, skirti naudoti su ST AIA-PACK TSH, buvo standartizuoti pagal PSO 2-3jg IRP
80/558 (1983).
ST AIA-PACK TSH kalibravimo kreivé islieka stabili iki 90 dieny. Kalibravimo stabilumas yra
stebimas kokybés kontrolés ir priklauso nuo tinkamo reagenty naudojimo bei Tosoh AIA
sistemos priezitros pagal gamintojo instrukcijas.
Gali reikéti dazniau atlikti perkalibravima, jei valdikliai yra uz nustatyty Sio tyrimo riby, ar, jei
atliekamos tam tikros priezidros procediros (pvz. temperatdros reguliavimo, méginio
mechanizmo pakeitimo, plovimo liestuko priezidros ar daviklio lempos reguliavimo ar
pakeitimo). Daugiau informacijos apie instrumento veikimg galite rasti TOSOH AIA sistemos
vartotojo vadove.
Toliau parodyta AIA-1800 kalibravimo kreivé ir rezultaty apskai€iavimui naudojamas
algoritmas.
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B. Kalibravimo procedira
1. Proceddry instrukcijas galite rasti atitinkamame Tosoh AlA sistemos vartotojo vadove.
2. Patikrinkite, ar j programine jranga jvesti teisingi kalibratoriaus serija ir koncentracijos
skaiciai.
3. ,AIA-PACK TSH 3rd-Gen CALIBRATOR SET" tiekiamas paruostas naudoti.
4.  ,TOSOH" rekomenduoja, kad visi kalibratoriai baty tiriami trimis egzemplioriais.
C. Kalibravimo priimtinumo kriterijai
1. Vidutinis AIA-PACK TSH 3rd-Gen CALIBRATOR (1) greitis turi bati <3,0 nmol/(Iss).
2. Kadangi yra tiesioginis rySys tarp koncentracijos ir nustatymo greicio, greitis turi padidéti
didéjant koncentracijai.
3. Replikaty reikS8meés turi skirtis ne daugiau kaip 10%.
D. Kalibravimo perziiira ir priémimas
1. Kruopsciai perzitrékite kalibravimo kreive taikydami auksciau iSvardintus kriterijus.
2. Jei reikia, kalibravima pakoreguokite, po to priimkite.
Daugiau informacijos apie kalibravima galite rasti Tosoh AIA sistemos vartotojo vadove.
lll. Kokybés kontrolés procediira
A. |sigyjamos kontrolés priemonés
Komercinius kontrolinius méginius reikia tirti maziausiai kartg per dieng. Rekomenduojama
naudoti maziausia du (2) kontrolés lygius — normaly ir nenormaly. Laboratorijos strategija
tam tikram tyrimui nurodo:
Kontroliné medziaga:
Daznumas:

Kontrolinés medziagos serijos numeris, priimtinos ribos ir korekciniai veiksmai, kuriy reikia

imtis, jei kontrolés priemonés neatitiks laboratorijos kriterijus, yra atskirame kokybés kontrolés

dokumente, esanéiame laboratorijoje.

B. Kokybés kontrolés procediira

1. Kokybés kontrolés méginius naudokite kaip nurodyta atitinkamame analizatoriaus vartotojo
vadove. Be to, iSsamias instrukcijas, kaip apibadinti ir redaguoti bylas, galite rasti Tosoh
AlA sistemos vartotojo vadove.

2. Kokybés kontrolés medziagas, kurias reikia naudoti su $iuo tyrimu, yra nurodyta
laboratorijos procedara.
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IV. Meéginiy apdorojimas
A.Paruosimas

Pagal analizatoriaus vartotojo vadove nurodytas instrukcijas, j instrumentg tinkamai jdékite
méginius.  Pirminius mégintuvélius su braks$niniais kodais, bei méginio taureles galima
naudoti AIA Nex<IA/AlA-21, AIA-600 II, AIA-900, AIA-1800, AIA-2000 ir AIA-360 aparatuose.
B.Tyrimo procediira
1. Analizuojamiems méginiams paimkite pakankamg ST AIA-PACK TSH tyrimo tauriy skaiciy.
2. |dékite méginius, kaip nurodyta vartotojo vadove, atlikite analize.
Pastaba: AIA Nex<IA/AlA-21, AIA-600 II, AIA-900, AIA-2000 ir AIA-1800 aparatams reikia AIA-PACK
SAMPLE TREATMENT CUP, jei skiedziama aparate.

PASTABOS PROCEDUROMS

1.  Liofilizuotg substratg reikia visi$kai iStirpdinti.

2. “TOSOH" AlA sistemos analizatoriumi atliekamiems ligandy tyrimams reikia, kad laboratorijoje baty
naudojamas vanduo, CAP nustatytas kaip | klasés arba CLSI nustatytas kaip klinikinés laboratorijos
reagenty vanduo. Vandenj reikia tirti bent karta per ménesj; jis turi bati be daleliy, jskaitant
bakterijas. Daugiau informacijos galite rasti CLSI dokumente GP40-A4-AMD, reagenty vandens
paruosimas ir tyrimas klinikinéje laboratorijoje, patvirtintos rekomendacijos, ketvirtasis leidimas.

3. Jei méginio TSH koncentracija nustatoma didesné nei virSutiné tiesiné tyrimo riba, 100 plU/mL,
méginj reikia skiesti AIA-PACK TSH 3rd-Gen SAMPLE DILUTING SOLUTION ir istirti pakartotinai
pagal tyrimo procedirg. Rekomenduojamas méginio, kurio koncentracija didesné nei 100 plU/ml,
skiedimas yra 1:10. Pageidaujama skiesti taip, kad praskiesto méginio reikSmé baty 10-100 plU/ml.
Skiedimo faktoriy reikéty jvesti j programg. Daugiau informacijos apie méginiy skiedimg galite
rasti Tosoh AlA sistemos vartotojo vadove.

4. Vienu metu Tosoh AlA sistemos analizatoriuje galima i§saugoti dvi skirtingas kalibravimo kreives
kiekvienai analitei. Todél vieno tyrimo metu galima naudoti iki dviejy skirtingy ST AIA-PACK TSH
tyrimo tauriy serijy.

5. Jei tyrimo specifikacijos Siam tyrimui programinéje jrangoje neparuostos, specifikacijas reikia jvesti
pagal tyrimo koda 072.

REZULTATY APSKAICIAVIMAS

Tosoh AlA sistemos analizatoriai visas méginiy ir reagenty naudojimo procediras atlieka automatiskai.
Tosoh AIA sistemos analizatoriai nuskaito reakcijos sukeltos fluorescencijos intensyvumag ir
intensyvumg automatiskai paverc¢ia TSH koncentracija plU/ml.

Méginius, kuriuose reikia skiesti, AIA Nex+IA/AlA-21, AIA-600 Il, AIA-900, AIA-2000 ir AIA-1800 praskies
automatiskai, ir jei skiedimo koeficientas jrasytas programinéje jrangoje, suskaiciuos rezultatus.
Daugiau informacijos apie prietaiso valdyma galite rasti Tosoh AIA sistemos vartotojo vadove.

REZULTATU VERTINIMAS

Kokybés kontrolé
Tyrimo atlikimo tikslumui registruoti ir vertinti, rekomenduojama komercinius kontrolinius méginius
tirti pagal vietines taisykles.
Minimalios vidinés kontrolés vykdymo daznumo rekomendacijos yra:
Po kalibravimo reikia istirti vidinés kontrolés méginiy tris koncentracijos lygius, kad baty galima
patvirtinti kalibravimo kreivés tinkamuma.
Kontrolés tris lygius reikia tirti i$ naujo, atlikus tam tikras priezitros procediras (pvz., reguliuojant
temperatirg, meéginio mechanizmo nustatymus, plovimo zonda, keic¢iant arba reguliuojant
detektoriaus lempa).
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Po kasdienés priezidros, tiriami maziausiai du kontroliniy méginiy lygiai, taip patikrinant bendrg
,TOSOH" AlA sistemos analizatoriy veikima.

Jei vieno ar keliy kontroliniy meéginiy reikSmés virSija priimtinas ribas, prieS praneSant paciento
rezultatus, badtina patikrinti, ar kalibravimo kreivé tebéra tinkama.
Reikia laikytis standartiniy laboratorijos procediry pagal grieztg kontrolés institucija, kurios

APRIBOJIMAI

Diagnostikos tikslais Sio tyrimo rezultatus reikia naudoti kartu su kitais duomenimis (pvz.
simptomais, kity tyrimy rezultatais, klinikiniu vaizdu, gydymu ir t.t.).

Naudojant ST AIA-PACK TSH, didziausia iSmatuojama TSH koncentracija nepraskiedus yra
100 plU/ml, maziausia 0,01 plU/ml (tyrimo jautrumas).

Nors apytikslé didZiausia kalibratoriaus reikSmé yra 110 plU/ml, tiksli koncentracija gali nezymiai
kisti. Tyrimo savybé, ASSAY RANGE HIGH (didZiausia tyrimo riba), turéty bati nusakoma kaip
tyrimo riby virSutiné riba — 100 plU/ml.

Nors hemolizé tyrimui tyri nezymios reikSmés, hemolizuoti méginiai gali reikSti méginio netinkamag
apdorojima pries tiriant, o rezultatus reikia interpretuoti atsargiai.

Lipemija turi nereik§mingos jtakos tyrimui, iSskyrus didelés lipemijos atvejj, kai gali jvykti erdviné
sgveika.

Méginiai, paimti i§ vaistus gerianc¢iy ir (arba) gaunanciy medikamentinj gydyma, gali duoti
neteisingus rezultatus.

Pacienty, kurie gavo preparaty i$ pelés monokloniniy antikiny diagnostikai ar gydymui, gali bati
antipelés antikiiny (HAMA). Tokiuose meéginiuose gali bati klaidingai padidinti reikSmes tiriant TSH.
Asfotazés Alfa (genetinio rekombinavimo) taikymo atveju, i§ pacienty paimty meéginiy tyrimo
rezultatai gali bati klaidingi.

Norédami labiau suprasti Sios procedaros apribojimus, Zr. $io informacinio lapelio skyrius MEGINIY
PAEMIMAS IR NAUDOJIMAS, |SPEJIMAI IR ATSARGUMO PRIEMONES, SAUGOJIMAS IR
STABILUMAS bei PASTABOS PROCEDUROMS.

TIKETINOS REIKSMES

Kiekviena laboratorija turéty nustatyti kontrolinj intervalg, atitinkantj tiriamos populiacijos savybes. Kaip
ir visas diagnostines procedaras, klinikinius rezultatus reikia interpretuoti atsizvelgiant j kartu vartojamus
vaistus, skiriamus pacientui (12).

Kontrolinés ribos

Cia pateikiamas intervalas buvo nustatytas analizuojant sveikai atrodangiy 497 azijiesiy rasés vyry
ir motery bei 166 baltaodzio vyro ir moters serumo méginius.

e Azijie€iy rasés vyrai ir moterys
Méginiy skaicius (n) 497
Kontrolinis intervalas 0,38 - 4,31 plU/ml (0,38 - 4,31 mIU/I)

e Baltaodziai vyrai ir moterys

Méginiy skaicius (n) 166
Kontrolinis intervalas 0,40 - 3,60 plU/mlI (0,40 - 3,60 mIU/I)
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Il. Perskaic¢iavimo koeficientai

TSH koncentracijos Sioje programoje yra iSreikstos plU/ml. Gautas plU/mL konvertuojant j mIU/Lvertes,

jas reikia padauginti i$ 1,0.

EKSPLOATACIJOS CHARAKTERISTIKOS

TIKSLUMAS

a. Atkuriamumas: Trys serumo méginiai buvo papildyti trimis skirtingais TSH lygiais ir istirti prie$ ir po
papildymo.

Méginys Pradiné TSH Tikétina Nustatyta Procentas

Reik$mé Pridéta Reik§mé Reik$mé Atstatymas

(pIU/ml) (HIU/ml) (rIU/ml) (MIU/ml) (%)
Serumas A1 1.7 1,71 20,7 22,4 23,0

1.7 1,71 41,4 43,1 45,3

1.7 1,71 82,7 84,4 91,0
Serumas B1 1.4 1,37 20,7 22,0 21,3

1.4 1,37 41,4 42,7 44,8

1.4 1,37 82,7 84,1 90,7
Serumas C1 1.4 1,42 20,7 22,1 24,2

1.4 1,42 41,4 42,8 48,8

1.4 1,42 82,7 84,1 89,6

b. Praskiedimas: Trys serumo meéginiai, kuriuose yra didelés TSH koncentracijos, buvo paeiliui
praskiesti AIA-PACK TSH 3rd-Gen SAMPLE DILUTING SOLUTION ir istirti.

Méginys Praskiedimas |Tikétina Nustatyta Procentas
Koeficientas  |Reik§mé Reiksmé Atstatymas
(pIU/ml) (rIU/ml) (%)
Serumas A2 néra 1,71 20,7 22,4
7.5/10 1,71 41,4 43,1
5.0/10 1,71 82,7 84,4
2.5/10 1,37 20,7 22,0
Serumas B2 néra 1,37 41,4 427
7.5/10 1,37 82,7 84,1
5.0/10 1,42 20,7 221
2.5/10 1,42 41,4 42,8
Serumas C2 néra 1,42 82,7 84,1
7.5/10 1,71 20,7 22,4
5.0/10 1,71 41,4 43,1
2.5/10 1,71 82,7 84,4
TIKSLUMAS

a. Tyrimo tikslumas buvo nustatytas naudojant tris kontrolés priemones i§ viso 20 tyrimy.
Kiekvieno tyrimo metu buvo tiriamos dvi kontrolinés priemonés kopijos. Kiekvienos kopijos
vidurkis buvo naudojamas siekiant gauti jungtinj standartinj nuokrypj (SD), kuris po to
naudojamas nukrypimo koeficientui (CV) apskaiciuoti.
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Méginys Vidutinis Jungtinis SD (%

(HIU/ml) (pIU/ml) (%)
Serumas A3 2,21 0,0555 2,5
Serumas B3 9,33 0,283 3,0
Serumas C3 80,5 2,13 2,6

b. Bendras tikslumas buvo nustatytas trijy kontrolés priemoniy dvigubu tyrimu 20 atskiry
tyrimy.  Kiekvienos tyrimo vidurkiai buvo naudojami apskaiciuojant jungtinj standartinj
nuokrypj (SD) ir nukrypimo koeficientg (CV).

Méginys Vidutinis Jungtinis SD CvV

(HIU/mlI) (HIU/ml) (%)
Serumas A3 2,21 0,0699 3,2
Serumas B3 9,33 0,307 3,3
Serumas C3 80,5 2,39 3,0
KORELIACIJA

Koreliacija tarp serumo (x) ir heparinizuotos plazmos (y) ST AIA-PACK TSH buvo nustatyta naudojant
109 pacienty méginius.

Sumazéjimas 0.955
y-atkarpa 0,172
Koreliacijos koeficientas 0,999
Méginiy ribos 0,01 - 94,50
Méginiy skaicius 109

SPECIFISKUMAS
Sios medziagos buvo patikrintos dél kryzminio reaktyvumo. Kryzminis reaktyvumas yra iéreiskiamas
kiekvienos medziagos koncentracijos procentine verte, kuri bus matuojama kaip TSH.

Junginys Kryzminis reaktyvumas (%)
TSH 100

HCG < 0.01

FSH < 0.01

LH 0.17

HGH <0.01

JAUTRUMAS

Apskaiciuota, kad maziausia TSH nustatoma koncentracija (MDC) yra 0,01 plU/ml. MDC yra
apibréziamas kaip TSH koncentracija, kuri atitinka luorescencijos norma, kuri yra dviejy standartiniy
nuokrypiy nuo vidutinés 5 lygiagre€iyjy nustatymy, atlikty naudojant AIA-PACK TSH 3rd-Gen
CALIBRATOR (1), fluorescencijos norma.

SAVEIKA

Siame tyrime sgveika nusakoma kaip daugiau negu 10 % nuo Zinomos meéginio koncentracijos nukrype

rezultatai, kai j Zmogaus méginius pridedama iy medziaguy:

e Hemoglobinas (iki 390 mg/dl), laisvas bilirubinas (iki 17 mg/dl) ir konjuguotas bilirubinas (iki
18 mg/dl) nejtakoja tyrimo.
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Lipemija, nusakoma trigliceridy koncentracija (iki 1 600 mg/dl), neturi jtakos tyrimui.
Askorbo ragstis (iki 20 mg/dl), neturi jtakos tyrimui.

Baltymas, nusakoma zmogaus albuminy koncentracija (iki 5,0 g/dl), neturi jtakos tyrimui.
Heparinas (iki 100 V/ml), nejtakoja tyrimo.
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EU rev. TSH-010413

Démesio: Sios naudojimo instrukcijos atitinka IVD (in vitro diagnostikos) direktyva 98/79/EB ir
yra skirtos vartotojams, dirbantiems Europos Sajungos valstybéje naréje

AIA-PACK TSH 3rd-Gen CALIBRATOR SET

PASKIRTIS

AIA-PACK TSH 3rd-Gen CALIBRATOR SET skirtas in vitro diagnostikai tik ST AIA-PACK TSH tyrimui
kalibruoti.

SANTRAUKA IR PAAISKINIMAS

AIA-PACK TSH 3rd-Gen CALIBRATOR SET sudétyje yra baltyminé matrica su nustatyta skydliauke
stimuliuojancio hormono (STH) koncentracijg. Kalibravimg reikia atlikti pagal pateiktg veiksmy seka,
esancig Tosoh AlA sistemos vartotojo vadove.

TIEKIAMOS MEDZIAGOS

Katalogo nr. 0020394

2x1ml AIA-PACK TSH 3rd-Gen CALIBRATOR (1) 0 plu/ml
Baltyminés matricos sudétyje yra neaptinkama TSH koncentracija ir natrio azido
kaip konservanto.

2x1ml AIA-PACK TSH 3rd-Gen CALIBRATOR (2) 0.2 plu/ml  (apytiksliai)
AIA-PACK TSH 3rd-Gen CALIBRATOR (3) 5.0 plu/ml  (apytiksliai)
AIA-PACK TSH 3rd-Gen CALIBRATOR (4) 25 plu/ml  (apytiksliai)
AIA-PACK TSH 3rd-Gen CALIBRATOR (5) 50 plUiml  (apytiksliai)
AIA-PACK TSH 3rd-Gen CALIBRATOR (6) 110 plu/ml  (apytiksliai)

Baltyminés matricos sudétyje yra nustatyta TSH koncentracija (nurodyta ant
kiekvieno buteliuko) ir natrio azido kaip konservanto.

JSPEJIMAI IR ATSARGUMO PRIEMONES

1. AIA-PACK TSH 3rd-Gen CALIBRATOR SET skirtas naudoti tik in vitro diagnostikai.

2. Prie$ naudojimg patikrinkite iSorine pakuote ir buteliuka, ar néra pazeidimo pozymiy. Jei matote
pazeidima, susisiekite su savo vietos , Tosoh“ pardavimo atstovu.

3. Medziagos sudétyje yra natrio azido, kuris gali reaguoti su Svinu ir variu sudarydamas sprogius
metaly azidus. ISpildami Siuos reagentus, visuomet nuplaukite dideliu vandens kiekiu, kad
uzkirstumeéte kelig azidy susikaupimui.

4. Nors Siuose kalibratoriuose néra i§ Zmogaus kraujo pagaminty medziagy, §j produktg
rekomenduojame naudoti taikant tokias pacias atsargumo priemones kaip ir su paciento méginiais.

5. Nenaudokite galiojimo laikui pasibaigus.

6. Dél saugaus utilizavimo rekomenduojama, kad kiekviena laboratorija atitikty nustatytas laboratorijos
proceddras ir vietinius, valstijos bei federalinius jstatymus.

REAGENTUY PARUOSIMAS

AIA-PACK TSH 3rd-Gen CALIBRATOR SET tiekiamas paruo$tas naudoti. Prie$ naudojima kalibratorius
susildykite iki 18—25 °C temperatdros.

SAUGOJIMAS IR STABILUMAS

e Kai nenaudojate, AIA-PACK TSH 3rd-Gen. CALIBRATOR SET visuomet laikykite stacius 2-8 °C

temperataroje.
1-3

e Kai laikomas neatidarytas ir $aldomas 2-8 °C CALIBRATOR SET liks stabilus iki galiojimo termino,
nurodyto etiketéje, pabaigos.

e Jeikalibracinés medziagos atidarytos ar istirpintos, jas reikia sunaudoti per 1 diena, buteliukai turi bati
laikomi sandariai uzkimsti 2—8 °C temperataroje.

PROCEDURA

PASTABA: Zr. ST AIA-PACK TSH informacinio lapelio KALIBRAVIMO PROCEDURA skyriy. Dél
papildomy proceddiros instrukcijy proceddriniy nurodymy, zZiarékite Tosoh AIA sistemos
vartotojo vadova.

1. Kai naudojate naujas kalibratoriy partijas, programinés jrangos tikrinimo byloje jrasykite
kalibratoriaus koncentracijos reikSmes ir partijos numerj. (Daugiau informacijos galite rasti Tosoh AIA
sistemos vartotojo vadove.)

2. | instrumenta jdékite atitinkamag kiekj ST AIA-PACK TSH tyrimo tauriy.

3. ]| méginio taureles pripilkite atitinkamag kiekj kiekvieno kalibratoriaus. (Méginio tdrj galite rasti
instrumento programiniame lape.)

4. Atspausdinkite darby sarasg, o méginiy taureles j dékite j nurodyta padét;.

5. Pasirinkite START (pradéti). Patikrinkite, ar darby sgraSe esanti padétis atitinka pradine padétj
ekrane.

REIKSMIY NUSTATYMAS

AIA-PACK TSH 3rd-Gen CALIBRATOR SET sudétyje yra nustatyta TSH koncentracija. Priskirta reikSmeé
nustatoma pagal serijg ir skirta nustatyti apytiksles 0,01-100 ulU/ml TSH tyrimo kalibravimo ribas. Sio
rinkinio kalibratoriai patikrinti pagal PSO antrajg IRP 80/558.

REZULTATAI

1. Vidutinis AIA-PACK TSH 3rd-Gen CALIBRATOR (1) greitis turi bati < 3,0 nmol/(l+s).
2. Kadangi yra tiesioginis rySys tarp koncentracijos ir nustatymo greicio, greitis turi padidéti didéjant

koncentracijoms.
3. Pakartotinés reikSmeés turi bati 10% ribose.
APRIBOJIMAI

AIA-PACK TSH 3rd-Gen CALIBRATOR SET skirtas naudoti tik ST AIA-PACK TSH tyrimo proceddroms.
Nors apytikslé didzZiausia kalibravimo reik§mé yra 110 plU/ml, tiksli koncentracija gali neZymiai kisti.
Tyrimo savybé, ASSAY RANGE HIGH (didziausia tyrimo riba), turéty bati nusakoma kaip tyrimo riby
virSutiné riba — 100 plU/ml.

C€
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Démesio: Sios naudojimo instrukcijos atitinka IVD (in vitro diagnostikos) direktyva 98/79/EB ir
yra skirtos vartotojams, dirbantiems Europos Sajungos valstybéje naréje

ST AIA-PACK FT4

Kiekybinis imunofermentinis
PASKIRTIS metodas

ST AIA-PACK FT4 skirtas naudoti diagnostikai in vitro tik prie baltymy neprisijungusiam (laisvam)
tiroksinui (FT4) kiekybiSkai nustatyti Zmogaus serume arba heparinizuotoje plazmoje Tosoh AIA
sistemos analizatoriais.

TYRIMO SANTRAUKA IR PAAISKINIMAS

L-tiroksing (3, 5, 3-, 5-L-tetrajodotironinas (T4)) gamina skydliauké, kraujyje cirkuliuoja 99,97%
prisijunges prie plazmos baltymy, jskaitant tiroksing sujungiantj globuling (TBG), tiroksing prijungiant;
prealbuming (TBPA) ir albuming (1,2). Apytiksliai 0,03% viso cirkuliuojancio tiroksino yra nesujungtas.
Manoma, kad $is laisvas T4 (FT4) yra fiziologiSkai aktyvi tiroksino dalis, kuri stimuliuoja medziagy
apykaitg ir per hipofize reguliuoja atgalinio rySio sistemg, jskaitant TSH iSsiskyrimg.(3). IstoriSkai,
bendro serumo T4 (sujungto ir laisvo) matavimas buvo naudojamas skydliaukés klinikinei baklei jvertinti
(4,5). Taciau Si analizé néra diagnostiskai tiksli, kai labai kei€iasi serumo sujungiamieji baltymai (6,7).
TBG koncentracijos pokyciai, néStumas, geriamieji kontraceptikai, gydymas estrogenais arba vaistais,
kurie veikia tiroksino prisijungimg prie nesanciyjy baltymy, gali jtakoti atitinkamus bendro T4 pokycius,
kai nesujungto laisvo tiroksino lygis iSlieka santykinai nepakites (8,9). Todél laisvo T4 (FT4) matavimas
paprastai labiau atitinka paciento fakting skydliaukés bikle, nei bendro (10).

TYRIMO PRINCIPAS

ST AIA-PACK FT4 konkurencinis imunofermentinis tyrimas, visas atliekamas ST AIA-PACK FT4 tyrimo
taurelése. Tiriamajame méginyje esantis prie serumo baltymy prisijungusio tiroksino (laisvo T,)
konkuruoja su fermentu pazymétu T4 dél riboto prisijungimo viety skaiciaus ant T4 specifiniy antikiny,
imobilizuoty ant magnetiniy karoliuky. Po inkubacijos rutuliukai nuplaunami, kad nusiplauty nesujungti
fermentu zymeéti T4. Tada rutuliukai inkubuojami su fluorogeniniu substratu, 4 metilumbeliferilfosfatu
(4MUP). Fermentu pazyméto T4, prisijungusio prie karoliuky, kiekis yra atvirk§¢iai proporcingas laisvo
T4 koncentracijai tiriamajame meéginyje. Naudojant Zinomg standarting koncentracijg sudaroma
standartiné kreivé ir pagal jg apskai€iuojamos nezinomos méginio laisvo T4 koncentracijos.

TIEKIAMOS MEDZIAGOS

Katalogo nr. 0025268

ST AIA-PACK FT4 5 dékly x 20 tyrimo taureliy

Plastikinés tyrimo taurelés, kuriose yra dvylika liofilizuoty magnetiniy karoliuky su anti T4 triusio
polikloniniais antikdinais ir 140 pl tiroksino (T4), sujungto su jaucio Sarmine fosfataze, bei natrio azido
kaip konservanto.

REIKALINGOS, TACIAU NEPATEIKTOS MEDZIAGOS

Laisvo tiroksino analizei su ST AIA-PACK FT4 (Katalogo nr. 0025268) naudojant TOSOH AIA sistemos
analizatorius reikalingos Sios medziagos. Visas medziagas reikalingas tyrimui atlikti galima jsigyti i$
Tosoh

Medziagos Katalogo Nr.
AIA Nex-IA arba AlA-21 0018539
AlA Nex<IA arba AlA-21 LA 0018540
AIA-1800 ST 0019836
AlA-1800 LA 0019837
AlA-2000 ST 0022100
AlA-2000 LA 0022101
AIA-600 Il 0019014
AIA-600 Il BCR 0019328
AIA-900 0022930
AlA-360 0019945
AIA-PACK SUBSTRATE SET Il 0020968

AIA-PACK SUBSTRATE REAGENT Il / AIA-PACK SUBSTRATE RECONSTITUENT II
AIA-PACK FT4 CALIBRATOR SET 0020368

AIA-PACK FT4 CALIBRATOR (1) 0 ng/di
AIA-PACK FT4 CALIBRATOR (2) 0.4  ng/dl (apytiksliai)
AIA-PACK FT4 CALIBRATOR (3) 1.0  ng/dl (apytiksliai
AIA-PACK FT4 CALIBRATOR (4) 2.0 ng/dl (apytiksliai
AIA-PACK FT4 CALIBRATOR (5) 4.0 ng/dl (apytiksliai

) (

)
)
)
AIA-PACK FT4 CALIBRATOR (6 9.0  ng/dl (apytiksliai)

AIA-PACK WASH CONCENTRATE 0020955
AIA-PACK DILUENT CONCENTRATE 0020956
SAMPLE CUPS (Méginio taurelés) 0018581
AIA-PACK DETECTOR STANDARDIZATION TEST CUP 0020970
Papildomi reikalavimai tik r AIA Nex-IA/AIA-21:
PIPETTE TIPS (Pipeciy antgaliai) 0018552
PRELOADED PIPETTE TIPS (Pripildyty pipeciy antgaliai) 0018583
Papildomi reikalavimai AIA-600 11, AIA-1800, AIA-900, AlA-2000:
PIPETTE TIPS (Pipeciy antgaliai) 0019215
TIP RACK (Antgaliy stovas) 0019216
PRELOADED PIPETTE TIPS (Pripildyty pipeciy antgaliai) 0022103

Reikia naudoti tik i§ Tosoh jsigytas medziagas. Negalima keisti i§ kitur jsigyty medziagy, kadangi
tyrimo atlikimas yra tiksliai nusakomas Tosoh medziagomis.

|SPEJIMAI IR ATSARGUMO PRIEMONES

1. ST AIA-PACK FT4 skirtas naudoti tik in vitro diagnostikai.

2. Prie$ naudojimg patikrinkite iSorine pakuote ir buteliuka, ar néra pazeidimo pozymiy. Jei matote
pazeidimag, susisiekite su savo vietos , Tosoh“ pardavimo atstovu.

3. Vieno tyrimo dékle skirtingy partijy ir skirtingy tyrimy taureliy maisyti negalima.

4. ST AIA-PACK FT4 sudétyje yra natrio azido, kuris gali reaguoti su Svinu ir variu sudarydamas
sprogius metaly azidus. |Spildami Siuos reagentus, visuomet nuplaukite dideliu vandens kiekiu, kad
uzkirstuméte kelig azidy susikaupimui.

5. Siam produktui pagaminti nebuvo naudojamas Zmogaus serumas; taciau kadangi méginiams bus
naudojami Zmogaus méginiai ir kiti laboratorijos kokybés kontrolés produktai gali bati pagaminti i$
Zmogaus serumo, prasome laikytis standartiniy laboratorijos saugumo proceddry naudojant visus
méginius ir kontrolinius méginius.

6. Nenaudokite galiojimo laikui pasibaigus.

7. Dél saugaus utilizavimo rekomenduojama, kad kiekviena laboratorija atitikty nustatytas laboratorijos
proceddras ir vietinius, valstijos bei federalinius jstatymus.
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8. Serumas, dulkés, metalas ar mikroorganizmai gali sukelti substrato tirpalo irimg. Laikykite Svarioje
aplinkoje, atokiau nuo tiesioginés saulés Sviesos ir ultravioletiniy lempy.
9. ,TOSOH" rekomenduoja kalibravimui naudoti naujg tyrimo taureliy pakelj.

SAUGOJIMAS IR STABILUMAS

Visos neiSimtos i$ taros medziagos i$liks stabilios iki galiojimo termino datos, nurodytos ant etiketés, kai
saugoma esant nurodytai temperatarai.

Medziagos Katalogo Nr.
2-8°C:

ST AIA-PACK FT4 0025268

AIA-PACK FT4 CALIBRATOR SET 0020368

AIA-PACK SUBSTRATE SET Il 0020968

AIA-PACK WASH CONCENTRATE 0020955

AIA-PACK DILUENT CONCENTRATE 0020956
1-30 °C:

AIA-PACK DETECTOR STANDARDIZATION TEST CUP 0020970

- Atidare aliuminio pakuote, ,ST AIA-PACK FT4" tyrimo taureles galite palikti ,TOSOH" AIA sistemos
analizatoriuose (18-25 °C) daugiausiai 1 dieng (1 x 24 valandas). Laikant per naktj prie 2-8 °C
temperatdros, tyrimo taureles galima naudoti iki 3 dieny (3 astuoniy valandy trukmés cikly viduje ir
16 valandy Saldytuve). Atidarius aliuminio pakuote, tyrimo taureles reikia sunaudoti per 30 dieny.

- AIA-PACK FT4 CALIBRATOR SET turi bati saugomi gerai uzkimsti ir atSaldyti 2—-8 °C temperat@roje.
Atidarius, kalibratorius reikia sunaudoti per 1 dieng.

- Pagamintas substrato tirpalas isliks stabilus 3 dienas esant 18-25 °C temperatirai arba 30 dienas
esant 2—-8 °C temperatarai.

- Dirbant skiedikliai ir plovimo tirpalai yra stabilds 30 dieny esant 18-25 °C temperatirai. Reagenty
negalima naudoti, jei jie atrodo drumsti ar pakeite spalva.

MEGINIY PAEMIMAS IR NAUDOJIMAS

e Tyrimui reikalingas serumas ar heparinizuota plazma. NEGALIMA NAUDOTI EDTA ir citruotos
plazmos.

e Tiriant seruma, veninio kraujo méginys imamas aseptiSkai be priedy. Laikomas 18-25 °C
temperataroje, kol susidarys kreSulys (paprastai 15—-45 minutes), po to centrifuguojamas, kad baty
gautas serumas tyrimui.

e Tiriant heparinizuota plazmag, veninio kraujo méginys imamas aseptiskai su nurodytu priedu. Kuo

greiciau centrifuguojamas ir plazma atskiriama nuo Igsteliy.

Netinkamai centrifuguojant arba méginyje esant fibrino ar daleliy, galima gauti klaidingus rezultatus.

Méginyje esant $arminés fosfatazés inhibitoriy, galima gauti klaidingus rezultatus.

Visus méginius patikrinti, ar néra oro burbuliuky ir puty. Prie$ tyrimg pasalinti visus oro burbuliukus.

Méginio tipo negalima keisti monitoruojant atskiro paciento tyrimus. Tam tikriems pacientams

nustatytos koncentracijos gali nezymiai skirtis tarp méginiy tipy.

e Pies tiriant, méginius 2-8 °C temperatdros aplinkoje galima laikyti iki 7 dieny. Jei per 7 dienas
tyrimo atlikti negalite, méginius uzSaldykite —20 °C ar Zemesnéje temperatiroje, ir istirkite per 60
dieny.

e Reikia vengti kartotiny uz$aldimo-atSildymo cikly. Prie§ tyrimg drumstus méginius ar méginius,
kuriuose yra daleliy, reikia centrifuguoti. Prie$ tyrima perkelkite méginius j 18-25 °C temperatirg ir
Svelniai pamaisykite.

e Analizei reikia 10 pl méginio.

PROCEDURA

AlA Nex-IA/AIA-21, AIA-600 II, AIA-1800, AIA-900, AIA-2000 ir AIA-360 aparaty i§samias instrukcijas
galite rasti vartotojo vadove.
. Reagenty paruosimas
A. Substrato tirpalas
Prie$ pradedant dirbti su substrato tirpalu visi reagentai turi pasiekti 18-25 °C temperatira.
| liofilizuotg AIA-PACK SUBSTRATE REAGENT Il jpilkite buteliukg AIA-PACK SUBSTRATE
RECONSTITUENT II, gerai iSmai$ykite, kad istirpty visos kietos medziagos.
B. Plovimo tirpalas
Visg ,AIA-PACK WASH CONCENTRATE" (100 ml) turinj supilkite | apytiksliai 2,0 | CAP |
klasés arba klinikinés laboratorijos reagenty vandens (anks¢iau NCCLS | tipas), kaip nurodyta
CLSI C3-A4 rekomendacijose, gerai iSmaisykite ir pripildykite iki galutinio 2,5 | tario.
C. Skiediklis
Visg ,AIA-PACK DILUENT CONCENTRATE" (100 ml) turinj supilkite j apytiksliai 4,0 | CAP |
klasés arba klinikinés laboratorijos reagenty vandens (anks¢iau NCCLS | tipas), kaip nurodyta
CLSI C3-A4 rekomendacijose, gerai iSmaisykite ir pripildykite iki galutinio 5,0 | tario.
Il. Kalibravimo procediira
A. Kalibravimo kreivé

Kalibratoriai, skirti naudoti su ST AIA-PACK FT4, paruosti gravimetriSkai ir palyginti pagal
tarptautinius standartus.

ST AIA-PACK FT4 kalibravimo kreivé islieka stabili iki 90 dieny. Kalibravimo stabilumas yra
stebimas kokybés kontrolés ir priklauso nuo tinkamo reagenty naudojimo bei Tosoh AIA
sistemos priezidros pagal gamintojo instrukcijas.

Gali reikéti dazniau atlikti perkalibravima, jei valdikliai yra uz nustatyty Sio tyrimo riby, ar, jei
atliekamos tam tikros prieZiGros proceddros (pvz. temperatdros reguliavimo, méginio
mechanizmo pakeitimo, plovimo liestuko prieziGros ar daviklio lempos reguliavimo ar
pakeitimo). Daugiau informacijos apie instrumento veikima galite rasti TOSOH AIA sistemos
vartotojo vadove.

Toliau parodyta AIA-1800 kalibravimo kreivé ir rezultaty apskaiciavimui naudojamas
algoritmas.

[#FT4-037] Calibrator Lot. 2004608006070000
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B. Kalibravimo procediira
1. Procediry instrukcijas galite rasti atitinkamame Tosoh AIA sistemos vartotojo vadove.
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2. Patikrinkite, ar j programine jranga jvesti teisingi kalibratoriaus serija ir koncentracijos
skaiciai.

3. ,AIA-PACK FT4 CALIBRATOR SET" yra liofilizuotas. Visus lygius reikia atskiesti 1,0 ml
CAP | klasés vandeniu arba klinikinés laboratorijos regenty vandeniu (anks¢iau NCCLS |
tipas), kaip nurodyta CLSI C3-A4 rekomendacijose.

4. ,TOSOH" rekomenduoja, kad visi kalibratoriai bty tiriami trimis egzemplioriais.

C. Kalibravimo priimtinumo kriterijai

1. Kadangi yra atvirkstinis rySys tarp koncentracijos ir nustatymo greicio, greitis turi sumazéti

didéjant koncentracijoms.

2. Replikaty reikSmés turi skirtis ne daugiau kaip 10%.

D. Kalibravimo perziira ir priemimas
1. Kruops¢iai perziarékite kalibravimo kreive taikydami auk$¢iau iSvardintus kriterijus.
2. Jei reikia, kalibravima pakoreguokite, po to priimkite.
Daugiau informacijos apie kalibravima galite rasti Tosoh AIA sistemos vartotojo vadove.
lll. Kokybés kontrolés procediira
A. |sigyjamos kontrolés priemonés

Komercinius kontrolinius méginius reikia tirti maziausiai kartg per dieng. Rekomenduojama

naudoti maziausia du (2) kontrolés lygius — normaly ir nenormaly. Laboratorijos strategija

tam tikram tyrimui nurodo:
Kontroliné medziaga:
DaZnumas:

Kontrolinés medziagos serijos numeris, priimtinos ribos ir korekciniai veiksmai, kuriy reikia

imtis, jei kontrolés priemonés neatitiks laboratorijos kriterijus, yra atskirame kokybés kontrolés

dokumente, esanéiame laboratorijoje.
B. Kokybés kontrolés procediira

1. Kokybés kontrolés meéginius naudokite kaip nurodyta atitinkamame analizatoriaus vartotojo
vadove. Be to, iSsamias instrukcijas, kaip apibadinti ir redaguoti bylas, galite rasti Tosoh
AlA sistemos vartotojo vadove.

2. Kokybés kontrolés medziagas, kurias reikia naudoti su Siuo tyrimu, yra nurodyta
laboratorijos procedira.

IV. Méginiy apdorojimas
A. ParuosSimas
Pagal analizatoriaus vartotojo vadove nurodytas instrukcijas, j instrumentg tinkamai jdékite

méginius.  Pirminius mégintuvélius su brak3Sniniais kodais, bei méginio taureles galima

naudoti AIA Nex<IA/AIA-21, AIA-600 I, AIA-1800, AIA-900, AIA-2000 ir AIA-360 aparatuose.
B. Tyrimo procediira

1. Analizuojamiems méginiams paimkite pakankamg ST AIA-PACK FT4 tyrimo tauriy skaiciy.

2. ]dékite méginius, kaip nurodyta vartotojo vadove, atlikite analize.
PASTABOS PROCEDUROMS

1. Liofilizuotg substratg reikia visiskai istirpdinti.

2. ,TOSOH" AlA sistemos analizatoriumi atliekamiems ligandy tyrimams reikia, kad laboratorijoje baty
naudojamas vanduo, CAP nustatytas kaip | klasés arba CLSI nustatytas kaip klinikinés laboratorijos
reagenty vanduo. Vanden; reikia tirti bent kartg per ménesj; jis turi bati be daleliy, jskaitant bakterijas.
Taip pat reguliariai reikia tikrinti vandens pH. Daugiau informacijos galite rasti CLSI dokumente
C3-A4, reagenty vandens paruoSimas ir tyrimas klinikinéje laboratorijoje, patvirtintos
rekomendacijos, ketvirtasis leidimas.

3. Jei nustatoma didesné nei tyrimo riby virsutiné riba, 8,0 ng/dl, laisvo tiroksino, rezultatai bus pateikti
kaip didesné nei 8,0 ng/dl koncentracija. Su laisvo tiroksino tyrimu negalima atlikti praskiedimo ar
kompensavimo tyrimo. Pusiausvyra tarp prijungto ir laisvo hormono laisvo tiroksino tyrime
pazeidziama tiek praskiedus, tiek tiek pridéjus iSmatuotg tiroksino kiekj.

4. Vienu metu Tosoh AIA sistemos analizatoriuje galima i§saugoti dvi skirtingas kalibravimo kreives
kiekvienai analitei. Todél vieno tyrimo metu galima naudoti iki dviejy skirtingy ST AIA-PACK FT4
tyrimo tauriy serijy.

5. Jei tyrimo specifikacijos Siam tyrimui programinéje jrangoje neparuostos, specifikacijas reikia jvesti
pagal tyrimo kodg 075.

REZULTATY APSKAICIAVIMAS

Tosoh AIA sistemos analizatoriai visas méginiy ir reagenty naudojimo proceddras atlieka automatiSkai.
Tosoh AIA sistemos analizatoriai nuskaito reakcijos sukeltos fluorescencijos intensyvumg ir
intensyvuma automatiskai pavercia laisvo tiroksino koncentracija ng/ml.

REZULTATUY VERTINIMAS

Kokybés kontrolé
Tyrimo atlikimo tikslumui registruoti ir vertinti, rekomenduojama komercinius kontrolinius méginius
tirti pagal vietines taisykles.

Minimalios vidinés kontrolés vykdymo daznumo rekomendacijos yra:

Po kalibravimo reikia istirti vidinés kontrolés méginiy tris koncentracijos lygius, kad baty galima
patvirtinti kalibravimo kreivés tinkamuma.

Kontrolés tris lygius reikia tirti i naujo, atlikus tam tikras priezitros procediras (pvz., reguliuojant
temperatlirg, méginio mechanizmo nustatymus, plovimo zondg, keiCiant arba reguliuojant
detektoriaus lempg).

Po kasdienés priezidros, tiriami maziausiai du kontroliniy meginiy lygiai, taip patikrinant bendrg
,TOSOH" AlA sistemos analizatoriy veikima.

Jei vieno ar keliy kontroliniy méginiy reikSmeés virSija priimtinas ribas, prie§ pranesant paciento
rezultatus, batina patikrinti, ar kalibravimo kreivé tebéra tinkama.
Reikia laikytis standartiniy laboratorijos proceddry pagal grieztg kontrolés institucijg, kurios

APRIBOJIMAI

e Diagnostikos tikslais Sio tyrimo rezultatus reikia naudoti kartu su kitais duomenimis (pvz.
simptomais, kity tyrimy rezultatais, klinikiniu vaizdu, gydymu ir t.t.).

o Naudojant ST AIA-PACK FT4, didZiausia iSmatuojama laisvo tiroksino koncentracija yra apytiksliai
8,0 ng/dl, maziausia 0,10 ng/dI (tyrimo jautrumas).

e Nors apytikslé didziausia kalibratoriaus reikSmé yra 9,0 ng/dl, tiksli koncentracija gali nezymiai kisti.
Tyrimo savybé, ASSAY RANGE HIGH (didZiausia tyrimo riba), turéty bati nusakoma kaip tyrimo riby
virSutiné riba — 8,0 ng/dl.

e Nors hemolizé tyrimui tyri nezymios reik§més, hemolizuoti méginiai gali reik§ti méginio netinkama
apdorojima prie$ tiriant, o rezultatus reikia interpretuoti atsargiai.

e Lipemija turi nereikSmingos jtakos tyrimui, iSskyrus didelés lipemijos atvejj, kai gali jvykti erdviné
sgveika.

e Cirkuliuojanrtys T4 antikanai gali kliudyti laisvo tiroksino matavimams.

e Hormong sujungiantys inhibitoriai gali kliudyti laisvo T4 tyrimui. Laisvo T4 tyrimuose heparinas gali
jitakoti in vivo poveikj. Kraujo laisvo T, tyrimui nereikéty imti kartu skiriant heparing.
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e Vaistai, veikiantys T4 prisijungimg prie skydliaukés hormony baltymy ne$éjy ar veikiantys T4
apykaitg j T3, gali komplikuoti laisvo tiroksino rezultaty interpretavimg. Pacientams, sergantiems
sunkiomis ne skydliaukés ligomis, kuriy laisvo T4 rezultatai rodo hipotiroidizma, sidloma atlikti ,ST
AIA-PACK TSH tyrima $iai diagnozei patvirtinti.

e Meéginiai, paimti i§ vaistus gerianciy ir (arba) gaunanciy medikamentinj gydyma, gali duoti
neteisingus rezultatus.

e Taip pat Zinomi kiti heterofiliniai antikGinai, kurie kliudo Sio tipo tyrimams. ST AIA-PACK FT4
sukurtas sumazinti heterofiliniy antikny poveikj, taciau negalima atmesti didesniy titry sgveikos.

o Asfotazés Alfa (genetinio rekombinavimo) taikymo atveju, i pacienty paimty méginiy tyrimo
rezultatai gali bati klaidingi.

e Norédami labiau suprasti $ios procediros apribojimus, Zr. $io informacinio lapelio skyrius MEGINIY
PAEMIMAS IR NAUDOJIMAS, |]SPEJIMAI IR ATSARGUMO PRIEMONES, SAUGOJIMAS IR
STABILUMAS bei PASTABOS PROCEDUROMS.

TIKETINOS REIKSMES

Kiekviena laboratorija turéty nustatyti kontrolinj intervala, atitinkantj tiriamos populiacijos savybes. Kaip
ir visas diagnostines proceddras, klinikinius rezultatus reikia interpretuoti atsizvelgiant j kartu vartojamus
vaistus, skiriamus pacientui.(11)

I. Kontrolinés ribos

Cia pateikiamas intervalas buvo nustatytas analizuojant sveikai atrodangiy 618 azijietiy rasés vyry
ir motery bei 130 baltaodZio vyro ir moters serumo méginius.

e Azijieciy rasés vyrai ir moterys
Méginiy skaicius (n) 618
Kontrolinis intervalas 0,82 - 1,63 ng/dL (10,6 - 21,0 pmol/L)

e Baltaodziai vyrai ir moterys
Méginiy skaicius (n) 130
Kontrolinis intervalas 0,61 - 1,57 ng/dL (7,87 - 20,3 pmol/L)

Il. Perskai¢iavimo koeficientai

FT4 koncentracijos Sioje programoje yra iSreikStos ng/dl. Gautas ng/dL vertes konvertuojant j
pmol/L vertes, jas reikia padauginti i$ 12,9.

EKSPLOATACIJOS CHARAKTERISTIKOS

TIKSLUMAS
a. Tyrimo tikslumas buvo nustatytas naudojant keturis kontrolinius priemones i§ viso 20 tyrimy.
Kiekvieno tyrimo metu buvo tiriamos dvi kontrolinés priemonés kopijos. Kiekvienos kopijos
vidurkis buvo naudojamas siekiant gauti jungtinj standartinj nuokrypj (SD), kuris po to
naudojamas nukrypimo koeficientui (CV) apskaiciuoti.

b. Bendras tikslumas buvo nustatytas keturis kontrolinius priemoniy dvigubu tyrimu 20 atskiry
tyrimy. Kiekvienos tyrimo vidurkiai buvo naudojami apskaiciuojant jungtinj standartinj nuokrypj

(SD) ir nukrypimo koeficientg (CV).

Méginys Vidurkis Bendras SD Ccv

(ng/dl) (ng/dl) (%)
Serumas A3 | 0.599 0.0270 4.5
Serumas B3 | 2.00 0.0607 3.0
Serumas C3 | 4.61 0.0768 1.7
Plazma A3 1.11 0.0348 3.1

Méginys Vidutinis Jungtinis SD CcV

(ng/dl) (ng/dl) (%)
Serumas A3 0,599 0,0341 5,7
Serumas B3 2,00 0,0720 3,6
Serumas C3 4,61 0,123 2,7
Plazma A3 1,11 0,0442 4,0
KORELIACIJA

Koreliacija tarp serumo (x) ir heparinizuotos plazmos (y) ST AIA-PACK FT4 buvo nustatyta
naudojant 130 pacienty méginius.

Sumazéjimas 0,999
y-atkarpa 0,004
Koreliacijos koeficientas 0,978
Méginiy ribos 0,37-2,90
Méginiy skaicius 130

SPECIFISKUMAS
Sios medziagos buvo patikrintos dél kryzminio reaktyvumo. KryZminis reaktyvumas yra i§reiskiamas
kiekvienos medziagos koncentracijos procentine verte, kuri bus matuojama kaip T4.

Junginys Kryzminis reaktyvumas (%)

Tiroksinas (T4) 100

Trijodotironinas (T3) 2,0

3, 3, 5-trijodotiropropiono ragstis 1,6

3, 5-dijodotiropropiono rugstis <0,01

3, 5-dijodo-L-tirozinas < 0,01
JAUTRUMAS

Apskaiciuota, kad maziausia laisvo tiroksino nustatoma koncentracija (MDC) yra 0,10 ng/dl. MDC
apibudinama kaip FT4 koncentracija, kuri atitinka fluorescencijos intensyvuma, kuris yra du standartiniai
nuokrypiai nuo vidutinio 5 kartotiny AIA-PACK FT4 CALIBRATOR (1) nustatymy fluorescencijos
intensyvumo.

SAVEIKA

Siame tyrime sgveika nusakoma kaip daugiau negu 10 % nuo Zinomos méginio koncentracijos nukrype

rezultatai, kai j Zmogaus méginius pridedama $iy medziagy:

e Hemoglobinas (iki 410 mg/dl), laisvas bilirubinas (iki 16 mg/dl) ir konjuguotas bilirubinas (iki
17 mg/dl) nejtakoja tyrimo.

e Lipemija, nusakoma trigliceridy koncentracija (iki 1 600 mg/dl), neturi jtakos tyrimo.

e Askorbo ragstis (iki 20 mg/dl), neturi jtakos tyrimui.

e Heparinas (iki 100 V/ml), neturi jtakos tyrimo.
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EU rev. FT4-020712

Démesio: Sios naudojimo instrukcijos atitinka IVD (in vitro diagnostikos) direktyva 98/79/EB ir
yra skirtos vartotojams, dirbantiems Europos Sajungos valstybéje naréje

AIA-PACK FT4 CALIBRATOR SET

PASKIRTIS
AIA-PACK FT4 CALIBRATOR SET skirtas naudoti diagnostikai in vitro tik ST AIA-PACK FT4 kalibruoti.
SANTRAUKA IR PAAISKINIMAS

AIA-PACK FT4 CALIBRATOR SET sudétyje yra nustatyti fritt tyroxin (T4) kiekiai. Kalibravima reikia atlikti
pagal pateiktg veiksmy seka, esancig Tosoh AlA sistemos vartotojo vadove.

TIEKIAMOS MEDZIAGOS

Katalogo nr. 0020368

2x1ml AIA-PACK FT4 CALIBRATOR (1) 0 ng/dl
Zmogaus serumas, kurio sudétyje yra neaptinkama FT, koncentracija ir natrio azido
kaip konservanto. (Liofilizuota)

2x1ml AIA-PACK FT4 CALIBRATOR (2) 0.4 na/dl (apytiksliai)
AIA-PACK FT4 CALIBRATOR (3) 1.0 na/dl (apytiksliai)
AIA-PACK FT4 CALIBRATOR (4) 2.5 na/dl (apytiksliai)
AIA-PACK FT4 CALIBRATOR (5) 40 na/dl (apytiksliai)
AIA-PACK FT4 CALIBRATOR (6) 9.0 ng/dl (apytiksliai)

Zmogaus serumas, kuriame yra nustatyta FT4; koncentracija (nurodyta ant
kiekvieno buteliuko) ir natrio azido kaip konservanto. (Liofilizuota)

|SPEJIMAI IR ATSARGUMO PRIEMONES

1. AIA-PACK FT4 CALIBRATOR SET skirtas naudoti tik in vitro diagnostikai.

2. Prie$ naudojimg patikrinkite iSoring pakuote ir buteliuka, ar néra pazeidimo pozymiy. Jei matote
pazeidima, susisiekite su savo vietos , Tosoh® pardavimo atstovu.

3. Medziagos sudétyje yra natrio azido, kuris gali reaguoti su $vinu ir variu sudarydamas sprogius
metaly azidus. ISpildami Siuos reagentus, visuomet nuplaukite dideliu vandens kiekiu, kad
uzkirstuméte kelig azidy susikaupimui.

4. IS Zmogaus kraujo gautos medziagos, naudojamos Siy kalibratoriy ruoSime, buvo patikrintos FDA
patvirtintais metodais ir jose nebuvo HBsAg ir HIV-1 bei HCV antikiiny. Kadangi nei vienas tyrimo
metodas negali visiSkai uZtikrinti, kad produktai, gauti i§ Zmogaus kraujo, neperne$ infekcijos
sukéléjy, rekomenduojama §j produktg naudoti laikantis tokiy paciy atsargumo priemoniy, kaip
naudojant pacienty méginius.

5. Nenaudokite galiojimo laikui pasibaigus.

6. Dél saugaus utilizavimo rekomenduojama, kad kiekviena laboratorija atitikty nustatytas laboratorijos
proceddras ir vietinius, valstijos bei federalinius jstatymus.

REAGENTUY PARUOSIMAS

Voliumetrinémis pipetémis liofilizuotas kalibracines medziagas tiksliai istirpinkite iki 1 ml tdrio su CAP |
klasés vandeniu arba klinikinés laboratorijos reagenty vandeniu (faktiSkai NCCLS 1 tipo), kaip nurodyta
CLSI C3-A4 rekomendacijose. Leiskite liofilizuotai medziagai visiSkai istirpti, tada prie$ atlikdami

kalibravimag kalibratorius Svelniai bei kruopsciai iSmaiSykite. Prie$ naudojima kalibratorius susildykite iki
18-25 °C temperatiros.

SAUGOJIMAS IR STABILUMAS

e Kai nenaudojate, AIA-PACK FT4 CALIBRATOR SET visuomet laikykite stacius 2—8 °C temperataroje.

e Kai laikomas neatidarytas ir $aldomas 2-8 °C AIA-PACK FT4 CALIBRATORSET liks stabilus iki
galiojimo termino, nurodyto etiketéje, pabaigos.

e Jei kalibracinés medziagos atidarytos ar istirpintos, jas reikia sunaudoti per 1 diena, buteliukai turi bati
laikomi sandariai uzkimsti 2-8 °C temperatiroje.

PROCEDURA

PASTABA: Zr. ST AIA-PACK FT4 jdétinio lapelio skyriy KALIBRAVIMO PROCEDURA. Dél papildomy
proceddros instrukcijy proceddriniy nurodymu, Zidrékite Tosoh AlA sistemos vartotojo vadova.

1. Kai naudojate naujas kalibratoriy partijas, programinés jrangos tikrinimo byloje jrasykite
kalibratoriaus koncentracijos reikSmes ir partijos numerj. (Daugiau informacijos galite rasti Tosoh AIA
sistemos vartotojo vadove.)

2. | instrumentg jdékite atitinkama kiekj ST AIA-PACK FT4 tyrimo tauriy.

3. ] méginio taureles pripilkite atitinkamg kiekj kiekvieno kalibratoriaus. (Méginio tdrj galite rasti
instrumento programiniame lape.)

4. Atspausdinkite darby sarasg, o meéginiy taureles j dékite j nurodyta padét;.

5. Pasirinkite START (pradéti). Patikrinkite, ar darby sarase esanti padétis atitinka pradine padétj
ekrane.

REIKSMIY NUSTATYMAS

AIA-PACK FT4 CALIBRATOR SET sudétyje yra nustatyta FT4 koncentracija. Priskirta reikSmé
nustatoma pagal serijg ir skirta nustatyti apytiksles 0,1-8,0 ng/dl FT, tyrimo kalibravimo ribas. Sio rinkinio
kalibratoriai paruosti gravimetriniu badu ir palyginti su vidiniais kontrolés standartais.

REZULTATAI

1. Kadangi yra atvirkstinis rySys tarp koncentracijos ir nustatymo greicio, greitis turi sumazeti didéjant

koncentracijoms.
2. Pakartotinés reikSmés turi bati 10% ribose.
APRIBOJIMAI

AIA-PACK FT4 CALIBRATOR SET skirtas naudoti tik ST AIA-PACK FT4 tyrimo procedidroms. Nors
apytikslé didziausia kalibravimo reikSmé yra 9,0 ng/dl, tiksli koncentracija gali nezymiai kisti. Tyrimo
savybé, ASSAY RANGE HIGH (didziausia tyrimo riba), turéty bati nusakoma kaip tyrimo riby virSutiné
riba — 8,0 ng/dl.
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2.6.1 Multi-kontoliné Rev: 02/22

EXTRA INFO AIA-PACK MULTI ANALYTE CONTROL (MAC) medziaga, 3-jy lygiy AlA A
cTnl, TSH, FT4 tyrimams

AB07 3 Exp date: 2024-05-31 [LoT]” A607 $3  Exp date: 2024-05-31
Level 1 Level 2 Level 3 Level 1 Level 2 Level 3
AIA-PACK Units Mean Range Mean Range Mean Range AIA-PACK Units Mean Range Mean Range Mean Range

25-OH Vitamin D ng/ml 21.0 14.7 27.4 42.8 30.0 55.7 63.9 44.8 83.1 25-OH Vitamin D nmol/l 52.6 36.8 68.4 107.0 74.9 139.1 159.9 111.9 | 207.8
27.29 U/ml 14.28 | 10.00 | 18.56 30.76 2153 | 39.98 | 52.76 | 36.93 | 68.59 27.29 ku/l 14.28 | 10.00 | 18.56 | 30.76 | 21.53 | 39.98 52.76 36.93 | 68.59
AFP ng/ml 7.9 5.5 10.2 38.1 26.7 49.5 122.2 85.5 158.8 AFP kiun 6.6 4.6 8.5 31.7 22.2 41.2 101.8 71.2 132.3
B12 pg/ml 440 308 571 957 670 1243 1353 947 1759 B12 pmol/l 324 227 422 706 494 918 998 699 1298
BMG mg/l 0.672 | 0.471 | 0.874 2.066 1.446 | 2.686 | 3.539 | 2.477 | 4.601 BMG mg/l 0.672 | 0471 | 0.874 | 2.066 | 1.446 | 2.686 3.539 2477 | 4.601
BHCGII A miU/ml || 10.4 7.3 13.5 106.7 74.7 138.7 | 829.0 | 580.3 | 1077.7 BHCGII /v\ 9] 10.4 7.3 13.5 106.7 74.7 138.7 829.0 580.3 | 1077.7
CEA ng/ml 6.6 4.6 8.6 18.9 13.3 24.6 32.6 22.8 42.4 CEA ug/l 6.6 4.6 8.6 18.9 13.3 24.6 32.6 22.8 42.4
CK-MB ng/ml 5.5 3.8 7.1 10.4 7.3 13.6 26.2 18.3 34.0 CK-MB g/l 5.5 3.8 7.1 10.4 7.3 13.6 26.2 18.3 34.0
CORT pg/dl 8.84 6.19 11.49 14.83 10.38 | 19.28 | 29.87 | 20.91 | 38.83 CORT umol/l 0.24 0.17 0.32 0.41 0.29 0.53 0.82 0.58 1.07
CORT Il /|\ pg/dl 9.89 6.93 12.86 14.50 10.15 | 18.85 | 30.86 | 21.61 | 40.12 CORT Il A pmol/l 0.27 0.19 0.36 0.40 0.28 0.52 0.85 0.60 1.11
C-Peptidell *1) ng/ml 1.04 0.73 1.35 5.10 3.57 6.63 14.44 10.11 18.78 C-Peptidell *1) pg/l 1.04 0.73 1.35 5.10 3.57 6.63 14.44 10.11 18.78
cTnl 3rd-Gen *1)A ng/ml 0.26 0.18 0.33 8.05 5.63 10.46 16.68 11.68 | 21.69 cTnl 3rd-Gen *1) /y\ pg/l 0.26 0.18 0.33 8.05 5.63 10.46 16.68 11.68 | 21.69
DHEA-S ug/dl 58.0 40.6 75.4 293.3 205.3 | 381.3 | 543.0 | 380.1 | 705.9 DHEA-S umol/l 1.6 11 2.0 8.0 5.6 10.3 14.7 10.3 19.2
hsE2 pg/ml || 178.6 | 125.0 | 232.2 253.5 177.4 | 329.5 | 455.5 | 318.8 | 592.1 hsE2 pmol/l || 655.6 | 458.9 | 852.2 | 930.5 | 651.4 | 1209.7 ] 1672.0 | 1170.4 | 2173.6
iE2 pg/ml 151.3 105.9 196.7 232.3 162.6 301.9 403.2 282.2 524.1 iE2 pmol/l 555.5 388.9 722.2 852.6 596.8 | 1108.4 ] 1480.1 | 1036.1 | 1924.1
FER ng/ml 66.7 46.7 86.7 220.2 154.2 | 286.3 | 261.1 182.8 | 339.5 FER g/l 66.7 46.7 86.7 220.2 | 154.2 | 286.3 261.1 182.8 | 339.5
FOLATE *1) ng/ml 2.1 1.2 2.9 5.5 3.8 7.1 11.0 7.7 14.3 FOLATE *1) nmol/l 4.7 2.8 6.5 12.4 8.7 16.1 25.0 17.5 325
FSH miU/ml 8.0 5.6 10.5 14.4 10.1 18.8 43.2 30.2 56.1 FSH i/ 8.0 5.6 10.5 14.4 10.1 18.8 43.2 30.2 56.1
iFT3 pg/ml 2.28 1.60 2.97 3.57 2.50 4.64 16.81 11.77 | 21.85 iFT3 pmol/l 3.51 2.46 4.57 5.49 3.84 7.14 25.89 18.12 | 33.65
FT4 ng/dl 0.88 0.61 1.14 1.45 1.01 1.88 5.14 3.59 6.68 FT4 pmol/l || 11.29 7.91 14.68 | 18.70 | 13.09 | 24.31 66.25 46.37 | 86.12
HCGII miU/ml 9.9 6.9 12.9 100.0 70.0 130.0 | 781.1 | 546.8 | 1015.4 HCGII 19] 9.9 6.9 12.9 100.0 70.0 130.0 781.1 546.8 | 1015.4
HGH ng/ml 3.7 2.6 4.8 9.7 6.8 12.6 25.3 17.7 32.9 HGH miu/l 11.0 7.7 14.3 29.0 20.3 37.7 76.0 53.2 98.8
IgEll U/ml 59.8 41.9 77.8 115.2 80.7 149.8 | 333.5 | 233.5 | 433.6 IgEll kiun 59.8 419 77.8 115.2 80.7 149.8 333.5 2335 | 433.6
IRI pu/ml 14.8 10.4 19.2 132.9 93.0 172.8 | 253.6 1775 | 329.7 IRI mu/l 14.8 10.4 19.2 132.9 93.0 172.8 253.6 177.5 | 329.7
LHII miU/ml 3.8 2.7 5.0 24.3 17.0 31.5 102.1 71.5 132.7 LHI /1 3.8 2.7 5.0 24.3 17.0 315 102.1 715 132.7
Myoglobin ng/ml 57.2 40.0 74.3 88.9 62.3 115.6 | 292.7 | 204.9 | 380.4 Myoglobin g/l 57.2 40.0 74.3 88.9 62.3 115.6 292.7 204.9 | 380.4
OVCA /v\ uU/ml 14.4 10.1 18.7 38.5 26.9 50.0 89.1 62.4 115.8 OVCA A ku/l 14.4 10.1 18.7 38.5 26.9 50.0 89.1 62.4 115.8
PAP ng/ml 19.6 13.7 25.5 8.8 6.1 11.4 5.5 3.8 7.1 PAP g/l 19.6 13.7 25.5 8.8 6.1 114 5.5 3.8 7.1
PRL ng/ml 2.9 2.0 3.8 7.9 5.5 10.3 60.8 425 79.0 PRL miu/l 78.1 54.7 101.6 | 213.7 | 149.6 | 277.8 | 1641.2 | 1148.8 | 2133.5
PROGIII ng/ml 2.05 1.43 2.66 10.07 7.05 13.09 | 22.69 15.88 | 29.50 PROGIII nmol/l 6.51 4.56 8.47 32.03 | 22.42 | 41.64 72.16 50.51 | 93.80
PSAII *1) ng/ml || 32.505 | 22.754 | 42.257 | 4.626 3.238 | 6.014 | 1.108 | 0.776 1.441 PSAII *1) ug/l 32.505 | 22.754 | 42.257 | 4.626 | 3.238 | 6.014 1.108 0.776 | 1.441
free PSA *1) ng/ml || 14.669 | 10.268 | 19.070 1.463 1.024 | 1.902 | 0.338 | 0.237 | 0.439 free PSA *1) g/l 14.669 | 10.268 | 19.070 | 1.463 | 1.024 | 1.902 0.338 0.237 | 0.439
iPTH *1) pg/ml 12.1 8.4 15.7 31.2 21.8 40.5 249.0 174.3 | 323.7 iPTH *1) ng/l 12.1 8.4 15.7 31.2 21.8 40.5 249.0 174.3 | 323.7
SLa U/ml 9.6 6.7 12.5 17.6 12.3 22.9 72.0 50.4 93.6 SLa kU/I*2) 9.6 6.7 12.5 17.6 12.3 22.9 72.0 50.4 93.6
T4 ug/dl 4.2 2.9 5.5 7.1 5.0 9.3 18.5 12.9 24.0 T4 nmol/l 54.1 37.9 70.4 92.1 64.5 119.7 238.3 166.8 | 309.8
Testosterone ng/dl || 101.93 | 71.35 | 132.51 ] 397.37 | 278.16 | 516.57 | 973.39 | 681.37 | 1265.41 Testosterone nmol/l 3.53 2.47 4.59 13.78 9.64 17.91 33.75 23.62 | 43.87
TSH uiu/ml || 0.429 | 0.300 | 0.558 5.939 4.158 | 7.721 | 29.733 | 20.813 | 38.653 TSH miu/l 0.429 | 0.300 | 0.558 | 5.939 | 4.158 | 7.721 | 29.733 | 20.813 | 38.653
TT3 ng/ml 0.86 0.60 1.12 1.16 0.81 1.51 3.63 2.54 4.72 TT3 nmol/l 1.32 0.93 1.72 1.79 1.25 2.33 5.59 3.91 7.27
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*Note *1): ¢cTnl 3rd-Gen, iPTH, PSAIl, C-Peptidell, free PSA and FOLATE should be measured between 1 and 2 hours after reconstitution

en [Terms Units Mean Range of the MAC..
*Babenexka *1): CbpaeynuaT cTnl 3rd-Gen, iPTH, PSAIl, C-Peptidell, free PSA n FOLATE T1psbea ga 6baat namepenn mexam 1 m
bg | Yenosus | EpuHmaun | Cpepro Obxsat 2 yaca cnep pastBapsiHeTo Ha MAC.
cs |Terminy |Jednotky |Pramér Rozmezi |*Poznamka *1): cTnl 3rd-Gen, iPTH, PSAII, C-Peptidell, free PSA a FOLATE se musi méfit mezi 1 a 2 hodinami po rekonstituci MAC.
da|ordiiste |Enheder | Gennemsnit Omrade *Bemeerk *1): cTnl 3rd-Gen, iPTH, PSAII, C-Peptidell, free PSA og FOLATE bgr males mellem 1 og 2 timer efter at MAC er
rekonstitueret.
. . . . . *Hinweis *1): cTnl 3rd-Gen, iPTH, PSAIl, C-Peptidell, free PSA und FOLATE sollten zwischen 1 und 2 Stunden nach der
de | Begriffe | Einheiten | Mittelwert Bereich Wiederherstellung des MAC gemessen werden.
, . . . |* Znueiwon *1): H pérpnon Twv avaAucswy cTnl 3rd-Gen, iPTH, PSAIl, C-Peptidell, free PSA ka1 FOLATE 6a mrpéTrel va TTpaydaToTToIETal
el |Opog Edpog Movadeg Meon miun MeTagu 1 Kal 2 wpwv PeTA TNV avacuoTacn Tou MAC.
S . . * Nota *1): cTnl 3rd-Gen, iPTH, PSAIl, C-Peptidell, free PSA y FOLATE deben determinarse entre 1 y 2 horas después de la
es | Términos |Unidades | Media Rango reconstitucion de MAC. *2) Correccién unitaria
et |Nimetus | Uhik Keskmine Vahemik *Markus *1): c¢Tnl 3rd-Gen, iPTH, PSAIl, C-Peptidell, free PSA, FOLATE tuleks valmis m8dta vahemikus 1-2 tundi parast MAC’i
valmistamist.
"y - * Remarque *1) : La cTnl 3rd-Gen, la iPTH, la le PSAIl, le C-Peptidell, le free PSA et les FOLATES devraient étre mesurés entre 1 et
fr |Termes | Unités Moyenne Limites 2 heures apres la reconstitution du MAC.
hr | Nazivi Mjerne Srednja Raspon *Napomena *1): cTnl 3rd-Gen, iPTH, PSAIl, C-Peptidell, free PSA i FOLAT mogu se izmjeriti izmedu 1 i 2 sata nakon rekonstitucije
jedinice vrijednost P proizvoda MAC.
< < < 2 | * Megjegyzés *1): A cTnl 3rd-Gen, iPTH, PSAII, C-Peptidell, free PSA és FOLATE mérését 1-2 ¢raval a MAC regeneral6dasat kdvetéen
hu |Feltételek |[Egységek |Jelentés Mennyiség kell elvégezni.
it |Termini Unita Media Intervallo |* Nota *1): cTnl 3rd-Gen, iPTH, PSAIl, C-Peptidell, free PSA e FOLATE saranno misurati da 1 a 2 ore dopo la ricostruzione del MAC.
It |Terminai Matavimo Vidurkis Intervalas * Pastaba *1): cTnl 3rd-Gen, iPTH, PSAIl, C-Peptidell, free PSA ir FOLATE turi bati matuojami nuo 1 iki 2 valandos po MAC atkdrimo.
Vienetai
Iv |Termini |Vienlbas |Vidé&ja Vértiba |Apjoms * Piezime *1): cTnl 3rd-Gen, iPTH, PSAIl, C-Peptidell, free PSA un FOLATE bitu jaméra 1 un 2 stundas péc MAC atSkaidiSanas.
no | Udtryk Enheter Gjennomsnitt |Omrade * Merknad *1): cTnl 3rd-Gen, iPTH, PSAIIl, C-Peptidell, free PSA og FOLATE bgr méales opp mellom 1 og 2 timer etter rekonstruksjon av
MAC-en.
: Ll ; * Uwaga *1): Pomiary cTnl 3rd-Gen, iPTH, PSAII, C-Peptidell, free PSA oraz FOLATE nalezy wykonywa¢ pomiedzy 1 a 2 godzing po
pl |Warunki |Jednostki |Srednia Zakres przygotowaniu MAC.
pt |Termos |Unidades |Média Limites * Nota *1): A cTnl 3rd-Gen, iPTH, PSAIl, C-Peptidell, free PSA e FOLATE devem ser medidos entre 1 a 2 horas ap6s a reconstituicdo do
MAC.
ro |Termeni |Unitati Media Interval * Observatie *1): cTnl 3rd-Gen, iPTH, PSAIl, C-Peptidell, free PSA si FOLATE trebuie masurate intre 1 si 2 ore dupa reconstituirea MAC.
sk |\raz Jednotk Stred Rozsah * Poznamka *1): Hladiny cTnl 3rd-Gen, iPTH, PSAIl, C-Peptidell, free PSA a FOLATE sa maju merat medzi 1 a2 hodinami po
yrazy y opakovanom stanoveni hodnoty MAC.
sl [Pogoji Enota Povprecje Obmocje |* Opomba *1): cTnl 3rd-Gen, iPTH, PSAII, C-Peptidell, free PSA in FOLATE morajo biti izmerjeni v 1 do 2 urah po pripravi MAC.
sv |[Termer |Enheter Middelvardi Omréade * Obs! *1): ¢Tnl 3rd-Gen, iPTH, PSAII, C-Peptidell, free PSA och FOLATE bor uppmaétas mellan 1 och 2 timmar efter att MAC aterstallts.
tr |Kosullar |Birim Ortalama Aralik * Not *1): cTnl 3rd-Gen, iPTH, PSAIl, C-Peptidell, free PSA ve FOLATE, MAC'nin diizenlenmesinden 1 - 2 saat arasinda 6l¢tlmelidir.
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EU Rev. MAC-081220

Démesio. Sis IFU atitinka IVD direktyvos 98/79/EB reikalavimus ir yra skirtas Europos Sajungoje
dirbantiems naudotojams.

AIA-PACK MULTI ANALYTE CONTROL
MAC

PASKIRTIS

AIA-PACK MULTI ANALYTE CONTROL yra skirtas tik sveikatos priezitros specialisty atliekamai in
vitro diagnostikai kokybés kontrolés procediry metu, naudojant su ,Tosoh“ automatizuotais
imunofermentiniais analizatoriais, skirtais analittms, nurodytoms EXTRA INFO AIA-PACK MULTI
ANALYTE CONTROL.

SANTRAUKA IR PAAISKINIMAS

AIA-PACK MULTI ANALYTE CONTROL yra stabilus Zmogaus serumo pagrindu sukurtas liofilizuotas
kontrolinis serumas. Analizatoriaus veikimg galima patikrinti trimis vidinés kokybés kontrolés (IQC)
lygiais, skirtais Siam produktui. AIA-PACK MULTI ANALYTE CONTROL yra paruostas i§ surinkto
zmogaus serumo ir natdralios kilmés komponenty arba gryny cheminiy medziagy, skirty uztikrinti
klinikinés svarbos lygj.

PRISTATYTA MEDZIAGA 2 6.1 Multi-kontoline

Kat. Nr. 0960474 mediiaga, 3-jq Iygiq
2 x 3 ml kontrolinis 1 lygis
2 x 3 ml kontrolinis 2 lygis
2 x 3 ml kontrolinis 3 lygis

|SPEJIMAI IR ATSARGUMO PRIEMONES

e AIA-PACK MULTI ANALYTE CONTROL skirtas naudoti tik in vitro diagnostikai.

e Kontroliné medziaga buvo patikrinta ir joje nebuvo rasta HBsAg bei ZIV-1, ZIV-2 ir HCV antikdny.
Né vienas tyrimo metodas negali visiskai uztikrinti, kad Zmogaus kraujo produktai neperne$
infekcijos sukéléjy, todél rekomenduojama $§j produkta naudoti laikantis tokiy paciy atsargumo
priemoniy, kaip ir naudojant pacienty méginius.

e Nenaudokite, jei galiojimo laikas pasibaiges.

e Saugy atlieky utilizavimg uztikrinsite laikydamiesi nustatyty laboratorijos proceddry ir vietiniy,
valstijos bei federaliniy jstatymy.

e Prie$ naudojimg patikrinkite, ar pakuoté ir buteliuko iSoré néra pazeista. Pastebéje pazeidimy,
susisiekite su vietiniu ,TOSOH" pardavimy atstovu.

REAGENTY PARUOSIMAS

e Prie$ naudojima kontrolinius méginius susildykite iki 18—-25 °C temperataros.

e Atsargiai nuimkite atsukamg dangtelj ir guminj kamstelj, kad dél iSsilyginus slégiui medziaga
neisbégty.

e |lasinkite tiksliai 3,0 ml reagento vandens, kaip nurodyta CLSI GP40-A4-AMD rekomendacijose.
Lasinkite naudodami volumetrines pipetes. Paskui atgal j buteliukg jkiskite kamstelj ir atskiestg
medZziaga palikite pastovéti maziausiai 30 minuciy 18-25 °C aplinkoje.

e Kruopsciai iSmaisius (nekratant), kontrolinis serumas yra paruostas naudoti.

SAUGOJIMAS IR STABILUMAS

e Atidaryti ,Multi analyte control* buteliukai 2-8 °C temperatiros aplinkoje islieka stabills iki ant
etiketés nurodytos galiojimo pabaigos.

e Atskiesta kontroliné medziaga stabili iSlieka 7 dienas, jei buteliukai yra laikomi sandariai uzdaryti ir
Saldomi 2-8 °C temperatros aplinkoje. Kai kuriy anali¢iy stabilumas yra ribotas, todél reikia
patikrinti informacijg dél EXTRA INFO AIA-PACK MULTI ANALYTE CONTROL.

e Naujai atskiestg kontrolinj serumg uzsaldyti galima —20 - —80 °C temperatiros aplinkoje supilscius |
ne mazesnio kaip 0,5 ml tario bandinius. Uz$aldyti bandiniai stabilds iSlieka 4 savaites.

PROCEDURA

Paruoskite analizei skirtus AIA / AIA-CL prietaisus. Zr. AIA analizatoriaus operatoriaus vadove.
Sj produkta reikia apdoroti taip pat kaip pacienty méginius ir analizuoti pagal prie naudojamo reagento
pridétus nurodymus.

1. ] prietaisg jdékite reikiamg AlA / CL AIA-PACK mégintuvéliy kiekj.

2. | tyrimo taureles jpilkite reikiama kiekvieno kontrolinio méginio kiekj. (Reikiamg méginio kiekj rasite
prietaiso darbo lape).

3. Darby sgrada atspausdinkite, o tyrimo taureles sudékite j nurodytas vietas.

4. Pasirinkite ,START". Patikrinkite, ar darby sarase nurodytos vietos atitinka ekrane nurodytas
vietas.

REIKSMIY NUSTATYMAS

1. Patikimumo riba — tai priskirtos reikSmés plius / minus dvigubas bendras standartinis reik§meés
priskyrimo nuokrypis.

2. ReikSmés nurodytos EXTRA INFO AIA-PACK MULTI ANALYTE CONTROL internetiniame
puslapyje: https://www.diagnostics.eu.tosohbioscience.com/service-support/instructions-for-use

3. Kiekvienai laboratorijai rekomenduojama nustatyti savo paciy vidurkius ir priimtinas ribas, o
pateiktas reikSmes naudoti tik kaip rekomendacines.

4. Nepamirskite, kad Siame EXTRA INFO AIA-PACK MULTI ANALYTE CONTROL pateiktos priskirtos
reikSmés produkto naudojimo laikotarpiu greiciausiai bus atnaujintos.
Dél to, priskirtas reikSmes reikia reguliariai  patikrinti internetiniame  puslapyje:
https://www.diagnostics.eu.tosohbioscience.com/service-support/instructions-for-use

APRIBOJIMAI
AIA-PACK MULTI ANALYTE CONTROL yra skirta naudoti tik su ,Tosoh“ automatizuotais
imunofermentiniais analizatoriais.

1. Pasibaigus galiojimo laikui produkto naudoti negalima.

2. Pastebéjus, kad atskiestas produktas yra uzterStas mikrobais arba susidrumstes, buteliukg
iSmeskite.

3. Sis produktas néra skirtas naudoti kaip standartiné medziaga.

€ ..

TOSOH EUROPE N.V. u
Transportstraat 4
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Tel.: +32 (0)13 66 88 30 Faks.: +32 (0)13 66 47 49
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medZziaga)
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EU rev. SUB-011011

Démesio: Sis IFU atitinka IVD Direktyva 98/79/EC ir yra skirtas naudoti klientams, kurie veikia
Europos Sajungoje

AIA-PACK SUBSTRATE SET Il

PASKIRTIS

AIA-PACK SUBSTRATE SET |l skirtas tik in vitro diagnostikai AIA-PACK arba ST AIA-PACK
bandymams.

TIEKIAMOS MEDZIAGOS

Katalogas 0020968
2 buteliukai AIA-PACK SUBSTRATE REAGENT II

4-metilumbeliferilo fosfato, stabilizatoriy ir konservanto (liofilizuoto) - natrio azido.
2 x100 ml AIA-PACK SUBSTRATE RECONSTITUENT II

Buferis, kuriame yra konservanto (skysto) - natro azido.
ISPEJIMAI IR ATSARGUMO PRIEMONES

1. AIA-PACK SUBSTRATE SET Il skirtas naudoti tik in vitro diagnostikai.

2. PrieS naudojimg patikrinkite iSorine pakuote ir buteliuka, ar néra pazeidimo pozymiy. Jei matote
pazeidima, susisiekite su savo vietos , Tosoh® pardavimo atstovu.

3. Medziagy sudétyje yra natrio azido, kuris gali reaguoti su Svinu ir variu sudarydamas sprogius
metaly azidus. ISpildami Siuos reagentus, visuomet nuplaukite dideliu vandens kiekiu, kad
uzkirstuméte kelig azidy susikaupimui.

4. Nenaudokite galiojimo laikui pasibaigus.

5. Dél saugaus utilizavimo rekomenduojama, kad kiekviena laboratorija atitikty nustatytas laboratorijos
proceddras ir vietinius, valstijos bei federalinius jstatymus.

REAGENTUY PARUOSIMAS

1. PrieS$ pradédant dirbti su substrato tirpalu visi reagentai turi pasiekti 18°-25°C temperatira.

2. | liofilizuota AIA-PACK SUBSTRATE REAGENT Il jpilkite buteliukg AIA-PACK SUBSTRATE
RECONSTITUENT II, gerai iSmai$ykite, kad istirpty visos kietos medziagos.

3. Kiekvieno paruosto AIA-PACK SUBSTRATE REAGENT Il buteliuko pakanka 400 bandymy TOSOH
AlA sistemy analizatoriuose.

SAUGOJIMAS IR STABILUMAS

e Kai nenaudojate, AIA-PACK SUBSTRATE SET Il visuomet laikykite stacius 2 — 8 °C temperataroje.

Saugokite nuo Sviesos.

e Kai laikomas neatidarytas ir $aldomas 2 — 8 °C AIA-PACK SUBSTRATE SET Il liks stabilus iki
galiojimo termino, nurodyto etiketéje.

e Paruostas substrato miSinys bus stabilus 3 dienas temperatdrai esant 18 — 25°C arba 30 dienas
temperatdrai esant 2 — 8°C.

e Serumas, dulkés, metalas ar mikroorganizmai gali sukelti substrato tirpalo irima. Laikykite Svarioje
aplinkoje, atokiau nuo tiesioginés saulés Sviesos ir ultravioletiniy lempuy.

PROCEDURA

Dél iSsamiy nurodymy skaitykite AIA-PACK ar ST AIA-PACK dokumentus, TOSOH AIA analizatoriy
TOSOH AIA sistemos vartotojo vadova.

q3

TOSOH CORPORATION

3-8-2, Shiba, Minato-ku

TOKYO 105-8623 (JAPONIJA)
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Transportstraat 4
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Tel.: +32 (0)13 66 88 30 Faksas: +32 (0)13 66 47 49
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[ ec [ ree |

81



EU rev. WASH-030117

Démesio: Sis IFU atitinka IVD Direktyva 98/79/EC ir yra skirtas naudoti klientams, kurie veikia
Europos Sajungoje

AIA-PACK WASH CONCENTRATE

PASKIRTIS

AIA-PACK WASH CONCENTRATE skirtas tik in vitro diagnostikai AIA-PACK arba ST AIA-PACK
bandymams.

TIEKIAMOS MEDZIAGOS

Katalogas 0020955
4 x 100 ml AIA-PACK WASH CONCENTRATE
Buferinis tirpalas su plovikliu ir bakteriostatine medziaga.

JSPEJIMAI IR ATSARGUMO PRIEMONES

1. AIA-PACK WASH CONCENTRATE skirtas naudoti tik in vitro diagnostikai.

2. Prie$ naudojimg patikrinkite iSoring pakuote ir buteliuka, ar néra pazeidimo pozymiy. Jei matote
pazeidima, susisiekite su savo vietos ,, Tosoh® pardavimo atstovu.

3. Nenaudokite galiojimo laikui pasibaigus.

4. Dél saugaus utilizavimo rekomenduojama, kad kiekviena laboratorija atitikty nustatytas laboratorijos
proceddras ir vietinius, valstijos bei federalinius jstatymus.

REAGENTUY PARUOSIMAS

Visg ,AIA-PACK WASH CONCENTRATE" (100 ml) turinj supilkite j apytiksliai 2,0 | CAP | klasés arba
klinikinés laboratorijos reagenty vandens (anks¢iau NCCLS | tipas), kaip nurodyta CLSI C3-A4
rekomendacijose, gerai iSmaisykite ir pripildykite iki galutinio 2,5 | tdrio.

Galite 40 ml AIA-PACK WASH CONCENTRATE (matavimui naudokite menzarg) supilkite j 800 ml CAP
| klasés arba klinikinés laboratorijos reagenty vandens (anks¢iau NCCLS | tipas), kaip nurodyta CLSI
C3-A4 rekomendacijose. Gerai iSmaisykite, galutinj tari padidinkite iki 1000 ml pripildami CAP | klasés
arba klinikinés laboratorijos reagenty vandens (anks¢iau NCCLS | tipas), kaip nurodyta CLSI C3-A4
rekomendacijose.

SAUGOJIMAS IR STABILUMAS

e Kai nenaudojate, AIA-PACK WASH CONCENTRATE visuomet laikykite stadius 2 — 8 °C
temperatiroje.

e  Kailaikomas neatidarytas ir $aldomas 2 — 8 °C AIA-PACK WASH CONCENTRATE liks stabilus iki
galiojimo termino, nurodyto etiketéje.

e  Praskiestas tirpalas bus stabilus 30 dieny temperatirai esant 18 —25°C.

PROCEDURA
Dél iSsamiy nurodymy skaitykite AIA-PACK ar ST AIA-PACK dokumentus, TOSOH AIA analizatoriy

sistemos vartotojo vadova.

SAUGOS INFORMACIJA: netaikoma.

C€

TOSOH EUROPE N.V.

Transportstraat 4 M
B-3980 TESSENDERLO (BELGIJA)

Tel.: +32 (0)13 66 88 30 Faksas: +32 (0)13 66 47 49

Bendras taris (po paruoSimo
liofilizuotai medziagai)
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EU rev. DIL-020215

Démesio: Sis IFU atitinka IVD Direktyva 98/79/EC ir yra skirtas naudoti klientams, kurie veikia
Europos Sajungoje

AIA-PACK DILUENT CONCENTRATE

PASKIRTIS

AIA-PACK DILUENT CONCENTRATE skirtas tik in vitro diagnostikai AIA-PACK arba ST AIA-PACK
bandymams.

TIEKIAMOS MEDZIAGOS

Katalogas 0020956
4 x 100 ml AIA-PACK DILUENT CONCENTRATE
Buferinis tirpalas su plovikliu.

JSPEJIMAI IR ATSARGUMO PRIEMONES

1. AIA-PACK DILUENT CONCENTRATE skirtas naudoti tik in vitro diagnostikai.

2. Prie$ naudojimg patikrinkite iSoring pakuote ir buteliukg, ar néra pazeidimo pozymiy. Jei matote
pazeidima, susisiekite su savo vietos ,, Tosoh® pardavimo atstovu.

3. Medziagy sudétyje yra natrio azido, kuris gali reaguoti su Svinu ir variu sudarydamas sprogius
metaly azidus. ISpildami Siuos reagentus, visuomet nuplaukite dideliu vandens kiekiu, kad
uzkirstuméte kelig azidy susikaupimui.

4. Nenaudokite galiojimo laikui pasibaigus.

5. Dél saugaus utilizavimo rekomenduojama, kad kiekviena laboratorija atitikty nustatytas laboratorijos
proceddras ir vietinius, valstijos bei federalinius jstatymus.

REAGENTUY PARUOSIMAS

Visg ,AIA-PACK DILUENT CONCENTRATE" (100 ml) turinj supilkite j apytiksliai 4,0 | CAP | klasés arba
klinikinés laboratorijos reagenty vandens (anks¢iau NCCLS | tipas), kaip nurodyta CLSI C3-A4
rekomendacijose, gerai iSmaisykite ir pripildykite iki galutinio 5,0 | tdrio..

Galite 20 ml AIA-PACK DILUENT CONCENTRATE (matavimui naudokite menzirg) supilkite j 800 ml
CAP | klasés arba klinikinés laboratorijos reagenty vandens (anks¢iau NCCLS | tipas), kaip nurodyta
CLSI C3-A4 rekomendacijose. Gerai iSmaiSykite, galutinj tdri padidinkite iki 1000 ml pripildami CAP |
klasés arba klinikinés laboratorijos reagenty vandens (anks¢iau NCCLS | tipas), kaip nurodyta CLSI
C3-A4 rekomendacijose.

SAUGOJIMAS IR STABILUMAS

e Kai nenaudojate, AIA-PACK DILUENT CONCENTRATE visuomet laikykite stadius 2 — 8 °C
temperataroje.

e Kai laikomas neatidarytas ir Saldomas 2 — 8 °C AIA-PACK DILUENT CONCENTRATE liks stabilus
iki galiojimo termino, nurodyto etiketéje.

e  Praskiestas tirpalas bus stabilus 30 dieny temperatirai esant 18 — 25°C.

PROCEDURA

Dél iSsamiy nurodymy skaitykite AIA-PACK ar ST AIA-PACK dokumentus, TOSOH AIA analizatoriy
sistemos vartotojo vadova.

SAUGOS INFORMACIJA

Pavojingumo frazés

H412 Kenksminga vandens organizmams, sukelia ilgalaikius pakitimus.

Atsargumo frazes

P101 Jei reikalinga gydytojo konsultacija, su savimi turékite produkto talpyklg ar jo
etikete.

P102 Laikyti vaikams neprieinamoje vietoje.

P103 PrieS naudojimg perskaityti etikete.

P273 Saugoti, kad nepatekty j aplinka.

P501 Turinj / talpyklg Salinkite laikydamiesi vietiniy / regioniniy / tarptautiniy reikalavimy.

TOSOH EUROPE N.V.

Transportstraat 4 M

B-3980 TESSENDERLO (BELGIJA)
Tel.: +32 (0)13 66 88 30 Faksas: +32 (0)13 66 47 49

Bendras tdris (po paruoSimo

liofilizuotai medziagai)
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EU rev. STD-010918

Démesio: Sis IFU atitinka IVD Direktyva 98/79/EC ir yra skirtas naudoti klientams, kurie veikia
Europos Sajungoje

AIA-PACK DETECTOR STANDARDIZATION TEST CUP

PASKIRTIS

AlA-PACK DETECTOR STANDARDIZATION TEST CUP skirtas naudoti tik in vitro diagnostikai.
AIA-PACK DETECTOR STANDARDIZATION TEST CUP naudojamas matuoti substratg TOSOH AIA
sistemos analizatoriuose.

TIEKIAMOS MEDZIAGOS

Katalogas 0020970
10 dékly x 20 taureliy AIA-PACK DETECTOR STANDARDIZATION TEST CUP

JSPEJIMAI IR ATSARGUMO PRIEMONES

AlA-PACK DETECTOR STANDARDIZATION TEST CUP skirtas naudoti tik in vitro diagnostikai.
PARUOSIMAS

AIA-PACK DETECTOR STANDARDIZATION TEST CUP pateikiamas paruo$tas naudojimui.
SAUGOJIMAS IR STABILUMAS

AIA-PACK DETECTOR STANDARDIZATION TEST CUP laikykite 1-30 °C temperataroje. AIA-PACK
DETECTOR STANDARDIZATION TEST CUP lieka stabilus iki etiketéje nurodytos datos.

PASTABOS PROCEDUROMS

Dél papildomy substrato matavimo proceddriniy nurodymy, zitrékite TOSOH AIA sistemos vartotojo

vadova.

1. | atitinkama instrumento vietg jdékite vieng (1) AIA-PACK DETECTOR STANDARDIZATION TEST
CUP.

2. | atitinkama instrumento vieta jdékite buteliuka paruosto AIA-PACK SUBSTRATE REAGENT II.

3. Kasdienés prieziros medziagos lange paspauskite mygtukg OK, kad pradétuméte automatinj
substrato matavima.
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