ARCHITECT
iValproic Acid

Read Highlighted Changes: Revised April 2023.

Package insert instructions must be carefully followed. Reliability of
assay results cannot be guaranteed if there are any deviations from
the instructions in this package insert.

For laboratory professional use only.

B NAME
ARCHITECT iValproic Acid

B INTENDED USE

The ARCHITECT iValproic Acid assay is an in vitro chemiluminescent
microparticle immunoassay (CMIA) for the quantitative measurement
of valproic acid, an anticonvulsant drug, in human serum or plasma
on the ARCHITECT iSystem with STAT protocol capability. The
measurements obtained are used in monitoring levels of valproic acid
to help ensure appropriate therapy.

B SUMMARY AND EXPLANATION OF THE TEST
Valproic acid is a broad-spectrum anticonvulsant drug used solely

or in combination with other anticonvulsant drugs for the treatment
of absence seizures.! 2 It also has demonstrated effectiveness in
the management of generalized tonic-clonic and myoclonic seizures,
as well as atypical absence, simple and complex partial and mixed
grand mal and petit mal seizures.! 3 4 The capability of treating
many types of seizures with a single anticonvulsant has resulted in
the wide-spread use of valproic acid, particularly in children in whom
tonic-clonic and myoclonic seizures are most prevalent.>7 Valproic
acid has proven effective in the treatment of many patients otherwise
refractory to other anticonvulsant treatments. Most patients receiving
valproic acid do not develop a tolerance to its anticonvulsant effects.?

H BIOLOGICAL PRINCIPLES OF THE PROCEDURE
The ARCHITECT iValproic Acid assay is an automated one-step STAT
immunoassay for the quantitative measurement of valproic acid in
human serum or plasma using CMIA technology with flexible assay
protocols, referred to as Chemiflex.

1. Sample, anti-valproic acid coated paramagnetic microparticles,
and valproic acid acridinium-labeled conjugate are combined
to create a reaction mixture. The valproic acid present in the
sample binds to the anti-valproic acid coated microparticles and
to the valproic acid acridinium-labeled conjugate.

2. After washing, Pre-Trigger and Trigger Solutions are added to the
reaction mixture.

3. The resulting chemiluminescent reaction is measured as relative
light units (RLUs). There is an indirect relationship between the
amount of valproic acid in the sample and the RLUs detected by
the ARCHITECT iSystem optics.

For additional information on system and assay technology, refer to

the ARCHITECT System Operations Manual, Section 3.
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B REAGENTS

Kit Contents
ARCHITECT iValproic Acid 1P35

1P35-25
%
1x 66 mL
1x5.9mL

Anti-valproic acid (mouse, monoclonal) coated goat
anti-mouse (GAM) microparticles in TRIS buffer with protein (bovine)
stabilizer. Minimum concentration: 0.01% solids. Preservative:
ProClin 950 and sodium azide.

Valproic acid acridinium-labeled conjugate in MES buffer
with surfactant. Minimum concentration: 40.0 ng/mL. Preservative:
ProClin 300.

Other Reagents

[PRE-TRIGGER SOLUTION| ARCHITECT Pre-Trigger Solution containing
1.32% (w/v) hydrogen peroxide.

ARCHITECT Trigger Solution containing 0.35 N

sodium hydroxide.

ARCHITECT Wash Buffer containing phosphate
buffered saline solution. Preservatives: antimicrobial agents.

Warnings and Precautions

e For In Vitro Diagnostic Use
.

Safety Precautions

CAUTION: This product requires the handling of human specimens.
It is recommended that all human-sourced materials and all
consumables contaminated with potentially infectious materials be
considered potentially infectious and handled in accordance with

the OSHA Standard on Bloodborne Pathogens. Biosafety Level 2

or other appropriate regional, national, and institutional biosafety
practices should be used for materials that contain, are suspected of
containing, or are contaminated with infectious agents.%12

The following warnings and precautions apply to:

WARNING Contains methylisothiazolone and sodium
azide.

H317 May cause an allergic skin reaction.

EUHO032 Contact with acids liberates very toxic gas.

Prevention

P261 Avoid breathing mist / vapors | spray.

p272 Contaminated work clothing should not be
allowed out of the workplace.

P280 Wear protective gloves / protective
clothing / eye protection.




Response

P302+P352 IF ON SKIN: Wash with plenty of water.

P333+P313 If skin irritation or rash occurs: Get
medical advice | attention.

P362+P364 Take off contaminated clothing and wash
it before reuse.

Disposal

P501 Dispose of contents / container in
accordance with local regulations.

The following warnings and precautions apply to:

WARNING Contains methylisothiazolones and copper
sulfate (pentahydrate).

H317 May cause an allergic skin reaction.

H402* Harmful to aquatic life.

H412 Harmful to aquatic life with long lasting
effects.

Prevention

P261 Avoid breathing mist / vapors | spray.

p272 Contaminated work clothing should not be
allowed out of the workplace.

P273 Avoid release to the environment.

P280 Wear protective gloves / protective
clothing / eye protection.

Response

P302+P352 IF ON SKIN: Wash with plenty of water.

P333+P313 If skin irritation or rash occurs: Get
medical advice / attention.

P362+P364 Take off contaminated clothing and wash
it before reuse.

Disposal

P501 Dispose of contents / container in
accordance with local regulations.

* Not applicable where regulation EC 1272/2008 (CLP) has been
implemented.

Follow local chemical disposal regulations based on your location
along with recommendations and content in the Safety Data Sheet to
determine the safe disposal of this product.

For the most current hazard information, see the product Safety Data
Sheet.

Safety Data Sheets are available at www.corelaboratory.abbott or
contact your local representative.

For a detailed discussion of safety precautions during system
operation, refer to the ARCHITECT System Operations Manual,
Section 8.

Reagent Handling

e Do not use reagent kits beyond the expiration date.

e Do not pool reagents within a kit or between kits.

e Before loading the reagent kit on the system for the first time, the
microparticle bottle requires mixing to resuspend microparticles
that may have settled during shipment. For microparticle mixing
instructions, refer to the PROCEDURE, Assay Procedure section
of this package insert.

e Septums MUST be used to prevent reagent evaporation and
contamination and to ensure reagent integrity. Reliability of
assay results cannot be guaranteed if septums are not used
according to the instructions in this package insert.

e To avoid contamination, wear clean gloves when placing a
septum on an uncapped reagent bottle.
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e Once a septum has been placed on an open reagent bottle,
do not invert the bottle as this will result in reagent leakage
and may compromise assay results.

e Qver time, residual liquids may dry on the septum surface.
These are typically dried salts and have no effect on assay
efficacy.

For a detailed discussion of handling precautions during system
operation, refer to the ARCHITECT System Operations Manual,
Section 7.

Reagent Storage

When stored and handled as directed, reagents are stable until the
expiration date.

e Do not freeze.

Storage Maximum Additional Storage

Temperature Storage Time Instructions
Unopened/ 2-8°C Until May be used immediately
Opened* expiration after removal from 2-8°C

date storage.
Store in upright position.

On board  System 30 days Discard after 30 days.

temperature For information on tracking

onboard time, refer to
the ARCHITECT System
Operations Manual,
Section 5.

* Reagents may be stored on or off the ARCHITECT iSystem. If
reagents are removed from the system, store them at 2-8°C (with
septums and replacement caps) in an upright position. For reagents
stored off the system, it is recommended that they be stored in
their original trays and boxes to ensure they remain upright. If the
microparticle bottle does not remain upright (with a septum
installed) while in refrigerated storage off the system, the reagent
kit must be discarded. For information on unloading reagents, refer
to the ARCHITECT System Operations Manual, Section 5.

Indications of Reagent Deterioration

When a control value is out of the specified range, it may indicate
deterioration of the reagents or errors in technique. Associated test
results are invalid, and samples must be retested. Assay recalibration
may be necessary. For troubleshooting information, refer to the
ARCHITECT System Operations Manual, Section 10.

B INSTRUMENT PROCEDURE

The ARCHITECT iValproic Acid assay file must be installed on the
ARCHITECT iSystem with STAT protocol capability before performing
the assay (refer to the PROCEDURE, Materials Required but not
Provided section).

For detailed information on assay file installation and viewing

and editing assay parameters, refer to the ARCHITECT System
Operations Manual, Section 2.

For information on printing assay parameters, refer to the ARCHITECT
System Operations Manual, Section 5.

For a detailed description of system procedures, refer to the
ARCHITECT System Operations Manual.

Alternate Result Units

Edit assay parameter "Result concentration units" to select an
alternate unit.

Conversion formula:

(Concentration in Default result unit) x (Conversion factor) =
(Concentration in Alternate result unit)

Default result unit Conversion factor Alternate result unit

ug/mL 6.93 umol/L

1.00 mg/L




l SPECIMEN COLLECTION AND PREPARATION
FOR ANALYSIS

Specimen Types
Verified specimen types to be used with this assay:

Specimen Types Collection Tubes

Human serum Serum

Human plasma lithium heparin
sodium heparin
potassium EDTA

sodium EDTA

e Other specimen collection tubes, including gel separation tubes,
have not been tested with this assay.

e Performance has not been established for the use of cadaveric
specimens or the use of body fluids other than human serum or
plasma.

e Plasma samples from different anticoagulant tube types should
not be used interchangeably for monitoring valproic acid.

e Liquid anticoagulants may have a dilution effect resulting in lower
concentrations for individual patient specimens.

e The instrument does not provide the capability to verify specimen
type. It is the responsibility of the operator to verify that the
correct specimen types are used in the assay.

Specimen Conditions

e Do not use specimens with the following conditions:
® heat-inactivated
e grossly hemolyzed (> 500 mg/dL hemoglobin)

e obvious microbial contamination
e cadaver specimens or any other body fluids

e For accurate results, serum and plasma specimens should be
free of fibrin, red blood cells, and other particulate matter. Serum
specimens from patients receiving anticoagulant or thrombolytic
therapy may contain fibrin due to incomplete clot formation.

e To prevent cross contamination, use of disposable pipettes or
pipette tips is recommended.

Preparation for Analysis

e Follow the tube manufacturer’s processing instructions for
collection tubes. Gravity separation is not sufficient for specimen
preparation.

e Mix thawed specimens thoroughly by low-speed vortexing or by
inverting 10 times. Visually inspect the specimens. If layering or
stratification is observed, continue mixing until specimens are
visibly homogeneous.

e To ensure consistency in results, centrifuge specimens before
testing if
e they contain fibrin, red blood cells, or other particulate

matter,
e they require repeat testing, or
e they were frozen and thawed.

e Transfer clarified specimen to a sample cup or secondary tube
for testing.

e Centrifuged specimens with a lipid layer on the top must be
transferred to a sample cup or secondary tube. Care must be
taken to transfer only the clarified specimen without the lipemic
material.

e Inspect all specimens for bubbles. Remove bubbles with an
applicator stick before analysis. Use a new applicator stick for
each specimen to prevent cross contamination.
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Specimen Storage

Specimen Type Storage Temperature Maximum Storage Time

Serum/Plasma Room temperature < 2 days*™

2-8°C < 7 days*®

-20°C or colder < 3 months™

*Specimens may be stored on or off the clot or red blood cells for

up to two days at room temperature. Specimens removed from the

clot or red blood cells may be stored up to seven days refrigerated

at 2-8°C."8

Serum or plasma specimens can be stored up to three months at

-20°C or colder.”

Avoid more than 5 freeze/thaw cycles.

Specimen Shipping

e Package and label specimens in compliance with applicable
state, federal, and international regulations covering the transport
of clinical specimens and infectious substances.

e Do not exceed the storage limitations listed above.

B PROCEDURE

Materials Provided
1P35 ARCHITECT iValproic Acid Reagent Kit

Materials Required but not Provided

e ARCHITECT iValproic Acid Assay file obtained from
the ARCHITECT iSystem e-Assay CD-ROM found on
www.corelaboratory.abbott

e 1P35-01 ARCHITECT iValproic Acid Calibrators

e Commercial controls

e ARCHITECT Pre-Trigger Solution

e ARCHITECT Trigger Solution

e ARCHITECT Wash Buffer

e ARCHITECT Reaction Vessels

e ARCHITECT Sample Cups

e ARCHITECT Septum

e ARCHITECT Replacement Caps

e Pipettes or pipette tips (optional) to deliver the volumes specified
on the patient or control order screen.

For information on materials required for maintenance procedures,

refer to the ARCHITECT System Operations Manual, Section 9.

Assay Procedure

e Before loading the reagent kit on the system for the first time, the
microparticle bottle requires mixing to resuspend microparticles
that may have settled during shipment. After the first time the
microparticles have been loaded, no further mixing is required.

e Invert the microparticle bottle 30 times.

e Visually inspect the bottle to ensure microparticles are
resuspended. If microparticles are still adhered to the bottle,
continue to invert the bottle until the microparticles have
been completely resuspended.

e If the microparticles do not resuspend, DO NOT USE.
Contact your local Abbott representative.

e Once the microparticles have been resuspended, place a
septum on the bottle. For instructions about placing septums
on bottles, refer to the Reagent Handling section of this
package insert.

e Load the reagent kit on the ARCHITECT iSystem.

e Verify that all necessary reagents are present.

e Ensure that septums are present on all reagent bottles.
e Order calibration, if necessary.

e For information on ordering calibrations, refer to the
ARCHITECT System Operations Manual, Section 6.

e Order tests.

e For information on ordering patient specimens and
controls and for general operating procedures, refer to the
ARCHITECT System Operations Manual, Section 5.



e Minimum sample cup volume is calculated by the system
and printed on the Orderlist report. To minimize the effects of
evaporation, verify adequate sample cup volume is present prior
to running the test.
Maximum number of replicates sampled from the same sample
cup: 10

e Priority:
Sample volume for first test: 70 L
Sample volume for each additional test from same sample cup:
20 pL

e < 3 hours on board:
Sample volume for first test: 150 uL
Sample volume for each additional test from same sample cup:
20 pL

e If using primary or aliquot tubes, use the sample gauge to ensure
sufficient patient specimen is present.

e Prepare ARCHITECT iValproic Acid Calibrators and Controls.

e Mix calibrator(s) and controls by gentle inversion before use.
e Hold bottles vertically and dispense recommended volumes
into each respective sample cup.
e Recommended volumes:
for each calibrator: 5 drops
for each control: Dispense 150 pL of each control into each
respective sample cup.

e Load samples.

e For information on loading samples, refer to the ARCHITECT
System Operations Manual, Section 5.

e Press RUN.

e For additional information on principles of operation, refer to the
ARCHITECT System Operations Manual, Section 3.

e For optimal performance, it is important to perform routine
maintenance as described in the ARCHITECT System Operations
Manual, Section 9. Perform maintenance more frequently when
required by laboratory procedures.

Specimen Dilution Procedures

Specimens with a valproic acid value exceeding 150.00 pg/mL are

flagged with the code “> 150.00 ug/mL” and may be diluted using the

Manual Dilution Procedure.

Manual Dilution Procedure

Suggested dilution: 1:10

1. Add 10 pL of the patient specimen to 90 pL of ARCHITECT
iValproic Acid Calibrator A.

2. The operator must enter the dilution factor in the Patient or
Control order screen. The system will use this dilution factor to
automatically calculate the concentration of the sample before
dilution and report the result.

For detailed information on ordering dilutions, refer to the ARCHITECT

System Operations Manual, Section 5.

Calibration

e Test Calibrators A-F in duplicate. The calibrators should be
priority loaded.

A single sample of each control level must be tested to evaluate
the assay calibration. Ensure that assay control values are within
the ranges specified in the respective control package insert.

e (Calibration Range: 0.00 - 150.00 pg/mL.

e Once an ARCHITECT iValproic Acid calibration is accepted and
stored, all subsequent samples may be tested without further
calibration unless:

* A reagent kit with a new lot number is used or
e Controls are out of range.

e For detailed information on how to perform an assay calibration,

refer to the ARCHITECT System Operations Manual, Section 6.
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Quality Control Procedures

The recommended control requirement for the ARCHITECT
iValproic Acid assay is that a single sample of each control level be
tested once every 24 hours each day of use. If the quality control
procedures in your laboratory require more frequent use of controls
to verify test results, follow your laboratory-specific procedures.
Each laboratory should establish control ranges to monitor the
acceptable performance of the assay. If a control is out of its
specified range, the associated sample results are invalid and the
samples must be retested. Recalibration may be indicated.
Verification of Assay Claims

For protocols to verify package insert claims, refer to the ARCHITECT
System Operations Manual, Appendix B.

The ARCHITECT iValproic Acid assay belongs to method group 2.

B RESULTS

Calculation

The ARCHITECT iValproic Acid assay utilizes a 4 Parameter Logistic
Curve fit data reduction method (4PLC, Y-weighted) to generate a
calibration curve.

Flags

Some results may contain information in the Flags field. For a
description of the flags that may appear in this field, refer to the
ARCHITECT System Operations Manual, Section 5.

Measurement Range (Reportable Range)
The measurement range for the ARCHITECT iValproic Acid assay,
verified by linearity studies, is 2.00 pg/mL to 150.00 pg/mL.

H LIMITATIONS OF THE PROCEDURE

e For diagnostic purposes, results should be used in conjunction
with other data; e.g., symptoms, results of other tests, clinical
impressions, etc.

e |f the ARCHITECT iValproic Acid results are inconsistent with
clinical evidence, additional testing is recommended.

e Plasma samples from different anticoagulant tube types should
not be used interchangeably for monitoring valproic acid. Use of
citrate should be performed only when the blood is collected in a
full tube so as not to incur a dilution effect.

e 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 either falsely elevated or depressed values when
tested with assay kits such as ARCHITECT iValproic Acid that
employ mouse monoclonal antibodies. Additional information may
be required for diagnosis.™ 15

e Heterophilic antibodies in human serum can react with reagent
immunoglobulins, interfering with in vitro immunoassays. The
presence of heterophilic antibodies in a patient specimen may
cause anomalous values to be observed. Additional information
may be required for diagnosis.'®

B EXPECTED VALUES

There is no precise relationship between serum valproic acid levels
and control of seizures,'” although most patients require at least

a serum level of 50 ug/mL for effective therapy.® 4 A therapeutic
range of 50 to 100 ug/mL has been suggested for valproic acid."

3 Due to great individual differences in dosage requirements to
achieve efficacious therapy, determination of valproic acid serum
concentrations is required to direct effective therapy. 7> 18 Refer to
the drug manufacturer’s package insert or the Physicians’ Desk
Reference (PDR) for proper drug dosage and for valproic acid
measurement sampling times.

The main side effects of valproic acid are gastrointestinal. Nausea,
vomiting, diarrhea, etc. have been reported in up to 16% of adults
and over 22% of children receiving valproic acid.'® CNS disturbances
are usually transient and may be eliminated by reducing the dosage
of any concomitantly administered anticonvulsant.'® A rare adverse
side effect of valproic acid is hepatic dysfunction.



l SPECIFIC PERFORMANCE CHARACTERISTICS
Performance was evaluated on the ARCHITECT i2000SR System.

Precision

The ARCHITECT iValproic Acid assay is designed to have an assay
precision of < 7% total CV for concentrations from 20 to 150 pg/mL.
A study was performed with guidance from the Clinical and
Laboratory Standards Institute (CLSI, formerly NCCLS) Protocol
EP5-A2.20 Abbott Inmunoassay-MCC (Liquid) (Levels 1, 2, and

3) and four human serum panels were assayed using three lots of
reagents in replicates of two at two separate times per day for 20
days on three instruments. Each reagent lot used a single calibration
curve throughout the study. Data from this study are summarized in
the following tables.*

Reagent Mean Within Run Total
Sample Instrument Lot n  (pg/mL) SD %CV SD %CV
Level 1 1 1 80 38.50 110 286 138 358
2 2 80 37.16 089 238 100 269
3 3 80 36.51 111 3.05 123 337
Level 2 1 1 80 79.79 296 371 383 480
2 2 80 75.55 191 252 232 3.07
3 3 80 76.39 310 405 310 4.06
Level 3 1 1 80 14261 391 274 416 292
2 2 80  140.97 491 348 539 382
3 3 80 14143 463 327 573  4.05
Panel 1 1 1 80 21.30 085 397 1.00 469
2 2 80 21.03 053 252 067 319
3 3 80 20.18 058 287 072 357
Panel 2 1 1 80 52.28 175 334 196 375
2 2 80 49.70 153 307 166 3.34
3 3 80 49.68 134 270 155 312
Panel 3 1 1 80  103.23 382 370 410 397
2 2 80 99.54 280 281 302 303
3 3 80  100.83 300 298 345 342
Panel 4 1 1 80  119.28 398 333 438 367
2 2 80 115.71 385 333 4.01 3.47
3 3 80 116.88 403 345 449 384

* Representative data; results in individual laboratories may vary from
these data.

Reproducibility

A study was performed based on guidance from CLSI EP05-A3.2!
Testing was conducted using 1 lot of the ARCHITECT iValproic Acid
reagent, 1 lot of the ARCHITECT iValproic Acid Calibrators, 1 lot of
commercially available controls, and 3 instruments. Three controls
were tested in a minimum of 3 replicates at 2 separate times per day
on 5 different days.

Mean Repeatability ~ Within-Laboratory? Reproducibility?
Sample n_ (pg/mL)  SD %CV SD %CV SD %CV_
Control 90 30.63 0.521 1.7 0.745 24 0.779 2.5
Level 1
Control 90 59.89 1.062 18 1.316 2.2 1.404 2.3
Level 2
Control 90 11942  2.156 1.8 2.833 24 3.132 2.6
Level 3

2 Includes repeatability (within-run), between-run, and between-day
variability.

b Includes repeatability (within-run), between-run, between-day, and
between-instrument variability.

Recovery

The ARCHITECT iValproic Acid assay is designed to have a mean
recovery of 100 + 10%.

A study was performed on five serum samples and five plasma
samples, where valproic acid was spiked into the samples to target
concentrations of 0, 15, 30, 75, and 113 pyg/mL. The concentration
of valproic acid was determined using the ARCHITECT iValproic Acid
assay and the resulting percent recovery was calculated. The mean
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percent recovery at each target concentration of the ARCHITECT
iValproic Acid for serum ranged from 92% to 98% and for plasma
ranged from 91% to 99%.*

* Representative data; results in individual laboratories may vary from
these data.

Linearity

The ARCHITECT iValproic Acid assay is designed to have a mean
recovery of 100 + 10% of the expected results for the diluted
samples.

A linearity study was performed by diluting five serum samples and
five plasma samples with the ARCHITECT iValproic Acid Calibrator
A. The concentration of valproic acid was determined using the
ARCHITECT iValproic Acid assay and the resulting percent recovery
was calculated. The individual percent recovery of the ARCHITECT
iValproic Acid for serum ranged from 83% to 118% and for plasma
ranged from 96% to 111%.* The mean percent recovery of the
ARCHITECT iValproic Acid assay for serum ranged from 94% to 105%
and for plasma ranged from 98% to 103%.* Representative data from
this study is summarized in the following tables.*

ARCHITECT iValproic Acid Serum Samples

Specimen  Dilution Factor Observed Concentration (pg/mL) % Recovery?

1 Undiluted 149.45 -
1:2 72.02 96
1:4 35.88 96
1:10 13.94 93

2 Undiluted 149.80 -
1:2 73.82 99
1.4 36.32 97
1:10 14.69 98

3 Undiluted 148.53 -
1.2 72.03 97
1:4 34.66 93
1:10 14.45 97

ARCHITECT iValproic Acid Plasma Samples
Specimen  Dilution Factor Observed Concentration (pg/mL) % Recovery?

1 Undiluted 149.74 -
1:2 75.24 100
1:4 36.87 98
1:10 14.99 100

2 Undiluted 146.77 -
1:2 73.68 100
1:4 35.12 96
1:10 14.02 96

3 Undiluted 148.70 -
1.2 73.46 99
1.4 37.91 102
1:10 14.76 99

Observed Diluted Concentration (ug/mL) x Dilution Factor
2% Recovery = - - x 100
Observed Undiluted Concentration (pg/mL)

* Representative data; results in individual laboratories may vary from
these data.

Sensitivity

Analytical Sensitivity

Analytical sensitivity is defined as the lower limit of detection and is
estimated as the mean of the blank sample plus two times the SD
obtained on the blank sample. The ARCHITECT iValproic Acid assay
is designed to have a sensitivity of < 2.00 pg/mL.

Limit of Blank (LoB) and Limit of Detection (LoD)

The LoB and LoD of the ARCHITECT iValproic Acid assay were
determined with guidance from CLSI Protocol EP17-A22 using
proportions of false positives (a) less than 5% and false negatives
(B) less than 5%. These determinations were performed using one
blank (60 replicates) and five low level valproic acid samples (15
replicates each); LoB = 0.27 pg/mL and LoD = 0.51 pg/mL.*

* Representative data; results in individual laboratories may vary from
these data.




Specificity

The specificity of the ARCHITECT iValproic Acid assay was
determined by studying the cross-reactivity of compounds whose
chemical structure or concurrent usage could cause potential
interference with the ARCHITECT iValproic Acid assay. Specificity of
the assay was determined in the absence and presence of valproic
acid by spiking each compound into human serum specimens with
valproic acid levels targeted to 50 and 100 yg/mL. The samples were
assayed and the valproic acid concentrations of the spiked samples
were compared to the control serum. The data are summarized in
the following tables.*

Valproic Acid Concentration (pug/mL)

0.0 50.0 100.0

Conc. Conc. % Cross- Conc. % Cross-
Compound Name pg/mL  Diff.2  Diff2 Reactivity’ Diff.2 Reactivity?
3-keto-valproic acid 150 693 6.73 4.49 0.71 0.47
3-hydroxy-valproic acid 10 0.18 0.25 2.50 1.7 -11.70
4-hydroxy-valproic acid 60 0.99  0.09 0.15 -0.49 -0.82
4-ene-valproic acid 10 416  3.31 33.10 6.88 68.80
(2-N-propyl-4-pentenoic
acid)
2-propyl-glutarate 50 -0.03 0.92 1.84 0.97 1.94
5-hydroxy-valproic acid 25 154 176 7.04 -1.36 -5.44
2-Propyl glutaric acid 400 0.00 048 0.12 -1.28 -0.32
2-n-Propyl-3- 100 077 1.6 1.16 5.64 5.64

hydroxypentanoic acid
(Rac-erythreo-3-hydroxy
valproic acid)
2-n-Propyl-5- 100 7.07 7.80 7.80 414 414
hydroxypentanoic acid

2-Propyl-4-pentenoic acid 10 312 253
2-Propyl-2-pentenoic acid 10 089 213

25.30 1.72 17.20
21.30 0.60 6.00

a Concentration Difference = Measured value of sample spiked with
Cross-Reactant — Measured value of control

(Measured value with Cross-Reactant) —
(Measure value of Control)

b % Cross-Reactivity = 100 x
y Amount of Cross-Reactant Added

* Representative data; results in individual laboratories may vary from
these data.

Valproic Acid Concentration (pg/mL)

0.0 50.0 100.0
Conc.  Conc. % Conc. %

Therapeutic Drug Name pg/mL Diff.2  Diff? Recovery? Diff.2 Recovery?
Clonazepam 12 -001 197 103.4 -1.23 98.8
Acetyl Cysteine 150 -0.03 127 102.6 -5.34 95.1
Ampicillin-Na 1000 0.74 0.53 101.0 0.84 100.8
Ascorbic acid 300 0.05 3.04 106.2 1.1 101.0
Cyclosporine 5 010 -0.14 99.7 3.89 103.6
Cefoxitin-Na 2500 0.14  0.62 101.2 -0.57 99.5
Heparin 5 0.09 -0.25 99.5 3.59 103.5
Levodopa 20 0.05 -1.42 97.2 -1.35 98.7
Methyldopa +1,5 20 -0.03 0.69 1014 -2.47 97.7
Metronidazole 200 -0.01 -1.01 98.0 3.66 103.4
Phenylbutazone 400 0.07 1.26 102.5 5.16 104.9
Doxycycline HCI 50 -0.17 220 104.6 2.02 101.9
Acetylsalicylic Acid 1000 377 718 1139 -0.10 99.9
Rifampicin 60 003 1.27 102.5 1.67 101.6
Acetaminophen 200 -0.18 0.82 101.6 0.71 100.6
Ibuprofen 500 031 497 109.8 7.02 106.5
Theophylline 100 004 072 101.4 0.71 100.6

@ Concentration Difference = Measured value of sample spiked with
Cross-Reactant - Measured value of control

Measured value of sample spiked with Cross-Reactant

b % Recovery = 100 x
y Measured Value of Control

* Representative data; results in individual laboratories may vary from
these data.
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Interference

Potential interference in the ARCHITECT iValproic Acid assay from
the following compounds is designed to have a mean recovery of 100
+ 10% of the control results at the levels indicated.

A study based on guidance from the CLSI Protocol EP7-A223

was performed for the ARCHITECT iValproic Acid assay. Serum
specimens with valproic acid levels were targeted at 50 and

100 pg/mL and supplemented with the following potentially interfering
compounds. The mean percent recovery in this study ranged from
98% to 109%.*

Potentially Interfering Compound Concentration
Triglycerides 3000 mg/dL
Hemoglobin 500 mg/dL
Bilirubin 20 mg/dL
Low Protein 3 gm/dL
High Protein 13 gm/dL

* Representative data; results in individual laboratories may vary from
these data.

Note: As the ARCHITECT iValproic Acid assay does not utilize

a biotinylated antibody complex, there is no risk of potential
interference to valproic acid values reported by the assay when
analyzing samples containing Biotin.

Evaluation of Other Potentially Interfering Compounds

The ARCHITECT iValproic Acid assay is designed to have a mean
recovery of 100 + 10% in the presence of HAMA and rheumatoid
factor (RF).

In a study, the ARCHITECT iValproic Acid assay was evaluated by
testing specimens with HAMA and RF to further assess the clinical
specificity. Five specimens positive for HAMA and five specimens
positive for RF were evaluated for percent recovery with valproic

acid spiked into each specimen to target concentrations of 50 and
100 pg/mL. The mean percent recovery for HAMA specimens ranged
from 103% to 104% and for RF specimens ranged from 103% to
109%.*

* Representative data; results in individual laboratories may vary from
these data.

Due to the structure of valproic acid (a long chain fatty acid) and the
high sensitivity of the assay, some forms of plasticizers, varnishes,
paint fumes and fatty acids can interfere with the ARCHITECT
iValproic Acid Reagents yielding questionable results. To avoid
interference, do not store any materials listed in the PROCEDURE,
Materials Provided or Materials Required but not Provided
sections where contact with these materials, or fumes from these
materials, can occur.

Method Comparison

The ARCHITECT iValproic Acid assay is designed to have a slope
of 1.0 + 0.1 and a correlation coefficient (r) of > 0.95 for specimens
when compared to AxSYM Valproic Acid. A study was performed
using serum specimens and data were analyzed using the Passing-
Bablok? regression method and are summarized in the following
table.*

ARCHITECT iValproic Acid vs. AxSYM Valproic Acid

Number of Correlation
Observations Slope (95% CI?) Intercept (95% CI) Coefficient
152 0.978 0.651 0.986

(0.956 to 1.003) (-0.472 10 1.684)

Specimen Range (ARCHITECT) = 3.13 to 144.10 ug/mL

Specimen Range (AxSYM) = 3.32 to 145.06 pg/mL

2 A linear regression method with no special assumptions regarding
the distribution of the samples and measurement errors.24

b Confidence Interval (Cl)
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* Representative data; results in individual laboratories may vary from
these data.

A bias analysis of ARCHITECT iValproic Acid vs. AXSYM Valproic
Acid was performed on the same 152 specimens in the range of
3.13 to 144.10 yg/mL and 3.32 to 145.06 ug/mL respectively. The
following representative data are provided to aid in understanding
the difference between the two assays. The average bias exhibited
by ARCHITECT vs. AxSYM in this study was -0.386%. The 95%
confidence interval of that average bias is -1.181% to 0.410%.
Within the typical therapeutic range of valproic acid therapy (50 to
100 pg/mL, as read in the AxSYM), the average bias was -0.353%
with a 95% confidence interval of -1.442% to 0.736%. Results of the
study are summarized below.* The vertical lines depict the typical
therapeutic range of valproic acid therapy.

ARCHITECT iValproic Acid % Bias to AxSYM Valproic Acid
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* Representative data; results in individual laboratories may vary from
these data.
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ARCHITECT

ARCHITECT i BanbnpoeBasi Kucnora
kanunobparopbl (ARCHITECT iValproic

Acid Calibrators)

1P35-01 iValproic Acid
1P35

G55013R05
S1P35R

Cm. BbigeneHHble nameHeHusa. Pegakuusa: anpenb 2023 T.

Heobxoammo TouHO criefoBaTb MHCTPYKLMSM. Mpy OTKIIOHEHUN OT
VNHCTPYKLUIA HaOEeXHOCTb Pe3ynbTaToB TecTa He rapaHTupyeTcs.

TonbKo Ans MCnonb3oBaHWs B MeOULIMHCKUX na60paTopvmx.

HA3BAHUE

ARCHITECT i BanbnpoeBas kucnoTa kanubpatopbl (ARCHITECT
iValproic Acid Calibrators)

HA3HAYEHUNE

ARCHITECT i Banbnpoesas kucnota kanubparopbl (ARCHITECT
iValproic Acid Calibrators) npegHa3HaveHbl ans Kanubposku
cuctembl ARCHITECT iSystem c onuuen npotokona STAT npu
KONMYeCTBEHHOM OornpeaeneHn BanbnpoeBoi KUCNOTbl B CbIBOPOTKE
U Nnasme KpoBu YerioBeka. [ononHNTeNbHyo MHGopMaLmio CM. B
MHCTPYKUMK no npumereHntio kK ARCHITECT i BanbnpoeBsas kucnota
peareHTy (ARCHITECT iValproic Acid Reagent) n PykosofacTee no
akcnnyatauun cuctembl ARCHITECT.

COAEP>XUMOE

6 dnakoHoB (4 mL kaxkabil) ARCHITECT i Banbnpoesas

kuncnota kanubparopos (ARCHITECT iValproic Acid Calibrators).
Kanubpatop A COaepXXUT CbIBOPOTKY KPOBM YenoBeka.
Kanubpatopsl B - F cogepxar BanbnpoeByto KMUCIIOTY B CbIBOPOTKE
KpOBM uyenioBeka. KoHcepBaHT: a3up HaTpus.

Kanubpatopbl MeIOT crefytoLLne KOHLEHTpaLuu:

anBeﬂeHHble OLLEHOYHblEe 3HAaYeHUs pacLlpPeHHON
HeonpeaeneHHoCcTn KaJ'II/I6paT0pOB ABNAKTCA CTaHOaPTHbIMU
3HaYeHnaMmun 1 MmoryTt BbITb MCMOJIb30BaHbI B COUETAHUN C
HeonpeaeneHHOCTbIO pepepeHCHOro marepuana bonee BbICOKOro
ropsaka ang pacyeta o6u.|,e|7| HeonpeaesieHHOCTN pe3ynbTarta TecTa.

PacluunpeHHas HeonpepeneHHocTb (k = 2)

Kanun6parop (Hg/mL) nnn (mg/L) (umol/L)

] ]

9.00 + 0.08 62.37 + 0.54

18.00 + 0.16 124.74 + 1.08

36.00 + 0.26 249.48 + 1.81

75.00 + 0.68 519.75 + 4.69
150.00 + 1.22 1039.50 + 8.44

KouueH'rpa una Banbnpoesoﬁ KNcnotbl

Kanu6parop (ng/mL) nnn (mg/L) (nmol/L)
0.00 0.00
9.00 62.37
18.00 124.74
36.00 249.48
75.00 519.75
150.00 1039.50
CTAHOAPTU3ALUMA

BHyTpeHHWE pedepeHCHble Kanmbpartopbl N3roTOBMEHbI
rpaB/METPUYECKM C UCMOb30BaHNEM pedepeHCHOro ctaHaapTta
USP ans Banbnpoesown kucnotbl. ARCHITECT i Banbnpoesas
kuncnota kanubparopbl (ARCHITECT iValproic Acid Calibrators)
COOTHECEHbI C BHYTPEHHUMU pedepeHCHbIMU Kanubparopamu.

HEONPEAENEHHOCTb U3MEPEHUA

Pacuet paHHbix HeonpeneneHHocTn Tecta ARCHITECT iValproic
Acid 6bin Npov3BefieH B COOTBETCTBUM C PyKOBOACTBOM MO
npeacTaBneHnto HeonpeaeneHHocT namepeHus (Expression

of Uncertainty in Measurement - GUM) MexxgayHapogHon
opraHudauun no ctaHgaptudauum ISO (International Organization
for Standardization) n PykosogcTteom "KonmuecTBeHHoe onvcaHve
HeonpeaeneHHOCT B aHanUTUYecknx nameperusx” (Quantifying
Uncertainty in Analytical Measurement) EBponeiickoro obLiecTsa
no aHanutunyeckon xumun (EBPAXM) (PykoeoacTeo EBpaxum/
CUTAK).!: 2

Peructpanua MU B PocanpaeHagzope
www.nevacert.ru | info@nevacert.ru

MEPbI MPEAOCTOPO>XHOCTIU

Ina puarHocTtuku In Vitro

& BHUMAHMUE: [aHHbii NpOAYKT COOEPXKUT MOSlyYeHHbIe

OT YesnioBeKa U/Unn NoTeHLnanbHO UHOEKLMOHHbIE KOMMOHEHTbI.
Cwmotpute pasgen COOEPXVIMOE paHHOM MHCTPYKLUN MO
npuMeHeHuto. H1 oguH 13 U3BECTHbIX METOOB TECTNPOBaHNS
He MOXEeT rapaHTupoBaTb, YTO MaTepualsibl, MOAy4YeHHble OT
uenioBeka, UM MHaKTVBMPOBAHHbIE MUKPOOPraHU3Mbl HE
nepeHocsT nHdpekuuio. Noatomy BCce marepmarbl, MONyYEHHbIE
OT YesioBeKa, crefyeT cumTaTb NoTEeHLManbHO UHPEKLNOHHBIMU.
PekomeHayeTcs obpalyarbCs ¢ AaHHbIM MPOAYKTOM,

obpasLamMu, NoyyeHHbIMI OT YerioBeKa, U BCEMU PacXoHbIMun
mMaTtepuanamu, KOHTaMUHNPOBAHHbIMN MNMOTEHUanbHO
MNHOEKLMOHHBIMY MaTepuanamu, B COOTBETCTBUM CO
CTaHgapTom Mo 0bpalleHnio C FeMOKOHTaKTHbIMK NnaToreHamu,
paspaboTaHHbiM YnpasneHuem CLUA no oxpaxe Tpyna u
npombiluneHHo rurneHe (OSHA). Mpu paboTe ¢ matepranamu,
copepXallmu, NPeanonoXnTeribHo coaepaLlumm
I/IHq)eKLlI/IOHHbIe areHTbl UM KOHTaMUHUPOBaAHHbIMU UMW,
cneflyet cobnioaath npaswuna brionoruveckon besonacHocTu,
YPOBEHb 2, U Apyrne COOTBETCTBYIOLLME PermoHasbHble,
rocyaapCTBeHHbIE 1 MECTHblE MpaBuna bruonoruyeckon
6esonacHocTn.3-8

* lcnonb3oBaHHas B Kanubpatopax nnasma KpoBu YeroBeka He
peakTBHa Ha HBsAg, HIV-1 RNA unu HIV-1 Ag, aHTutena k HCV
n aHtutena kK HIV-1/HIV-2.

Cregytowine npeaynpeXxxaeHns 1 Mepbl NpefocTopoXKHOCTH
OTHOCSTCS K: ﬁm [caL]F]

CopepXxut asug Hatpus.

EUHO032 Mpy KOHTaKTe ¢ KucnoTamu obpasyeTcs
BbICOKOTOKCUYHbIN ras.
P501 YTunnsnpyinte cogepxumoe/KoOHTenHep

Kak anungemMmmonormnyeckun onacHbole
0TX0Adbl B COOTBETCTBUIN C JTOKaJIbHbIMU
CaHNTapHOo-annaeMmonornyecknumun

TpeboBaHVAMU.




[Ons 6e3onacHoli yTnmM3aLny JaHHOro NpoaykTa crepynte MeCTHbIM
TpeboBaHVaM Mo YyTUIN3aLMN XMMWYECKMX BELLECTB COBMECTHO

C pekoMeHpaUVsaMN U faHHbIMK, NPeACcTaBeHHbIMI B NacrnopTte
6e3omnacHOCTV NpoayKTa.

Hanbonee akTyanbHylo nHpopmaLmio 06 onacHocTy CM. B nacropTe
6e30nacHOCTM NpoayKTa.

MacnopTta 6e3onacHOCTV AOCTYMHbI Ha cainTe
www.corelaboratory.abbott unn y mectHoro npegcrasutens.
MoppobHyto NHbopMaLMio 0 HEOBXOAVMBIX Mepax
NpefoCTOPOXKHOCTM MNpW paboTe aHanuaaropa cM. B PykoBoacTse Mo
akcnnyataumm cuctembl ARCHITECT, Pa3spen 8.

XPAHEHUE

e [lpy NpaBuIbHOM XpaHeHUU 1 obpaLleHun Kanmbparopsl
ocTalTCa CTabUNbHLIMU A0 NCTeueHnsa cpoka rogHoCTu.
® He mncnonb3ynTte Nocne NCTeUYeHns cpoka roqHoOCTH.

8’C

e 2°C
NnoaAroToBKA K AHANN3Y

e Kanubpatopbl MOryT MCMOMb30BaTbCA CPasy Mocse N3BeYEeHNs
13 MecTa XpaHeHus ¢ Temnepatypon 2 - 8°C.

e [lepen ucnonb3oBaHNeM nepemellmBaniTe, akkypaTHo
nepesopaunsas ¢nakoH (5 - 10 pas).

e [locne Kaxxgoro MCronb30BaHWs NIOTHO 3aKpbiBanTe GprnakoHbl ¢
KanubpaTtopamu KpbllKamy 1 NMoMeLLanTe B MECTO XpaHEH!s C
cooTBeTCTBYlOLLLEN Temnepatypon (2 - 8°C).

MOKASATENIN HECTABWIBbHOCTU N NOPYN

MokasaTensmy HeCTabunbHOCTM UMW MOPYM Cy>XaT 0Cafok,
BUVMbIE MPU3HAKN NMPOTEUKM, 3aMYTHEHHOCTb, @ TaKXe
HECOOTBETCTBME PE3yNbTaToB KannbpoBKMN KPUTEPKAM, YKa3aHHbIM B
VHCTPYKLUM MO NMPUMEHEHMIO 1/vunu PyKOBOACTBE MO aKcnyatauum
cuctembl ARCHITECT nnu HECOOTBETCTBME KOHTPOMEN
HEOBXOAUMbIM KpUTEPUSIM.
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Lna ucnonb3oBaHna TONbKO

MEOVNLUHCK/M paboTHUKOM
(NMPUMEHUMO TOMbBKO K
knaccudukaumm CLUA).

Qopmar uncen:

e B kauecTBe pas3genuTens Tbicsy ncronb3yeTtcs npoben (npumMep:
10 000 06pa3LioB).

* B KauecTBe pasgenuTens AecATUYHbIX 3HAKOB UCMOMb3yeTcs
Touka (npumep: 3.12%).

ARCHITECT wu cBsi3aHHble TOProBble 3HAKU SBMSAIOTCA TOProBbIMUN
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[nsa nonb3oBarenen B EBponerickom cotose: ecnu B npoLecce
MCMNOMb30BaHNsa JaHHOro U3AENNUs y Bac eCTb OCHOBaHWs rnonarartb,
YTO MPOU3OLLEST CepPbe3HbIN MHLUAEHT, COOBLLNTE N3rOTOBUTENIO 1
B MECTHbI€ OpraHbl BAacTu.

CBopHble AaHHble Mo 6e30macHOCTY U pabounM xapakTepucTkam
[Ang JaHHOro n3penua OocTynHbl Ha canTe https://ec.europa.eu/
tools/eudamed. CBogHble AaHHbIE JOCTYMHbI MO AAHHOW CCbike
nocne 3anycka EBponerickoii 6a3bl aHHbIX MeAULUHCKIX U3Oenuin.
Bbl MmoxeTe HanTn meguumMHcKoe nspenve, ncnonb3ys UDI-DI,
yKa3aHHbIN Ha ynakoBKke 13penus.
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Benapychb, r. MuHck, np. NMobeputeneit, a. 27, nom. 362, Ten/dakc:
+375 (17) 301-99-03, +375 (17) 301-92-87;

KasaxcraHa: TOO «A66oTT KazaxcTaH», 050060, Pecnybnuka
KazaxctaH, r. Anmarbl, boctaHablkckun pavioH, yn. Equna EproxumnHa,
a. 1, odpuc 90, Ten. 88003339989.
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ARCHITECT

ARCHITECT i BanbnpoeBasi KUCNOTa peareHrt
(ARCHITECT iValproic Acid Reagent)

1P35-25 iValproic Acid
1P35

G64951R08
B1P35R

Cm. BbigeneHHble nameHeHusa. Pegakuusa: anpenb 2023 T.

HeobxoaMmo TOUHO CrieqoBaTth J4aHHOW WHCTPYKLMK MO
npuMeHeHNo. Mpy OTKIOHEHUN OT AAHHOW UHCTPYKLAU MO
NMPUMEHEHNIO HAEXXHOCTb PEe3yNbTaTOB TecTa He rapaHTUpyeTcs.
Tonbko Ans UCronb3oBaHWa B MEOULIVHCKUX labopaTopusx.

H HA3BAHVE
ARCHITECT i Banbnpoesas kucnota peareHT (ARCHITECT iValproic
Acid Reagent)

B HA3HAYEHUE

Tect ARCHITECT iValproic Acid sBnseTcs XeMUmioMUHECL,EHTHbIM
nmMmyHoaHanunsom In Vitro Ha mukpouactuuax (CMIA) ans
KOMIMYeCTBEHHOro OrnpeaeneHns BanbnpoeBon KNCIoThl,
aHTVKOHBYSIbCaHTa, B CbIBOPOTKE WM Myia3Me KpoBUM YesioBeka
Ha cucteme ARCHITECT iSystem c onuuei npotokona STAT.
PesynbTaThl JaHHOTO TeCTa UCMOMNb3YIOTCA B LIESIAX MOHUTOPUHIa
YPOBHe BanbMpoeBon K1CMOTbl 4S8 nofbopa CoOTBETCTBYIOLLEN
CXEMbl JIeUeHusI.

B KPATKOE OMNMUCAHUE TECTA

Banbnpoesas kucnota sBAseTcs NpoTMBOCYAOPOXKHLIM MpenapaToM
LLINPOKOro CMeKTpa, UCMOoMb3yemMblM CaMOCTOATENbHO UMK B
KOMBUHaLUV ¢ OpyruMu NpoTUBOCYAOPOXHBIMYI Npenaparamn ans
neyueHNs ManbIx anunenTuueckux npunaakos.’ 2 Banbnpoesas
Kucnota Takke 9PpPEKTVBHA NPY NTEUEHNN FreHepan3npoBaHHbIX
TOHMKO-KITOHNYECKNX 1 MNOKITOHUYECKNX NMPUMNaQKoB, a Takxe
aTUMMYECKNX, MPOCTLIX U CIOXKHbBIX MapLuanbHbIX 1 CMELLaHHbIX
GOoNbLUKX 1 MarblX 3NUAenTuYeckyx Npunaakos.': 3 4 BoaMoXHOCTb
JIeYEHVi MHOTMX TUMOB MPUNAJKOB OJHUM aHTVKOHBYNbCAHTOM
npriBena K LW1POKOMY MCMOMNb30BaHWIO BaSlbMIPOEBOW KUCMOThI,
0COBEHHO cpeay AeTEN, Y KOTOPbIX TOHNKO-KIOHUYECKUE 1
MUOKIIOHUYECKIE NPUMaaKM BCTpevaroTes Hambonee vacTto.>7
Banbnpoesas kucnora gokasana cBol 3GPEKTUBHOCTb B fTeUeHUn
MHOIMX MaLNeHTOB, PE3UCTEHTHbIX K APYrIM @HTUKOHBYNbCaHTaMm. Y
60sbLIMHCTBA NALVEHTOB, NMPYHMMAIOLLX BaslbMPOEBYIO KUCIOTY, HE
pasBuBaeTCa NpUBbIKaHNE K ee MPOTUBOCYIOPOXKHOMY AEUCTBII0.8

H 5VMONOrMYECKUE MPUHLMMbI MPOLIEAYPDI

Tect ARCHITECT iValproic Acid sBnseTcs aBToOMatu3nupoBaHHbIM
ofgHocTyneHuyaTbim STAT MMMyHOAHaNM30M AN KONNMYECTBEHHOrO
onpeneneHns BanbnpoeBon KUCNOTbl B CbIBOPOTKE UM Nnasme
KpOBW uerioBeka Ha ocHose TexHonorum CMIA ¢ npyMeHeHrem
rMbKKX NPOTOKONOB aHanu3a, nmeHyemor Chemiflex.

1. O6bpaseL, NapaMarHUTHble MUKPOYACTULLbI,
CEeHCMBMIM3NPOBaHHbIE aHTUTENamu K BaslblPOEBON KICOTE,
1N MEYeHbI aKpUAMHOM KOHbIOraT BanbnpoeBon KUCNOTbI
coeVHATCS AN 0bpa3oBaHns peakLMOHHOV CMECH.
MuikpouacTuLbl, CEHCUBUNN3NMPOBaHHbIE aHTUTENamMu K
BasfbNpoeBoO KUCOTe, CBA3bIBAIOTCA C BaNbNpOEeBON KNCOTON,
npucyTcTBylOLEN B 06pasue, 1 akpuanH-MeUeHbIM KOHbIOraToM.

2. Tlocne npombIBKM K peakLIMOHHOW cMecy fobaBnsioTcs pacTBop
npe-tpurrepa v Tpurrepa.

3. Tonyuyaemas B pesynbrare XeMUIIOMUHECLIEHTHas peakLus
N3MepseTcs B OTHOCUTENbHbIX CBETOBbIX eanHuuax (RLU).
Mexay KonnMuecTBoM BasibNpoeBow KUCOTbl, MPUCYTCTBYOLW UM
B obpasue, n RLU, oeTeKTMpoBaHHbIMU OMTUKOWN CUCTEMbI
ARCHITECT iSystem, cyuiecTByeT obpatHas 3aBUC/MOCTb.

MoapobHyo MHGOPMALIMIO O CUCTEME U TEXHOSIOTUM aHanm3a CM. B

PykoBopacTtse no akcnnyartauuu cuctembl ARCHITECT, Paspen 3.
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B PEAMEHTDI

Copepxkumoe Habopa
ARCHITECT i Banbnpoesas kucnota peareHT (ARCHITECT iValproic
Acid Reagent) 1P35

[ReF] 1P35-25
W 100
1x6.6 mL
1x5.9mL

MukpouacTuLbl, CEHCMBUNN3NPOBAHHbIE
aHTUTENaMm K BasibrpoeBoi KUCOTe (MbllUHbIMU,
MOHOKJIOHANTbHbIMI) 11 KOMIMIEKCOM KO3bWX @HTUTEN K MbiLUNHbIM
(GAM), B TRIS-bydepe ¢ NpoTenHOBbIM (BblUbiM) CTABUNN3ATOPOM.
MuHumanbHas KoHueHTpauwus: 0.01% TBepaoro BellecTsa.
KoHcepsaHT: ProClin 950 1 asug Hatpus.

MeueHbI akpyaNHOM KOHbIOraT BasiblpoeBOW KUCOTbI
B MES-bydepe ¢ cypdaktaHToM. MuHUManbHas KOHLeHTpaLms:
40.0 ng/mL. KoHcepsaHT: ProClin 300.

[pyrve peareHTbl

[PRE-TRIGGER SOLUTION| 6. Tpurrep PacTsop (ARCHITECT Pre-
Trigger Solution), copepxxatuin 1.32% (Bec/obbem) nepekncu
Bojopopa.

Tpurrep Pacteop (ARCHITECT Trigger Solution),

cogepxawmn 0,35 N rugpokcuga HaTpus.

Mpombisatowumit 6ypep ARCHITECT Wash Buffer,
cogepXalmn 3abypepeHHbii pocdhaTom Gr3nonornyeckuii
pacTBop. KoHcepBaHTbl: MPOTVBOMUKPOBHbIe npenapartbl.

MpepynpeXkneHna n mepbl NPefOCTOPOXKHOCTN

e [lna puarHocTtuku In Vitro

.

Mepbl npegocTopoXkHOCTI

BHUMAHUE: [aHHbi NpoayKT noppasymeBaeT paboTy ¢
obpasLamu, MonyyeHHbIMI OT YeroBeka. PekoMmeHayeTcs cunTaTb
BCe Martepuarbl, MOyYeHHbIE OT YENoBeKa, 1 BCE PacXodHble
mMaTepuarbl, KOHTAMVHUPOBAHHbIE MOTEHLNANBbHO NHEKLNOHHBIMU
martepunanamu, rnoTeHumnasnbHo VIHq)eKLlI/IOHHbIMVI n 06paLLlaTbCﬂ

C HUMM B COOTBETCTBUM cO CTaHaapTom Mo obpalleHuto ¢
reMOKOHTaKTHbIMUW natoreHamu, paspabotaHHbiM Yrpasnenuem CLLA
1o oxpaHe Tpyaa v npombineHHon rurneHe (OSHA). Mpu paboTe ¢
mMarepvianamu, CogepXXallymMu, NPearnosioKMTENbHO CoaepXXaLLMm
VNHOEKLMOHHbIE areHTbl UM KOHTAMUHMPOBAHHLIMU UMW, criegyeT
cobniopatb npasuna buonornyeckort 6e3onacHoCcT, ypoBeHb 2,
VNN gpyrue COoOTBETCTBYIOLLE PernoHasbHbIe, roCcyapCTBEHHbIE 1
MeCTHble Mpasuna buonornueckon besonacHocTu. 2



Cne,uy}omme npenynpexaoeHnsa 1 Mepbl NpeaoCToOPOXXHOCTU
oTHOCHTCS K: MICROPARTICLES

MPEAYNPEXXAEHUNE |ComepXWT MeTUNN30TUAa30s10H 1 asng
HaTpus.

H317 MoXeT BbI3blBaTb annepruyeckyto
KOXHYIO peakuuio.

EUHO032 Mpy KOHTakTe ¢ Kucnotamu obpasyetcs
BbICOKOTOKCUYHbIV ras.

MpepoTBpaweHne

P261 M3beraTb BAbixaHus TymaHa/napos/
aspo3sonent.

pP272 He BbIHOCUTb 3arpa3HeHHy0 ogexay C
pabouero mecra.

P280 [Monb3oBaTbcs 3aLUTHLIMY NepyaTkamu/
3alUMTHON OAEXO0ol/cpeacTBaMM 3aLLUTDI
rnas.

PearnposaHune

P302+P352 NPW NONAOAHN HA KOXY: MpombiTb
BONbLUVM KOMUYECTBOM BO[bI.

P333+P313 [Mpy pasgparkeHn KOXN Unun nossneHnmn
cbinu: Obpatutbes K Bpady.

P362+P364 CHATb 3arpsisHEHHY0 oaexay u
BbICTMPATb €e nepef MCrosib30BaHNEM.

Ytunusauna

P501 YTunnsnpyinte conepXxMmoe/KoHTenHep

Kak 3MnaeMmosiornieckin onacHble
0TX0fbl B COOTBETCTBUM C JIOKAMbHbIMY
CaHUTapHO-IMNMAEMUONOTNUYECKMI
TpeboBaHUAMMN.

Cne,uylou.me I'Ipeﬂil'lpe)KﬂeHl/lﬂ 1 Mepbl NPeaoCTOPOXXHOCTU

OTHOCATCA K:

MPEAYNPEXXAEHUNE |ComepXuT MeTUNn30TUa30s0HbI 1
cynbdar mMeaun (neHrarugpar).

H317 MoxeT BbI3blBaTb annepruyeckyto
KOXHYIO peaKkLuio.

H402* BpenHo ans BOAHbIX OpraHn3moB.

H412 BpenHo ans BOAHbIX OpraHn3mMoB C
OONrOCPOYHBIMU MOCNEACTBUAMM.

MpepoTBpalueHne

P261 W3beraTb BAbixaHus TymaHa/napos/
asposonemn.

pP272 He BbIHOCUTb 3arps3HeHHy0 ofexay ¢
pabouero mecTa.

P273 He ponyckaTb nonagaHus B OKpy><aroLLyio
cpeny.

P280 [Monb3oBaTbCs 3aLUTHLIMY NepyaTkamu/
3alUUTHON OfeXOow/cCpeacTsammn 3aLmTbl
rnas.

PearnpoBaHune

P302+P352 MPY NONAJAHNN HA KOXY: MNMpombITb
60MbLINM KONMYECTBOM BOfbI.

P333+P313 [Mpy pasgparkeHnn KOXN Unun nossneHnmn
cbinu: ObpaTnTbCs K Bpauy.

P362+P364 CHATb 3arpsisHEHHY0 oaexay U

BbICTUPATb ee nepep Ncrnojib3oBaHnem.
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YTunusaumna

P501 YTnusnpynte cogepKmumoe/KoHTenHep
Kak arnMagemMmnonormyeckn onacHble
0TX0fbl B COOTBETCTBUUN C SIOKabHLIMU
CaHUTapHO-3MNNAEMUNONOrNYECKNUMU
TpeboBaHUAMN.

* He npumeHumo Ha Tepputopun gencteus PernaverTta EC

Ne 1272/2008 (CLP).

[ns 6esonacHol yTum3aumm JaHHoro npogdykTa cremyite
MECTHbIM TPeboBaHVAM Mo YyTUIM3aLNN XVMUYECKNX BELLECTB
COBMECTHO C pekoMeHaaunamMmn n gaHHbIMn, npeactaBieHHbIMU B
nacropte 6e30nacHoCTV NpoayKTa.

Havbonee akTyanbHyto MHGopMaL Mo 06 onacHoOCTU CM. B nacrnopTe
6e30mnacHOCTY NpoayKTa.

MacnopTta 6e30MacHOCTV AOCTYMHbI Ha canTe
www.corelaboratory.abbott unu y mectHoro npegcrasutens.
MopopobHyto NHOPMALLMIO O HEOBXOAMMBIX Mepax
NpefoCcTOPOXXHOCTM MNpy paboTe aHanm3aTopa cM. B PyKoBOACTBE Mo
akcnnyataumm cuctemsl ARCHITECT, Pa3pen 8.

OGpalueHue ¢ peareHTamu

e He ucnonb3yiiTe HAbopbl peareHToB MoCce UCTEUEHNs CPoKa
rogHoCTU.

e He cmewnBanTe peareHTbl OAHON NN Pa3HbIX YNaKOBOK.

e T[lepen nepBol 3arpy3kon Habopa peareHToB B CUCTEMY
HeobxoMMOo NepemelLaTb COAepKUMoe prakoHa ¢
MUKpoYacTMLAMK AJIf PeCyCreHANPOBaHMS MUKPOYaCTHLL,
KOTOPbIE€ MOMMN 0CECTb Ha AHO $riakoHa Npu TPaHCMOPTUPOBKE.
VIHCTpYKL MU NO nepemeLLBaHMio MUKPOYacTyL, CM. B pasaene
MPOLIEAYPA, MNpoueaypa aHanusa faHHOWN MHCTPYKLUM MO
NMPUMEHEHUIO.

e HEOBXOAWMMO uncnonb3oBaTb NpegoxpaHUTesibHbie
KPbILWKN A51A NpeaoTBpaLleHnsa ncnapeHnsa n KoHTamuHaumm
peareHTa, a Takke ana obecrneveHnsa LENOCTHOCTI peareHTa.
JlocToBepHOCTb pe3ynbTaToB TecTa He MoXeT 6biTb
rapaHTMpoBaHa, ecin NpeaoxpaHuTeNbHble KPbIWKA He
1cnonb3oBannchb B COOTBETCTBUN C AaHHOI NHCTPYKLUMeEN no
MPYMEHEHMIO.
® HapgeBsanTe uMcTble NepuaTky Npy yCTaHoOBKe

NPefoXPaHUTENbHON KPbILLIKM Ha BCKPbITHIN GIAKOH C
peareHToM, UTobbl NPEfOTBPaTUTL KOHTAMUHALLMIO.

e [locne nomeLleHns NpegoXpaHNTENbHON KPbILLKN Ha
BCKPbITbII GfIaKOH C peareHToM He nepeBopaunBanTe
$naKoH, Tak Kak 9T0 NPUBEAET K BbITEKAHUIO peareHTa u
MOXET 0TPa3uTbCs Ha pesynbTatax TecTa.

e Co BpemeHeM Ha MoBEepxXHOCTU NpefoXpaHuTenbHoOn
KPbILLUKM MOTYT MOSIBUTLCS CreAbl BbICOXLUEN XXUAKOCTU. Kak
npaswno, 3To Cyxme Conu, He BAWAIOLLNE Ha pe3ynbTaTbl
ncenepoBaHus.

MoppobHyto nHGopMaLMio 0 Mepax NpefoCTOPOXHOCTU Mpu paboTte

Ha aHanmusaTtope cM. B PykoBoacTBe MO 9KCryaraumm cucTembl

ARCHITECT, Pazpen 7.

XpaHeHune peareHTOB

Mpy NpaBUIbHOM XpaHeHU 1 obpalleHUn peareHTbl OCTalTCs
CTabusbHBIMU [10 NCTEYEHMUs CpoKa roAHOCTM.

e He 3amopaxwuBsartb.



Makc. HononHutenbHble
Temnepatypa Bpems VNHCTPYKLUUN No
XpaHeHuns XpaHeHuns XpaHeHunio
HeBckpbiTbiin/ 2 - 8°C o MoxeT ncnonbL3o0BaTbCs
BCKpbITbIN OKOHYaHus  cpasy nocne
¢pnakoH* cpoka n3BrneyYeHns n3
rogHoCTn MecTa XpaHeHus ¢
Temneparypon 2 - 8°C.
XpaHuTe B
BEPTUKANbHOM
NONOXXEHWN.
Ha Gopty Temnepatypa 30 gHen YTunusnpynrte nocne
B cucteme 30 gHen.
MoppobHyto

nHdopmaLmio o
MOHUTOPUHIe BPEMeHI

HaxoXXaeHua peareHTos

Ha bopTy aHanusatopa
cMm. B PykoBogcTee no

JdKcnnyaraun CUCTeMbl

ARCHITECT, Paspen 5.

* PeareHTbl MOXHO XpaHnTb Kak Ha bopTy cuctembl ARCHITECT
iSystem, Tak 1 BHe ee. [locne 13BneYeHNs peareHToB 13 CUCTEMbI
XpaHuTe X B BEPTMKAbHOM MOSIOKEHUN npu Temnepatype 2 - 8°C
(c HapeTbIMy NpefoXpaHUTENbHBIMU KpbilKaMu 1 3aMeHsieMbIMU

KpbllKamu). PeareHTbl, XpaHsLLMecs BHE CUCTEMbI, pEKOMEHIyeTCs

XpaHUTb B GpabpUYHbIX JIOTKaxX 1 yrakoBKax [Ans obecrneyeHus
BEpPTUKanbHOro nonoxeHus. Ecnn ¢pnakoH ¢ mnkpouyactnuammn
XpaHWICcA He BepTUKanbHO (C HaaeTo NpesoxXpaHuTeNIbHON
KPbILLKOI1) B XONOoAWIbHNKE BHE CICTEMbI, HAGOP peareHToB
pomkeH 6bITb yTUNU3MpoBaH. MoapobHyo nHdopMaLuio

0 BbIrpy3Ke peareHToB 13 cuctembl cM. B PykoBoacTee no
akcnnyataumm cuctembl ARCHITECT, Pasgen 5.

MokasaTtenu nopum peareHToB

Ecnun 3HavueHne KOHTPOsIA BbIXOAUT 3a Mpepernbl AranasoHa
[OMYCTUMbIX 3HAYEHUI, 3TO MOXKET CBUAETENbCTBOBATL O Mopye

peareHToB 1N HapyLweHuax TeXHONorun npoeeaeHnsa TectTupoBaHus.
PeByﬂbTaTbl COOTBETCTBYOLLUX TECTOB ClieayeT cuntTaTtb HeBEPHbIMU,

06pasLibl JOMKHbI BbITb MPOTECTVPOBAaHbI MOBTOPHO. MoxeT
notpeboBaTbCcs NMoBTOpHas kannbposka TecTa. MiHdopmaumo 06

yCTpaHeHUn oW unboK cM. B PykoBoacTBE Mo 3KChyaTaLm CUCTEMbI

ARCHITECT, Paapgen 10.
H NPOLEAQYPA PABOTbI HA AHATIN3ATOPE

Mepepn npoBeneHvem aHanusa Ha cucteme ARCHITECT iSystem
¢ onuuen npotokona STAT HEOBXOAMMO YCTaHOBUTL daiin
Tecta ARCHITECT iValproic Acid (cm. pasnen MPOLIEQYPA,
Heob6xoaumblie, HO He NpegocTaBnAeMble MaTepuarnbl).
MoppobHyto nHdopmauuio 06 ycTaHoBke darina TecTta, MPOCMoTpe
1 pefaKTUpoBaHUM NMapaMeTpoB aHanu3a cM. B PykoBoacTBe Mo
akcnnyatauun cuctembl ARCHITECT, Pasgen 2.

MHdopmaumio o pacneuatke napameTpoB aHanm3a CMm. B
PykosoacTtse no akcnnyartauuu cuctemsl ARCHITECT, Pasgen 5.
MoapobHoe onvcaHue npoleayp paboTbl C CUCTEMON CM. B
PykosoacTtse no akcnnyartauuu cuctembl ARCHITECT.

AnbTepHaTMBHbIE eQUHMLIbI 3MEpPeHNs pe3yrnbTaTa
MameHuTe napametp "Result concentration units" (EauHuubl
KOHLIeHTpaLmu) ans Bbibopa anbTepHaTUBHON EAVHNLbI.

®Dopmyna nepecuera:

(KoHLLeHTpaLms B cTaHAAPTHbIX EAMHULLAX U3MepEeHUs pesynbTaTa)
x (DakTop nepecueTa) = (KoHUEHTPaL s B aflbTEPHATUBHbIX
eflIMHMLLax U3MepeHns pesynbTara)

CraHpapTHas AnbTepHaTuBHasa
efnHuLa nsmepeHna efnHNLa n3mepeHns
pesynbraTta ®DakTop nepecuera pesynbraTta
pg/mL 6.93 umol/L

1.00 mg/L
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ll CBOP OBPA3LIA U MOANOTOBKA K AHANU3Y

Tunbl 06pasuoB

B gaHHOM TecTe HeobXoayMOo UCMOMb30BaTh TObKO
BepUGULIMPOBaHHbIE TUMbl 06Pa3LL0B:

Tunbl o6pasuoB

Mpo6upkn pna c6opa o6pasLos

CblBOPOTKa KpPOBW YenoBeka

CblBOpPOTKA KPOBU

Mna3ma KpoBun yenoseka

Jlntun renapuvx
Hatpun renapuH
Kanunesas conb EDTA
Hatpun EDTA

[pyrue Tunbl Npobrpok ans cbopa 0bpasLioBs, BKouas
NpobupKu ¢ pasaennTenbHbIM refieM, He bbinn NPoBEpeHbl Ha
MPUrOAHOCTb K MCMOMb30BaHMIO B AAHHOM TecTe.

Pabouvie xapakTepucTVK TecTa He YCTaHOBMEHbI ANs Cly4YaeB
1ccnenoBaHyia 06pasLoB TPYMNHOM KPOBU MW APYTUX XUOKOCTEN
opraHm3ma, Kpome CbiBOPOTKWU UKW Myia3mMbl KPOBU YenoBeka.
B3avmo3ameHsemoe 1cnonb3oBaHne obpasLoB nnasmbi

KPOBU 13 NPOBMPOK C pasHbIMW aHTUKOArynaHTamu B Lienax
MOHWTOPUHIa YPOBHSA BasibMPOEBON KNCIIOTbI 3arpeLyeHo.
YKnokne aHTUKoarynsaHTbl MOryT fasatb 3ddeKkT passeneHus, Uto
MOXET NMPUBECTU K 3aHVXXEHHbIM 3HaYeHUsAM KOHLI,eHTpaLl,VII;I B
OTAENbHbIX 06pasLax nauneHToB.

B aHanusatope He npedycMoTpeHa onums Bepudukauuy Tuna
ucnonb3yemoro obpasua. B obszaHHOCTY onepaTtopa crcTembl
BXOAMT MpOBepKa TUMoB 06pasLioB, UCMOSb3yeMbIX B TECTE.

CocrosiHue 06pa3uos

He ncnonb3yiTe obpasLibl B CleyloL X COCTOSHUAX:

®  NHAKTUBMPOBAHHbIE HArpeBaHNeM

®  CUNbHO remonu3npoBaHHbie (> 500 Mr/an remornobuHa)

®  C ABHOW MUKPOBHON KOHTAMMHaLIMen

e 0b6pa3subl TPYNHOM KPOBU UK Apyrue Gpranosnornyeckme
XKNOKOCTN

YTO0BbI NMOSyUnTb TOUHBIE PE3YNbTaThl, 06pasLibl CbIBOPOTKM

1 Nasmbl KPOBY HEOBXOAMMO OTAENUTb OT GUbpUHA,

3PUTPOLUTOB 1 APYrvX TBEPAbIX YacTul,. ObpasLibl CbIBOPOTKYM

KPOBY MaLMEHTOB, NOMyYaloWw X aHTUKOArynaLUnoHHyo nnm

TPOMBONUTNYECKYIO Tepanuio, MOryT CoaepXatb GrUbpuH B

pesyrnbTaTte HE3aKOHUYEHHOr0 06pa3oBaHNs CryCTKOB.

PekomeHayeTcs 1cnonb3oBaHne 0fHOPa30BbIX MUMETOK

NN HAKOHEYHUKOB Ans NUMNETOK Ans npeaoTepalleHus

NepeKkpecTHON KOHTaMUHaLWUN.

MoproToBka K aHanunsy

CrieflyiiTe NHCTPYKLUAM N3roToBUTENs Npobupok ans cbopa

06pa3uoB. Mpu noarotToBke 0b6pasLLOB K TECTVPOBAHUIO

rpaBUTaLMOHHOTO pa3fenieHns HeJoCTaTOUHO.

TwaTenbHo nepemellanTe pa3MopOXXEHHbIE 0bpasLibl

Ha BOPTEKCe Ha HU3KOW CKOPOCTY WS NMepeBEpHYB

npobupku 10 pa3. BuayanbHo nposepbTe 0bpasubl. Ecrin

HabniopaeTcs paccrnoeHve unu ctpatudukauns, NpoaosmKanTe

nepemellMBaHNe [0 TEX MOp, NMoka obpasLibl He CTaHyT

BU3yaslbHO OIHOPOAHBIMU.

[na nonyyeHUs cornacoBaHHbIX Pe3yrbTaToB criegyeT

OTLLeHTprdYrpoBaTb 06pasLibl Nepen TECTUPOBAHNEM, ECMN

® OHUW copepXar GUBbPUH, IPUTPOLLATBI UM Apyriue TBepable
yacTuLbl,

e cyulecTByeT HEObXOAVMOCTb NPOBEAEHMS MOBTOPHOIO
TECTPOBaHUS UK

®  OHV BbIN 3aMOPOXKEHbI 11 PA3MOPOXKEHbI.

[lns nccnepoBaHus NepeHecuTe OUNLLLEHHbIN obpasel B

yawleuky Ans 0bpasLoB U BTOPUYHYO NMPOBUPKY.

LieHTpudyrnpoBaHHble 06pasLibl C IMMUAHBIM CHOeM Ha

MOBEPXHOCTM AOMKHbI BbiTb MEPEHECEHDI B YalleuKy

[N 0bpasLoB UM BTOpUUHYyo Npobupky. CobnoganTte

OCTOPOXXHOCTb, 13beranTe nepeHoca NMNMAHOIO Matepuana

BMECTE C OUULLLEeHHbIM 06pa3LoMm.



e [lpoBepbTe BCe 0bpasLibl HA OTCYTCTBME B HUX My3blpbKOB.
YaanuTte nysbipbKy anmnankaTtopoM Ao Havana TeCTUPOBaHUS.
Vcronb3ynte HOBbIN anmnavkaTop Os Kaxkaoro obpasua, utobbl
n36exartb NepekpecTHor KOHTaMUHAL MU,

XpaHeHue o6pa3uoB

Temnepatypa
Tun o6pasua XpaHeHus Makc. Bpemsa XpaHeHns
CbiBOpOTKa/ KomHatHas < 2 gHen*®
nnasma Kposu Temnepatypa

2-8C < 7 gHen*™3

-20°C vnn Huxe < 3 mecsues™

*O6pasLibl MOXHO XpaHWUTb CO CrycTKamu Un apuTpoLmMTaMmmn

nnu 6e3 HNX B TeUeHNe ABYX CYTOK MpW KOMHATHOW Temreparype.
O6pas3Libl, OTAENEeHHble OT CryCTKOB UMW 3PUTPOLLUTOB, MOXHO
XPaHWUTb OXNaXKAEHHbIMU B TEYEHUE CeMu JHeN npu Temnepartype
2-8C™®

Obpa3Libl CbIBOPOTKM WM Ma3Mbl KPOBM MOTYT XpPaHUTbCS [0 TPex
MecsLLeB 3aMOPOXEeHHbIMI Mpy Temnepatype -20°C unmn Huke.®
He nposopuTe bornee 5 LKKIOB 3aMOPO3KI/pasMopo3Ku.

TpaHcnopTpoBKa 06pa3uoB

* YnakoBblBanTe U MapKUpynTe obpasLibl B COOTBETCTBUM C
rocynapcTBEHHbIMU, defepanbHbIMU 1 MEXAYHAaPOOHbIMMN
TpeboBaHMAMU MO TPAHCMOPTUPOBKE KITMHNYECKMX 06pas3LioB 1
NHOEKLMOHHBIX BELLECTB.

e He xpaHuTe 0bpasLibl Mocne oKOHYaHWs cpoka rogHoOCTY,
yKa3aHHOro BbiLLe.

H NPOLIEAYPA

MpepocraBnaemblie maTtepunanbl

1P35 ARCHITECT i Banbnpoesas kucnota peareHt (ARCHITECT

iValproic Acid Reagent)

Heobxopumble, HO He NpegocTaBnAeMble MaTepuarnbl

e (awnn tecta ARCHITECT iValproic Acid ¢ BupTyasibHoro
aucka ARCHITECT iSystem e-Assay CD-ROM Ha caite
www.corelaboratory.abbott

e 1P35-01 ARCHITECT i BanbnpoeBas kucnoTa kanubparopsbl
(ARCHITECT iValproic Acid Calibrators)

o Kommepueckue KOHTponu

e [lpe-Tpurrep Pactsop (ARCHITECT Pre-Trigger Solution)

e Tpurrep Pacteop (ARCHITECT Trigger Solution)

e T[pombiBatowuii bydep ARCHITECT Wash Buffer

e PeakuunoHHble suerikn ARCHITECT Reaction Vessels

e Yaweukn ana obpasuoB ARCHITECT Sample Cups .

e [IpepoxpaHutenbHble Kpbiwky ARCHITECT Septum

e 3ameHsiemble Kkpbiwky ARCHITECT Replacement Caps

e [UNeTKN NN HaKOHEYHVKM AN NUNETOK (onuus) ans
[031pOoBaHMa 06bEMOB, YKasaHHbIX Ha Bkaake “Patient”
(NauwmeHT) nnu “Control” (KoHTponb) akpaHa “Create Order”
(Cospatb 3akas).

MHdopmaumio o matepuanax, HeObXoaUMbIX Ans npoLeayp

TEXHNYECKOro obcny>xmBaHus, cM. B PykoBoacTse mo akcnnyaraumm

cuctembl ARCHITECT, Paspgen 9.

I'Ipou.ep.ypa aHannsa

e [lepen nepBow 3arpy3kon Habopa peareHToB B CUCTEMY .
HeobxoauMo nepemMelLaTb CoepXXrMoe driakoHa ¢
MUKpovacTnuamun ana pecycneHanposaHus MUKpovacTull,
KOTOPbIE MO/ 0CECTb Ha AHO driakoHa Npu TPaHCMOPTMPOBKE.
Mocne 3arpyskun ¢nakoHa ¢ MYKpoyacTuLamu B Nepsbit pas
[anbHelero nepemMeLlMBaHus He Tpebyercs.
e [epeBepHuTe ¢pnakoH ¢ mukpoyactuuamm 30 pas.
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* BuasyanbHo ybeamtech, UTo MUKPOUACTULbl BO
¢dnakoHe pecycneHampoBaHbl. Ecnv mukpouacTuubl
BCE eLle NpuInnarT K CTeHKaM ¢rakoHa,
npopomkanTe nepesopaunsatb GfakoH A0 KX MOSHOTO
pecycneHanpoBaHus.

e Ecnu mukpouactuubl He pecycneHaunpytorca, HE
MCMOJb3YNTE UX. O6paTTech K MeCTHOMY
npepcrasutento komnanuuu Abbott.

e [locne TOro Kak MYKpOYacTyLLbl pecycrneHapoBanunch,
noMecTuTe NPeaoXpaHnUTESIbHYIO KPbILKY Ha GnakoH.
VIHCTPYKL MM MO NOMELLEHNIO NPEeLOXPaHUTENbHBIX KPbILLeK
Ha ¢nakoHbl cM. B paspene ObpalleHne ¢ peareHTamu
[aHHOW MHCTPYKLUN MO NMPUMEHEHUIO.

3arpyaute peareHTbl B cuctemy ARCHITECT iSystem.

e YbeguTtechb, UTO MPUCYTCTBYIOT BCE HEObXoaMMble Asis
MNccnefoBaHys peareHTbl.

e [lpoBepbTe HanMuve NPefoXpaHUTENbHbIX KPbILLIEK HA BCEX
$nakoHax ¢ peareHTamu.

Mpu HEOBXOAMMOCTU 3aKaXKMNTE KaMBPOBKY.

e WHdopmaumio o 3akase kanubpoBok cM. B PykoBoacTBe mno
akcnnyataumm cuctembl ARCHITECT, Pa3pen 6.

3akaxuTe TecTbl.

e WMHdopmaumio o 3aka3e 0b6pasLioB NaLVEHTOB 1 KOHTPONEN,
a TaKke 06LLMX ornepaLoHHbIX MpoLiedypax CM. B
PykoBoacTtse no skcnnyatauum cuctembl ARCHITECT,
Paspen 5.

MuHUManbHbIi 06bem obpasuia B yalleuke 4nis obpasLios

paccunTbiBaeTCs CUCTEMON U pacrnevaTbiBaeTcs B oTYeTe Nno

CrM1CKy 3aka3oB. YTobbl MUHMMU3UPOBaTb 3GPEKTbI UCNapeHNs,

nepen NpoBefeHeM TecTa ybeauTech, UTo B valleuke ans

obpasua npucyTCTBYET JOCTATOUHbI 06beM obpasLia.

MakcumarnbHoe KomuecTBO NMOBTOPOB 13 OOHOW Yalleykn ans

obpasuos: 10

MpropuTeTHbIE 06pa3Libl:

Obbem obpasua ana npoeefeHus nepsoro TecTa: 70 pL

Obbem obpasua ans NpPoBeAeHNS KaXKA0ro AOMOMHUTENbHOIo

TecTa 13 OfHOI yalleukun ans obpasua: 20 pL

< 3 yacoB Ha bopTy:

Obbem obpasua ans npoeeneHus nepsoro TecTa: 150 L

Obbem 0bpasua ans NpoBefeHNs KaXKaoro AOMONHUTENbHOIO

TecTa U3 OfHON yalleuky ans obpasua: 20 pL

Mpy “cnonb3oBaHUY NEPBUYHBIX UM aNTUKBOTHBIX NMPOBYPOK

1Cnonb3yiiTe MepHyo MeTKy obpasua ans obecneveHus

JI0CTaTOYHOro obbema obpasua naumeHTa.

MogrotoebTe ARCHITECT i BanbnpoeBsas KucroTta KanubpaTtopbi

(ARCHITECT iValproic Acid Calibrators) n koHTponu.

e [lepen vcrnonb3oBaHUeM nepemMeLlarite kanubpartop(bl) 1
KOHTPOMN, akKypaTHO rnepeBopaynBas ¢pakoHbl.

e [lepxute $GiakoHbl BEPTMKaANbHO 1 [10baBbTe
peKoMeHayeMble 06bEMbl B COOTBETCTBYIOLLME YaLL €YK
ons 0bpasLioB.

® PekomeHOyemble 06beMmbl:

A1 KaXKgoro kanvbpartopa: 5 kanenb
LS Kaxgoro KoHTpons: BHecute 150 L kaxgoro KoHTpons
B COOTBETCTBYIOLLME YaLlEUKM 51 06pa3LioB.

3arpysute obpasupbl.

e WHdopmaumio o 3arpy3ke obpasLoB cM. B PykoBoacTBe Mo
akcnnyarauun cuctembl ARCHITECT, Pasgen 5.

Haxxmute PABOTA.

[ononHuTenbHyo nHbopMaLmio 0 NpuHLMNax paboTsl cM. B

PykoBoacTtee no akcnnyarauuu cuctembl ARCHITECT, Paspen 3.



e [1ns AOCTVDKEHUS ONTUMASTbHBIX Pabounx XxapakTepucTuk
Ba)KHO CnefoBaTb CTaHOAPTHbIM MpoLedypam TEXHUUECKOro
obcny>XuBaHus B COOTBETCTBUU ¢ PyKoBOACTBOM MO
akcnnyataumm cuctemsl ARCHITECT, Paspen 9. Ecnu npasuna
paboTbl B Ballen nabopatopun TpebytoT bonee yacToro
TEXHUYECKOro obCnyXnBaHus, crneaymnTe NPUHATON MpaKTrKe.

Mpouenypbl pasBegeHns o6pasLoB

Obpa3sLibl COo 3HaUYEeHNEeM BasibNPOEBON K1CMOTbI, MPEBbILLALL MMM

150.00 pg/mL, nomeueHbl kogom "> 150.00 pg/mL" 1 MoryT 6biTb

pasBefeHbl C UCMOIb30BaHNEM MPOLLeypbl PYUHOro pa3BefeHus.

Mpouenypa pyyHoro pasBegeHns

Pekomengyemoe passepeHue: 1:10

1. [OobaebTte 10 pL obpasua naumeHta Kk 90 UL kanubpartopa A
13 Habopa ARCHITECT i BanbnpoeBas Kucnota Kanmbparopos
(ARCHITECT iValproic Acid Calibrators).

2. Oneparop fomkeH BBECTU GpaKTOp pas3BefeHns Ha BKNaake
"Patient" (MauweHT) nnu "Control" (KoHTponb) akpaHa co3gaHus
3akasa. Cuctema bygeT ucnosb3oBaTb AaHHbIN GakTop
pasBefeHVs Ans aBTOMATNUYEeCcKOoro pacueTta KOHLEeHTpauum
obpasua [0 pa3BefeHus 1 coobLLeHNs peaynbTarta.

MoppobHyto nHGopmMaLmio 0 3akase pa3BeeHnin cM. B PyKoBOACTBe

no akcnnyatauum cuctembl ARCHITECT, Paspen 5.

Kann6poBka

e [IpoTecTupynTte Kanubparopbl A - F B 1ybne. Kanubparopsbl
LOMKHbI UMETb MPUOPUTETHYIO 3arpy3Ky.

[1ns oueHKM KanmbpoBKM TecTa HeO6XoAMMO MPOTECTVPOBATH
NMo OHOMY KOHTPOO KaXOoro ypoBHs. Y6eamtech, uto
3HAUEHNs KOHTPOMNEN HaxodsaTca B npepenax amanasoHa
LOMNYCTVMbIX 3HAYEHUI, YKa3aHHbIX B COOTBETCTBYIOLL el
VHCTPYKLUM MO NMPUMEHEHUIO.

e [lnanasoH kanubposku: 0.00 - 150.00 ug/mL.

e Tlocne NpUHATUS U COXPaHeHUs pPe3ynbTaToB KannbpoBky TecTa
ARCHITECT iValproic Acid Bce nocnepytoLine 06pasuibl MOXHO
TecTupoBatb 6e3 npeaBapuTenbHON KanmbpoBKM, KPOME Tex
cnyyaes, Korga:

e crnonb3yetcs Habop peareHToB C HOBbIM HOMEPOM CEpUM
unm
e 3HaueHUs KOHTPONeNn BbIXOAAT 3a paMKu AuanasoHa
LOMNYCTVMbIX 3HAYEHUN.
e T[ogpobHoe onvcaHue npoLenypbl KanmbpoBKM CM. B

PykoBopcTtse no akcnnyatauuu cuctemsl ARCHITECT, Paspen 6.

Mpouenypbl KOHTpPONA KauecTBa

PekomeHzyemble TpeboBaHUs MO KOHTPOSIO KauecTsa TecTa
ARCHITECT iValproic Acid 3aknioualoTcs B TECTMPOBaHNM Mo
O[IHOMY KOHTPOJIO BCEX YPOBHEN Kaxkaple 24 yaca, TO eCTb Kaxkable
cyTku akcnnyatauun. CobnioganTe npaeuna Balle naboparopuu,
ecnu oHu TpebytoT bonee YacToro NCMonb30BaHUs KOHTPONen ans
MNpPOoBEpKN pesynbTaTtoB TECTOB.

Kaxxpoii nabopaTtopu peKOMEHAYETCS CamMOCTOSTENBHO
yCTaHaBnMBaTb COBCTBEHHbIE AnanasoHbl KOHTPOMeN, YTobbI
KOHTPONMpOBaTh MpremMriemMble paboune XxapakTepUCTUKN TecTa.
Ecnun 3HaueHme KOHTpONs BbIXOOUT 3a pamKM yKasaHHOro
[ManasoHa, Conps>KeHHblE pe3ynbTaTbl TECTUPOBaHNI 06pasLioB
cnefyet cunTaTb HefleMcTBUTENbHbIMK. Heobxoaymo nposectu
MOBTOPHOE TecTMpoBaHve. MoxeT noTpeboBatbCs MOBTOpHaS
KanmbpoBka TecTa.

MopaTeepXkaeHune 3aABMNEeHHbIX XapaKTepncTuk Tecta

MpoToKkonbl Ans NOATBEPKAEHMUS 3asBNEHHbIX B UHCTPYKLNN

Nno NpPYIMEHEHNIO XapakTepucTrK Tecta cM. B PykoBoacTee no
akcnnyatauun cuctembl ARCHITECT, Mpunoxexne B.

Tect ARCHITECT iValproic Acid npuHagneXxuT K MeTofonornyeckom
rpynne 2.
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H PE3YNbTATDI

Pacuer

Tect ARCHITECT iValproic Acid ncnonbayet
yeTblpexnapameTpuyYeckuii ormMcTUYECKUn MeToq anmnpokcrmaLmm
kpuson (4PLC, Y-B3BelleHHas KpuBas) 418 nonyyeHus
KanMbpoBOYHON KPUBOW U Pe3yrnbTaToB.

Onaxkkn

Pe3ynbTaTbl HEKOTOPbIX TECTOB MOTYT COMPOBOXAATHCA
nHdpopmavmen B none "Onaxkn". OnvcaHne Gpnaxkkos,
KOTOpble MOryT NOABAATLCA B 9TOM none, cM. B PykoBoacTae no
akcnnyataumm cuctembl ARCHITECT, Pasgen 5.

Junana3oH nsmepeHunin (cooblaemsblii AnanasoH)
[unana3oH navepeHuii Tecta ARCHITECT iValproic Acid,
I'IOJ'IyHeHHbII?I B pe3ynbTarte nccrnenosaHunsa JINHENHOCTN, COoCTaBnseT
ot 2.00 go 150.00 pg/mL.

l OrPAHVNYEHUA NMPOLEEAYPbI

e B uensax ouarHocTVKu pesynbTaTbl JOMKHbI paccMaTpuBaTbCs B
COBOKYMHOCTW C APYrMMU AaHHbIMW, Hanpumep, CUMNTOMamu,
pesynbTatamu gpyrux UccrefoBaHum, KMMHUYECKMN
HabnogeHuaMn u T.4.

e Ecnu pesynbTatel Tecta ARCHITECT iValproic Acid He
COOTBETCTBYIOT KIMHNYECKOW KapTuHe, peKoMeHayeTcs
NpoBOANTb AOMOSHATENIbHOE TECTUPOBAHME.

e B3aumo3ameHsieMoe UCMonb30BaHe 0bpasLioB Nnasmbl
KPOBU U3 MPOBMPOK C pasHbIMU aHTUKOATYNSHTaMMN B LIENAX
MOHVTOPUHIa YPOBHSI BasiblPOEBO KNCNOTbl 3anpeLLeHo.
Vcnonb3oBaHne uuTpara BO3MOXHO TOMbKO B Crlyyae MosiHoro
HaromnHeHus NPobUPKK KPOBbIO, He NMPOBOLMPYS TakMM obpa3omM
abdeKT passeneHns.

e Obpasupl, NOMTyYeHHbIE OT MaLMEHTOB, KOTOPbIE MPUHMMANM
npenaparbl, N3roTOBfIEHHblE HA OCHOBE MOHOK/OHASbHbIX
MBILLVHBIX @HTUTES, B AMArHOCTUYECKUX NN TepaneBTUUYeCcKnX
Lensx, MOryT CofepXarb YenioBeveckune aHtutena npoTue
MbIWWHBIX aHTuTen (HAMA). Moao6Hble obpasLbl npu
nccnefoBaHnN B TecTax, UCMOMNb3yLLLMX MOHOKIOHANbHbIE
MbILLUHbIE aHTUTeNa, Takux kak ARCHITECT iValproic Acid,
MOrYT JEMOHCTPUPOBATL JIOXKHO 3aBblLLIEHHbIE NN JIOXKHO
3aHWKeHHble pe3ynbTatbl. [1ns NOCTaHOBKM AMarHo3a MOXeT
noTpeboBaTbcs AONoHUTeNbHas nHGopmawya. ' 15

e [eTepoduibHble aHTUTENA B CbIBOPOTKE KPOBU YenoBeka
MOryT BCTynaTb B peakLMio C UMMyHOTI0bynMHaMu peareHTa,
nHTEpPdepupya B nMMyHoaHanuse In Vitro. Hannune
retepodusibHbIX aHTUTEN B 0bpasLie nauneHTa MoXeT
CNpOoBOLMPOBAaTb MoslydeHne aHoMasibHbIX 3HaueHun. Ons
NMOCTaHOBKY AMarHo3a MOXeT NMoTpeboBaTbCs AOMONHUTENbHASA
uHdopmanmsa.'®

H OKWAAEMbBIE 3HAYEHUA

Mexay ypoBHSAMYM BasibpOEBO KACMOTbl B CbIBOPOTKE KPOBU 1
KOHTpOMNEeM aNUIenTUYECKUX MPUMagKoB He CyLLLeCTBYeT YeTKon
B3aMMO3aBNCUMOCTU, 7 XOTA BONbLIMHCTBY MaLVEHTOB Ans
addeKTUBHON Tepanuy TpebyeTCs KOHLLeHTpaLys npenapara B
CbIBOPOTKE KPOBU, COCTABMAOLLAA MO MeHbLuel mepe 50 ug/mL.3 4
Bbin npepnoxxeH TepaneBTUYECKNI YPOBEHb BaslbMpOEBOW
KMCOTbl B AnanasoHe oT 50 go 100 ug/mL."8 N3-3a 3HaunTenbHbIX
VHOVBMAYanbHbIX Pasnuuunii B 4O3VIPOBKax, HEOBXOAVMbIX Ans
npoBeaeHus abGeKTUBHOM Tepanum, TpebyeTcs onpeneneHne
KOHLIEHTPaLMM BasbMpOEeBoli KVCNOThl B CbiBOpoTke kposu.3: 7: 18
MpaBunbHYl0 AO3MPOBKY Mpenapara 1 Bpems cbopa o6pasLioB

LN UICCNEeQoBaHNs Ha BasibMpoEBYIO KNCMOTY CM. B MHCTPYKLIAN K
npenapary, NPeaoCTaBleHHON N3roToBMUTenem, Ui B HactonbHom
cnpaBoyHuke Bpaua (Physicians’ Desk Reference - PDR).



OCHOBHbIMU NMOBOYHBIMU 3DPEKTaMN BaNbNPOEBON KUCMOTbI
ABNAIOTCSA HapYLUEHNA CO CTOPOHbI XXENYAOUHO-KULLEYHOTO

TpakTa. Coobuianock, uto y o 16% B3pocnbix 1 bonee 22%
feTei, NpUHUMAIOLLNX BaSbMPOEBYIO KMCIOTY, OTMEYaeTcs
TOLWHOTa, pPBOTA, Anapes n T.0.19 HapyweHus co ctopoHbl LIHC
0BbIYHO HOCAT BPEMEHHbIN XapakTep Y MOryT BbiTb YCTPAHEHbI
CHIKEHVEM [103UPOBKYM N0BOro aHTUKOHBYIbCAHTA, NPYHUMAEMOro
napasnenbHo.'® Pegkium no6ouHbiM 9ddEKToM Basibnpoeson
KMCNOTbI ABNSETCA AMCOYHKLMS neueHn.*

B CNELUOUNYECKUE PABOYUE
XAPAKTEPUCTUKN

AHanu3 pabounx xapakTepucTvK MNPOBOAUNN Ha CUCTeMe
ARCHITECT i2000SR.

BocnpoussogumocTtb

Tect ARCHITECT iValproic Acid pa3paboTaH Tak, Ytobbl UMeTb
BOCMPOM3BOANMOCTb < 7% obuiero KB ans obpasLos ¢
KOHUeHTpauwuen ot 20 go 150 pg/mL.

Bbino npoBeneHo nccnefoBaHne B COOTBETCTBUM C MPOTOKOSIOM
EP5-A2 VHCTUTYTa KJIMHUYECKMX U TabopaTopHbIX CTaHAapTOB
(CLSI, 6biBmin NCCLS).20 KonTponb Abbott Immunoassay-MCC
(>knpkun) (ypoBHU 1, 2 1 3) 1 YeTbipe NaHenn CbiBOPOTKM KPOBYU
yesioBeka bbliv NPOTECTUPOBaHbI C UCMOSIb30BAHNEM TPEX CEpui
peareHTOB B [ByX NMOBTOpax ABaxabl B fieHb B TeueHne 20 aHen Ha
Tpex aHanusartopax. [ns Kaxgon cepuy peareHToB MCMonb3oBanach
cobCcTBeHHas KanubpoBoUHas KpriBas B XOfle BCEro UCCe0BaHuS.
[aHHble nccnepoBaHns NpriBedeHbl B Tabnuuax Hike.*

Cepus Kon- Cpemwee _ BHYTPM cepuu Bcero

Obpasey, Ananusartop pearenta Bo (pg/mL) CKO  %KB CKO  %KB

YposeHb 1 1 1 80 3850 110 286 138 3.58
2 2 80 3716 089 238 100 269
3 3 80  36.51 111 305 123 337
YpoBeHb 2 1 1 80  79.79 296 371 3.83 4.80
2 2 80 7555 191 252 232 3.07
3 3 80 7639 310 405 310 4.06
YpoBeHb 3 1 1 80 14261 391 274 416 292
2 2 80 14097 491 348 539 3.82
3 3 80 14143 463 327 573 4.05
Manenb 1 1 1 80 2130 085 397 100 4.69
2 2 80 21.03 053 252 067 3.19
3 3 80 2018 058 287 072 3.57
Manenb 2 1 1 80 5228 175 334 196 3.75
2 2 80 4970 153 3.07 166 3.34
3 3 80 4968 134 270 155 312
Manenb 3 1 1 80 10323 382 370 410 397
2 2 80 9954 280 281 302 3.03
3 3 80 10083 300 298 345 342
Manens 4 1 1 80 11928 398 333 438 3.67
2 2 80 11571 385 333 4.01 347
3 3 80 11688 4.03 345 449 384

* PenpeseHTatnBHble AaHHble. Pe3ynbTathbl, NonyYeHHbIe B
oTheNbHbIX naboparopusx, MOryT OTIMYATbCS OT NPUBEAEHHbIX
NaHHbIX.

Bocnpon3sognMocTb crcTeMbI

Bbino npoBeneHo nccriefoBaHe B COOTBETCTBUUN C AOKYMEHTOM
EP05-A3 CLSI.2! ViccnenosaHue NpoBOAMIOCH C UCMONb30BaHNEM
1 cepumn ARCHITECT i Banbnpoesas kucnora peareHta (ARCHITECT
iValproic Acid Reagent), 1 cepun ARCHITECT i Banbnpoeas
kucnota kanubparopos (ARCHITECT iValproic Acid Calibrators)

n 1 cepun KOMMEPYECKUX KOHTPOMEN Ha 3 aHanu3artopax. Tpu
KOHTpONS TeCTUpOBaNMCb He MeHee YeM B 3 MoBTopax 2 pasa B
[eHb B TeueHune 5 gHewn.
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Bocnponssopn-
MOCTb cuctembi?

BHyTpn

Kon- Cpennee [MoBTopsemocts  na6opatopun®

O6pasze, B0 (ug/mL) CKO %KB  CKO %KB CKO %KB
Kontpons, 90 30.63  0.521 1.7 0.745 24 0.779 25
YPOBEHb 1
Koutpons, 90  59.89  1.062 1.8 1.316 22 1.404 2.3
YPOBEHb 2
Koutpons, 90 11942 2156 1.8  2.833 24 3.132 2.6
YPOBEHb 3

2 BksilouaeT MoBTOPSEMOCTb (BHYTPW cepuu), BapmabenbHOCTb
MeXy CepusMu 1 MeXy AHAMU.

b BkntouaeT NoBTOPAEMOCTb (BHYTPU cepun), BaprabenbHOCTb
MeXxgy cepusmiu, Mexay OHSMU 1 MeXay aHanusatopamu.

OTKpbITNE

TecT ARCHITECT iValproic Acid paspaboTaH Tak, 4Tobbl UMETb
cpenHun Bbixod 100 + 10%.

BbiNo NpoBefeHo nccnefosaxne NaT 06pasLoB CbiIBOPOTKY

KPOBM 1 NATU 06pa3LIOB Nia3Mbl KPOBU, K KOTOPbIM J0baBnsnach
BasibNpoeBas KMUCcnoTa 0 MNoslyuYeHns YPoBHEN KOHLLEHTpaLum

0, 15, 30, 75 n 113 pg/mL. KoHueHTpaums BanbnpoeBon KUCNOTbI
onpegensnacb ¢ ncnonb3osaHnem tecta ARCHITECT iValproic
Acid, nocne yero paccunTbiBanCsa NosyYeHHbIN MPOLLEHT BbIXoda.
CpepgHuii MPOLEHT BbIXOAA Ha KakaOM YPOBHE KOHLIEeHTpauumn Tecta
ARCHITECT iValproic Acid ans cblBOpoTK/ KpoBY Bbif1 B AMana3oHe
oT 92 no 98%, ana nnasmbl Kposu - oT 91 go 99%.*

* PenpeseHTaTuBHble JaHHble. Pe3ynbTaTbl, NofyYeHHblE B
oTaenbHbIX TabopaTopusax, MOTYT OTIMYATbCSA OT MPUBEAEHHbIX
LaHHbIX.

JInHenHoCTb

Tect ARCHITECT iValproic Acid paspaboTaH Tak, UTobbl UMETb
cpenHun Bbixof 100 + 10% OT oXXmMaaembix pesynbTaTos Ans
pa3BefeHHbIX 06pasLioB.

Bbino npoBeneHo nccrnefoBaHne IMHENHOCTY, NMPU KOTOPOM Bbinn
pasBefeHbl NATb 06pa3LI0B CbIBOPOTKYM KPOBU 1 MATb 06pasLioB
nnasmbl KpoBU C NMomoLLbio kanvubpatopa A n3 Habopa ARCHITECT
i Banbnpoesas kucnota kanubpartopoB (ARCHITECT iValproic Acid
Calibrators). KoHLeHTpaLms BanbnpoeBol KACNOTbl onpeaensnach

¢ ncnonb3oBaHnem Tecta ARCHITECT iValproic Acid, nocne uero
paccuunTbIBancs NOMyYeHHbIN NPOLEHT Bbixoaa. OTAENbHbIA NPOLLEHT
Bbixofa Tecta ARCHITECT iValproic Acid ans cbiBOPOTKM KPOBU Bbin
B avanasoHe ot 83 no 118%, ansa nna3mbl KpoBu - oT 96 no 111%.*
CpepHuii npoueHT Bbixoaa Tecta ARCHITECT iValproic Acid gns
CbIBOPOTKYM KPOBM 6bin B AnanasoHe oT 94 no 105%, ang nnasmbl
KpoBu - oT 98 0o 103%.* Penpe3eHTaTuBHbIE AaHHbIE NCCMeaoBaHUs
CYMMWPOBaHbI B Tabnuuax Huxe.*

06pasub! cbiBopoTki kposu B Tecte ARCHITECT iValproic Acid

(Dakrop Ha6niopaemas koHLeHTpauna
O6pasew, pasBepeHnA (ng/mL) % Bbixoaa?
1 HepasBepeHHblil 149.45 -
1:2 72.02 96
1:4 35.88 96
1:10 13.94 93
2 HepasBeneHHbINn 149.80 -
1:2 73.82 99
1:4 36.32 97
1:10 14.69 98
3 HepasBeneHHbli 148.53 -
1.2 72.03 97
1:4 34.66 93
1:10 14.45 97




06pasubl nna3mbl kpou B Tecte ARCHITECT iValproic Acid

(Dakrop Ha6niopaemas KoHLeHTpauna
06pasew pasBepeHns (pg/mL) % Bbixopa?

1 HepassegneHHbIn 149.74 -
1:2 75.24 100
1:4 36.87 98
1:10 14.99 100

2 HepasBeneHHbii 146.77 --
1:2 73.68 100
1:4 35.12 96
1:10 14.02 96

3 Hepa3sBepneHHblil 148.70 --
12 73.46 99
1:4 37.91 102
1:10 14.76 99

KoHueHTpauusa Banbnpoesoii KMcnotbl (pg/mL)

Habntopaemas KoHLEHTpauua pa3BeaeHHoro obpasua
(ug/mL) x DakTop passeneHms

Habntopaemasa KoHLEHTpaLmaA Hepa3BeaeHHOro 0bpasiia
(ug/mL)

* PenpeseHTaTnBHble AaHHble. Pe3ynbTarhbl, MONyYeHHble B
oTheNbHbIX NabopaTopusx, MOryT OTINYATLCSA OT NPUBEAEHHbIX
[aHHbIX.

2% Bbix0oga =

quCTBVITeJ'I bHOCTb
AHanutnyeckas YyBCTBUTEJIbHOCTb

AHanMTUYECKON YyBCTBUTESbHOCTbIO CUMTAETCS HVDKHUN Npeaen
0bHapy>XeHs, ornpefensiemMbini Kak CpeHee 3HauYeHKe XorocToM
npobbl noc CKO, nonyueHHoe ¢ MCMoNb30BaHUEM XONOCTON Npobbl
N YyMHOXeHHoe Ha aBa. Tect ARCHITECT iValproic Acid paspabotaH
Tak, UTobbl UMETb YyBCTBUTENbHOCTb < 2.00 pg/mL.

Mpenen xonocton npobsl (MXM) n Mpepen obHapyxxerus (MO)

MXM v MO Tecta ARCHITECT iValproic Acid 6binn ycTaHOBEHI

B COOTBETCTBUM C NpoTokonom EP17-A22 CLS| npu konmuecTee
JIOXKHO MONOXUTENbHBIX 06pa3LoB (a) MeHee 5% 1 NOXHO
oTpuLaTenbHbIX 06pa3Los (B) MeHee 5%. OaHHble Bbiny NonyyeHbl
C UCMONb30BaHMEM OAHOV XONI0CTOV Mpobbl (60 MOBTOPOB) U

NATU 06pasLLoB C HU3KOW KOHLLEHTpaLMel BanbnpoeBoli K1CIOTb
(15 nosTopoB ANs kaxkgoro); MXM = 0.27 yg/mL n NO = 0.51 yg/mL.*
* PenpeseHTaTuBHble JaHHble. Pe3ynbTaTbl, NofyyYeHHble B
oThESNbHbIX nabopartopusix, MOryT OTINYATLCS OT MPUBEAEHHbIX
LaHHbIX.

Cneundu4HoCcTb

CneuuduurocTs Tecta ARCHITECT iValproic Acid bbina
yCTaHOB/IeHa B pe3ynbTare UCCeNoBaHUs KpOCC-peakTUBHOCTY
BeLLeCTB, XMMmuyeckas CTPyKTypa unun napasnnesibHbiii npuem
KOTOPbIX MOF/IM MOTEHLMAaNbHO OKa3bliBaTb MHTEpdepupyloLLee
Bosfencteme B Tecte ARCHITECT iValproic Acid. CneunduuHocTb
TecTa 6bina ycTaHoB/IeHa NpW OTCYTCTBUW U MPU HANUumMn
BasbNpoeBow KUCNOTbl NyTeM AobaBNeHNs Kaxaoro BelecTsa B
06pa3Libl CbIBOPOTKU KPOBM YenoBeKa C YPOBHAMU KOHLIEHTpaLLiK
Banbnpoesow Kucnotel 50 1 100 pg/mL. O6pasubl 6biiu
NPOTECTUPOBAHbI, KOHLLEHTPaLUK BasbNpoeBo KMCNOTbI

B oboraLlleHHbIX 0bpa3sLax cpaBHUBaNM C KOHLEHTpaLmen
KOHTPOSIbHOV CbIBOPOTKM KPOBY. [laHHble NpeacTaBneHbl B Tabnuuax
HXe.*
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0.0 50.0 100.0
% Kpocc- % Kpocc-

Pazi. PasH. peaktus- Pa3H. peakTus-
BewecTBo po/mL Kowu.? Kowu.?  HocTW®  KoWu®  Hoctm?
3-KeT0-Banbnpoesas 150 693 6.73 4.49 0.71 0.47
Kucnota
3-rnapokcu-Banbnpoesas 10 018 025 2.50 -1.17 -11.70
Kuenota
4-runpokcu-Banbnpoesas 60 099  0.09 0.15 -0.49 -0.82
Kucnora
4-eH-Banbnpoesasn kucnota 10 416  3.31 33.10 6.88 68.80

(2-N-nponun-4-nenTtaHoBas
Kucnota)

2-nponun-rntorapar 50
5-TapoKcK-Banbnpoesas 25 154 176 7.04
Kucnora

2-nponun-rnytaposas 400 0.00 048 0.12
Kucnora

2-H-nponun-3- 100 077 1.16 1.16 5.64 5.64
TMAPOKCUNEHTaHOBaA

kucnota (Pau-aputpeo-3-

TMApoKCU-BaNbNpoeBas

Kucnota)

2-H-nponun-5- 100 7.07 7.80 7.80 4.14 4.14
TMAPOKCUNEHTaHOBAA

Kucnora

2-nponun-4-neHTaHosas 10 312 253
Kucnora

2-nponun-2-neHTaHoBas 10 089 213
Kucnora

-0.03  0.92 1.84 0.97 1.94
-1.36 -5.44

-1.28 -0.32

25.30 1.72 17.20

21.30 0.60 6.00

2 Pa3HOCTb KOHLEHTpauun = MiamepeHHoe 3HayeHne obpasLia,
oborallleHHOro KpocC-peakTBHbIM BELLECTBOM — V3MepeHHoe
3HayYeHne KOHTpOosa
(VlsmepeHHoe 3Ha4YeHne ¢ KPoCC-peakTUBHbIM
BELLECTBOM) —

b % kpocc-peakTusHocTvt = 100 X (3mepeHHoe 3HaueHne KoHTpons)

06bem 106aBNEHHOTO KPOCC-PEAKTUBHONO BELLECTBA

* Pel'lpe3eHTaTI/IBHbIe [OaHHble. PeSyJ'IbTaTbI, nosiyueHHble B
OTAENbHbIX na6opaTopvmx, MOTyT OTNinYaTbCa OT NpuBeAeHHbIX
[OaHHbIX.

KoHuenTpauna Banbnpoesoi kKuenotb! (pg/mL)

HasBaHue 0.0 50.0 100.0
TepanesTNYecKoro Pa3H. PasH. Pa3H.
npenapara po/mL KoHu.? KoHW.? % Bbixoma® KoHw.? % Bbixopa®
Knonasenam 12 -001 197 1034 -1.23 98.8
ALETUNLMCTENH 150 -0.03 1.27 102.6 -5.34 95.1
AMNULNANANH HATPUA 1000 0.74 0.53 101.0 0.84 100.8
Ackop6uHoBas Kucnota 300 0.05 3.04 106.2 111 101.0
Linknocnoput 5 010 -0.14 99.7 3.89 103.6
LlehokcuTnH Hatpmua 2500 014 062 101.2 -0.57 99.5
lenapun 5 0.09 -0.25 99.5 3.59 103.5
Jlesomona 20 0.05 -1.42 97.2 -1.35 98.7
Metungona +1,5 20 -0.03 0.69 1014 -247 97.7
MeTpoHuaason 200 -0.01 -1.01 98.0 3.66 103.4
(DenunbyTasoH 400 0.07 1.26 102.5 5.16 104.9
JloKCUumKnnHa 50 -0.17 220 104.6 2.02 101.9
rapoxnopug

AugTuncanuuunoas 1000 377 718 113.9 -0.10 99.9
Kucnota

Pudpamnuumn 60 0.03 1.27 102.5 1.67 101.6
AueTamuHopeH 200 -0.18 0.82 101.6 0.71 100.6
Neynpoden 500 031 497 109.8 7.02 106.5
TeopunnuH 100 004 072 101.4 0.71 100.6

2 Pa3HOCTb KOHLIeHTpauun = amepeHHoe 3HaueHne obpasua,
oborallleHHOro KpocC-peakTBHbIM BELLECTBOM — V3MepeHHoe
3HaueHve KOHTpons



13mepeHHoe 3HaueHe 06pasLia, 06oraLeHHoro Kpoce-

b % Bbixoga = 100 x PeakTBHbIM BELLECTBOM

113MepeHHOe 3HaueHMe KOHTPONA

* Pel'lpeBeHTaTl/lBHble [OaHHble. Pe3yanaTb|, nonyvyeHHole B
OTAEeNbHbIX na60paTop|/|;|x, MOTyT OTInYaTbCA OT NPUBEAEHHbIX
[AaHHbIX.

NnTepdpepeHuna

MoteHumanbHas nHtepdpepeHums B Tecte ARCHITECT iValproic
Acid cnegyouwx Bewects umeeT cpegHuii Bbixod 100 + 10% ot
pe3ynbTaToB KOHTPOIS Ha yKa3aHHbIX YPOBHSIX.

Bbino npoBeneHo uccnenoBaHne ¢ NCMNob30BaHNEM TecTa
ARCHITECT iValproic Acid B COOTBETCTBUW C NMPOTOKOSIOM

EP7-A2 CLSI.23 KoHueHTpaLvio Banbnpoesoi KUCoThl B 0bpasLiax
CbIBOPOTKYM KpoBY fosoaunu go 50 n 100 ug/mL n pobasnanu
cnegyoue NoTeHUnanbHoO NHTepdepupyioLL e BeLecTsa.
CpepnHuii NpoLeHT BbIXoAa B JaHHOM MCCNEfOBaHUN BapbypoBascs
ot 98 no 109%.*

MoTeHunanbHo nHTepdepupyrowne KoHueHTpaumna
BelWEecTsa

Tpurnuuepuabl 3000 mg/dL
TemornobuH 500 mg/dL
Bunupybux 20 mg/dL
Hu3Kas KoHLeHTpauus npotenHa 3 gm/dL
BbICOKaA KOHLIEHTpaLmA npoTenHa 13 gm/dL

* PenpeseHTaTnBHble AaHHble. PesynbTathbl, NonyyYeHHble B
oTheNbHbIX naboparopusx, MOryT OTINYATLCS OT NPUBEAEHHbIX
JaHHbIX.

Mpumeyanne: Tak kak B Tecte ARCHITECT iValproic Acid He
MCMOMb3yeTcs KOMMIEKC BUOTUHWUMMPOBAHHbBIX aHTUTES, OTCYTCTBYET
pUCK NOTEHLManNbHON NHTEpOEpPEHL MM 3HAUYEHNI BanbrnpoeBom
KICMOTbI B JaHHOM TECTe MpU UCCRefoBaHn 0bpasLios,
cofepXXallux 6roTuH.

OueHKa apyrmx noTeHumanbHo NHTepdeprpyoLLInX BELLLECTB

Tect ARCHITECT iValproic Acid paspaboTtaH Tak, utobbl MMeTb
cpenHun Bbixog 100 £ 10% npu Hannuum HAMA 1 peBmaTomgHoro
¢dakTopa (RF).

B naHHOM mnccneposaHuy nposoaunack oueHka tecta ARCHITECT
iValproic Acid nytem TecTpoBaHus obpa3uos ¢ HAMA n RF

Ons fanbHenwero n3yyeHns KInMHMYeckom cneumnduyHocTu.

MaTb 0bpasLoB, NonoxmTenbHbix Ha HAMA, 1 nNaTb 0bpasLio.,
nonoXxuTenbHbIX Ha RF, Bbiny NpoTecTpoBaHbl Ha MPOLLEHT BbIXOAA,
npu 3ToM B Kaxkablii obpaseL, bbina nobasneHa Banbnpoesas
KmucnoTa B KoHLeHTpaumsax 50 n 100 pg/mL. CpegHuii npoueHT
Bbixofa ansa obpasuos ¢ HAMA 6bin B amanasoHe ot 103 no 104%,
ans obpasuos ¢ RF ot 103 go 109%.*

* PenpeseHTaTnBHble JaHHble. Pe3ynbTarbl, MOfyYeHHble B
oTheNbHbIX NabopaTopusx, MOryT OTINYATLCSA OT NPUBEAEHHbIX
JaHHbIX.

M3-3a CTpYKTypbl Banbnpoeson KACIOTbl (A/IMHHOLLeNoveYHas
>KUpHasi K1CNoTa) 1 BbICOKOW YyBCTBUTENIbHOCTM TECTA HEKOTOPbIE
dopmbl MNacTUPprKaTopos, NaKoB, MAPOB KPACOK U XKUPHbIX KUCIOT
moryT nHtepdepuposatb ¢ ARCHITECT iValproic Acid peareHtamu,
NMPOBOLMPYS MOJyYeHE COMHUTENbHbIX pe3ynbTaToB. Bo nsbexxaHve
NHTEPPEPEHLMN HE XpaHUTE MaTepuarsbl, NepeyncrneHHble B
pasnenax MPOLIEAYPA, MNMpepoctasnaemMble MaTepuanbl Uin
Heob6xoaumblie, HO He NpefocTaBnAeMble MaTepuanbl, B MecTax
rae MoryT MpuCyTCTBOBATH BbillernepeyncneHHble matepuarnsl Unn
dopmmpoBaTbCs UX Napbl.

CpaBHeHune meTonos

TecT ARCHITECT iValproic Acid paspaboTaH Tak, 4Tobbl npun
cpaBHeHun ¢ TectoM AxSYM Valproic Acid nmeTb HaknoH 1.0 + 0.1
1 KoadpouLmneHT koppenaumm (r) = 0.95 ons obpasLoB KPOBU.
Bbino NpoBefeHo nccnenoBaHne Ha martepuane obpasLos
CbIBOPOTKY KPOBU, pe3yrbTaTbl KOTOPOro 6bifiv NMpoaHanm3npoBaHbl
MeTofoM perpeccun Passing-Bablok®. PesynbTathl nccnenosaHms
CYMMMpOBaHbI B crieflyiollen Tabnuue.*
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ARCHITECT iValproic Acid B cpaBH. ¢ AxSYM Valproic Acid

Kon-Bo HaknoH (95%-in  Mepeceuenne (95%-it  Koado. kop-
Habniopennit Jinb) an) pensauun
152 0.978 0.651 0.986

(070.956 00 1.003) (o -0.472 0 1.684)

OunanasoH obpasuos (ARCHITECT) = ot 3.13 go 144.10 pg/mL
Ounana3oH obpa3uos (AxSYM) = ot 3.32 no 145.06 pg/mL

a8 MeTop NHeriHON perpeccumn 6e3 nomnpaBok Ha pacrnpeaeneHne
06pa3LioB 1 OWWBKN B U3MepeHusx.24

b NoseputenbHbii uHTepsan (M)

ARCHITECT iValproic Acid
B cpasH. ¢ AxSYM Valproic Acid

ARCHITECT iValproic Acid (pg/mL)

0 30 60 90 120 150
AxSYM Valproic Acid (ug/mL)

* PenpeseHTaTuBHble AaHHble. Pe3ynbTatbl, MOfyYeHHble B
oThernbHbIX nabopatopusx, MOryT OT/IMYATbCS OT MPUBEAEHHbIX
OaHHbIX.
CpaBHuUTeNbHbIN aHann3 cmelleHns Tecta ARCHITECT iValproic
Acid ot Tecta AxSYM Valproic Acid 6bin NpoBefeH Ha Tex xe
152 obpasuax ¢ KoHLeHTpauuamm B aranasoHe ot 3.13 oo
144.10 pg/mL n ot 3.32 go 145.06 pg/mL coOTBETCTBEHHO.
MpenctasneHHble penpe3eHTaTuBHbIE AaHHble AEMOHCTPUPYIOT
pasnuuus mexay AByms Tectamu. CpegHee cMmeLleHne Tecta
ARCHITECT ot Tecta AXSYM B JaHHOM MccrieqoBaHnM CoCTaBseT
-0.386%. 95%-11 noBepuTEenbHbIN NHTEPBAs CPEfHero npoueHTa
cMmelleHns coctasnseT ot -1.181 o 0.410%. B 06bluHOM
TepaneBTUYECKOM Amanas3oHe npuy npMMEHEHUN BanbnpoeBoNn
kmcnoTbl (ot 50 po 100 pg/mL no pesynbtatam Tecta AxSYM)
cpefHee cmelleHne coctasuno -0.353% ¢ 95%-m nosepuTenbHbIM
nHTepsasnom ot -1.442 no 0.736%. Pe3ynbTaTbl 4AHHOMO
nccnenoBaHna NpeacTasneHbl Hke.* BepTukanbHbie MHUN
NPeacTaBnAloT 0bbIUHbIN TePaneBTUYECKMI AManasoH npu neveHnm
BasibNpoeBoV KUCOTON.

% otknoHeHus ARCHITECT iValproic Acid

oT AXxSYM Valproic Acid
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AxSYM Valproic Acid (pg/mL)
* PenpeseHTaTuBHble AaHHble. Pe3ynbTaTthl, NONyYeHHbIe B
OTAEeNbHbIX nabopaTopysx, MOryT OTINYATLCA OT NPUBELEHHDBIX
JaHHbIX.
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l Ncnon b3yeMble CUNMBOJbl

Cumsonbi ISO 15223

CM. MHCTPYKLMIO Mo
NPYMEHEHIO
N3roToButens

ocTtaTouHo ans

TemnepaTypHbI AranasoH

Ncnonb3oBatb 00/Cpok rogHoCTN

MeanuunHckoe nsgenve ans
auarHocTuku In Vitro
Howmep cepun

KaTtanoxHblii Homep

CepuiiHbI HOMeEp

Apyrne cumsonbl

KoHblorar

CONTAINS: AZIDE CopepXxut a3ug HaTpus.

Mpwn KOHTaKTe ¢ KMcnotTamu
obpasyeTcs BbICOKOTOKCUYHbIN
ras.

CONTROL NO. KOHTpOnbHbIN HOMEpP

NucTpnbbioTop B CLLIA

MHdopmauusa Tonbko ans CLLUA
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[PRE-TRIGGER SOLUTION | PacTtsop npe-Tpurrepa

MpounssepneHo ans Abbott

PRODUCT OF JAPAN CtpaHa npoucxoxgeHus: AnoHus
REACTION VESSELS PeakLOHHblE SuenKn

Cepuisi peareHTa

REPLACEMENT CAPS 3ameHsieMble KpbILLKK

Rx ONLY [ns ncnonb3oBaHns TONbKO
MegnLNHCKUM pa60TH|/|KOM
(MPVYMEHUMO TOMbKO K
knaccuoukaunn CLLA).
Yaweukn onis obpasLioB

MpenoxpaHnTenbHbIe KPbILWKI
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TRIGGER SOLUTION PacTsop Tpurrepa

WARNING: SENSITIZER MpepynpexaneHune: Moxet
BbI3blBaTb aANfIepruyeckyio
peakumio.

WASH BUFFER MpombiBatowuii bybep

Qopmar uncen:

B kauecTBe pasgenurtens Tbicsy ncnonb3yeTtcs npoben (npumep:
10 000 06pa3LioB).

B kauecTBe paspenuTens AecATUYHbIX 3HAKOB UCMOMb3yeTcs
Touka (npumep: 3.12%).

ARCHITECT wn cBsi3aHHble TOProBble 3HAKW SBMAIOTCA TOProBbIMUN
mMapkamu komnaHun Abbott. [ipyrue Toprosble Mapku sBnsoTCA
COBCTBEHHOCTbIO COOTBETCTBYIOLL X BrafenbLieB.
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CepBucHasa noagepxkka: Ob6palainTecb K CBoeMy MeCTHOMY
npeacTaBMTeNto WM CMOTPUTE KOHTaKTHYIO MHGopMaunio ana
Balleil cTpaHbl Ha cante www.corelaboratory.abbott

[ns nonb3oBatenen B EBponerickom cok3e: ecnu B npoLecce
ncnonb3oBaHNAa OaHHOro nsaennsa y Bac eCtb OCHOBaHUA nonaratb,
UTO NMPOU30LLEN Cepbe3Hbll UHLNOEHT, COOBLLUTE N3TOTOBUTENIO 1
B MeCTHble OpraHbl BNnacTu.

CBofiHble JaHHble Mo 6e30MacHOCTM 1 pabourM xapakTepUcTMKam
[Ang JaHHOro n3genua OocTynHbl Ha canTe https://ec.europa.eu/
tools/eudamed. CBogHble AaHHblE AOCTYMHbI MO AAHHOW CCbINKe
nocrne 3anycka EBponerickoii 6a3bl AaHHbIX MEANLUHCKIX U3AENUN.
Bbl MoXxeTe HavTu megmumHcKoe nspenve, ncnonb3ys UDI-DI,
yKa3aHHbI Ha ynakoBKe U3fenus.

Pepakuus: anpenb 2023 r. a
©2008, 2023 Abbott Laboratories Abbott

ABTOpPM30BaHHbIN NpeacTaBuTeSlb N3rOTOBUTENA Ha TeppuTopun
Poccu: OO0 “9660TT JlabopaTopus”, 125171, Poccus, r. Mockea,
JleHnHrpapckoe woccee, a. 16A, ctp. 1, Ten.: +7 (495) 258-42-80,
Qakc: +7 (495) 258-42-81;

Benapycu: OO0 «[MpanvbunoTex», 220004, Pecnybnuka

Benapychb, r. MuHck, np. NMobeputenen, a. 27, nom. 362, Ten/dakc:
+375 (17) 301-99-03, +375 (17) 301-92-87;

KaszaxcraHa: TOO «A66oTT KazaxctaH», 050060, Pecnybnvika
KazaxctaH, r. Anmarbl, boctaHabikckun parioH, yn. Equna EproxumHa,
a. 1, oduc 90, Ten. 88003339989.
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1P35-01 iValproic Acid
ARCHITECT oo pas
iValproic Acid Calibrators H21348R05
S1P350
Read Highlighted Changes: Revised April 2023.
Instructions must be carefully followed. Reliability of assay results PRECAUTIONS
cannot be guaranteed if there are any deviations from these .
nstructions. - e For In Vitro Diagnostic Use
For laboratory professional use only. .

INTENDED USE

The ARCHITECT iValproic Acid Calibrators are for the calibration of
the ARCHITECT iSystem with STAT protocol capability when used
for the quantitative determination of valproic acid in human serum
or plasma. Refer to the ARCHITECT iValproic Acid reagent package
insert and the ARCHITECT System Operations Manual for additional
information.

CONTENTS

6 Bottles (4 mL each) of ARCHITECT iValproic Acid Calibrators.
Calibrator A contains human serum. Calibrators B-F contain valproic
acid in human serum. Preservative: sodium azide.

The calibrators yield the following concentrations:

Valproic Acid Concentration

Calibrator (ug/mL) or (mg/L) (umol/L)
0.00 0.00
9.00 62.37
18.00 124.74
36.00 249.48
75.00 519.75
150.00 1039.50
STANDARDIZATION

Internal Reference Calibrators are manufactured gravimetrically using
USP Reference Standard Valproic Acid. The ARCHITECT iValproic
Acid Calibrators are matched to the Internal Reference Calibrators.

UNCERTAINTY OF MEASUREMENT

The ARCHITECT iValproic Acid assay uncertainty data has been
calculated following the International Organization for Standardization
(ISO) Guide to the Expression of Uncertainty in Measurement (GUM)
and the Eurachem Guide for Quantifying Uncertainty in Analytical
Measurement (Eurachem/CITAC Guide).!- 2

The calibrator expanded uncertainty estimates listed reflect typical
values and may be used in combination with the higher order
reference material uncertainty to calculate the total uncertainty of a
test result.

Expanded Uncertainty (k = 2)

Calibrator (ng/mL) or (mg/L) (umol/L)
N/A N/A

9.00 + 0.08 62.37 + 0.54
18.00 + 0.16 124.74 + 1.08
36.00 + 0.26 249.48 + 1.81
75.00 + 0.68 519.75 + 4.69
150.00 + 1.22 1039.50 + 8.44

Peructpanua MU B PocanpaeHagzope
www.nevacert.ru | info@nevacert.ru

. A CAUTION: This product contains human-sourced and/

or potentially infectious components. Refer to the CONTENTS
section of this package insert. No known test method can
offer complete assurance that products derived from human
sources or inactivated microorganisms will not transmit infection.
Therefore, all human-sourced materials should be considered
potentially infectious. It is recommended that this product, human
specimens, and all consumables contaminated with potentially
infectious materials be handled in accordance with the OSHA
Standard on Bloodborne Pathogens. Biosafety Level 2 or other
appropriate regional, national, and institutional biosafety practices
should be used for materials that contain, are suspected of
containing, or are contaminated with infectious agents.3-6

e The human plasma used in the calibrators is nonreactive for
HBsAg, HIV-1 RNA or HIV-1 Ag, anti-HCV, and anti-HIV-1/HIV-2.

The following warnings and precautions apply to: -

Contains sodium azide.

EUH032 Contact with acids liberates very toxic gas.

P501 Dispose of contents |/ container in

accordance with local regulations.

Follow local chemical disposal regulations based on your location
along with recommendations and content in the Safety Data Sheet to
determine the safe disposal of this product.

For the most current hazard information, see the product Safety Data
Sheet.

Safety Data Sheets are available at www.corelaboratory.abbott or
contact your local representative.

For a detailed discussion of safety precautions during system
operation, refer to the ARCHITECT System Operations Manual,
Section 8.

STORAGE

e (Calibrators are stable until the expiration date when stored and
handled as directed.

e Do not use past expiration date.

X 8'C
. 2C

PREPARATION FOR ANALYSIS

e (Calibrators may be used immediately after removal from 2-8°C
storage.

e Prior to use, mix by gentle inversion (5-10 times).

e After each use, tightly close the caps and return the calibrators
to 2-8°C storage.



INDICATIONS OF INSTABILITY OR DETERIORATION

Instability or deterioration should be suspected if there are
precipitates, visible signs of leakage, turbidity, if calibration does not
meet the appropriate package insert and/or ARCHITECT System
Operations Manual criteria, or if controls do not meet the appropriate
criteria.
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1. ISO/BIPM Guide to the Expression of Uncertainty in Measurement
(GUM), 2008. www.bipm.org/en/publications/guides/gum.html.

2. Ellison SLR, Williams A, eds. Eurachem/CITAC Guide: Quantifying
Uncertainty in Analytical Measurement, 3rd edition, 2012. ISBN 978-
0-948926-30-3. www.eurachem.org.

3. US Department of Labor, Occupational Safety and Health
Administration, 29 CFR Part 1910.1030, Bloodborne pathogens.

4. US Department of Health and Human Services. Biosafety in
Microbiological and Biomedical Laboratories. 6th ed. Washington, DC:
US Government Printing Office; June 2020.

5. World Health Organization. Laboratory Biosafety Manual. 4th ed.
Geneva: World Health Organization; 2020.

6. Clinical and Laboratory Standards Institute (CLSI). Protection

of Laboratory Workers From Occupationally Acquired Infections;
Approved Guideline—Fourth Edition. CLSI Document M29-A4. Wayne,
PA: CLSI; 2014.

Key to Symbols

ISO 15223 Symbols

Caution

Consult instructions for use

Manufacturer

Temperature limitation

Use by/Expiration date

In Vitro Diagnostic Medical
Device
Lot Number

List Number

Other Symbols

Calibrator (A,B,C,D,E or F)

Contains Sodium Azide. Contact
with acids liberates very toxic
gas.

Distributed in the USA by

IE LTS B=1=

CONTAINS: AZIDE

[DISTRIBUTED IN THE USA BY |

Information needed for United
States of America only

[INFORMATION FOR USA ONLY |

[PRODUCED FOR ABBOTT BY | Produced for Abbott by
Product of Japan
For use by or on the order of a

physician only (applicable to USA
classification only).
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ARCHITECT and related brand marks are trademarks of Abbott.
Other trademarks are the property of their respective owners.
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[DISTRIBUTED IN THE USA BY |

Abbott Laboratories
Abbott Park, IL 60064 USA

[PRODUCED FOR ABBOTT BY |

Denka Co., Ltd. Tokyo, Japan

Customer Service: Contact your local representative
or find country-specific contact information on
www.corelaboratory.abbott

For customers in the European Union: if, in the course of using
this device, you have reason to believe that a serious incident has
occurred, report it to the manufacturer and to your national authority.

A summary of safety and performance (SSP) for this device is
available at https://ec.europa.eu/tools/eudamed. This is the SSP
location after the launch of European Database on Medical Devices.
Search for the device using the UDI-DI provided on the outer

packaging of the device.
) Abbott
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©2008, 2023 Abbott Laboratories



