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Alinity |
Toxo 1gG Avidity Reagent Kit

Read Highlighted Changes; Revised July 2019.

Instructions must be carefully followed. Reliability of assay results
cannot be guaranteed if there are any deviations from these
instructions.

H name
Alinity i Toxo 1gG Avidity Reagent Kit (also referred to as Tox Avidity)

1 INTENDED USE

The Alinity i Toxo 1gG Avidity assay is a chemiluminescent
microparticle immunoassay (CMIA) used for the determination of the
avidity of IgG antibodies to Toxoplasma gondii in human serum and
plasma on the Alinity i analyzer.

ISUMMARY AND EXPLANATION OF THE TEST

Toxoplasma gondii is an obligate intracellular protozoan parasite that
infects most species of warm-blooded animals, including humans.'
Toxoplasmosis is primarily acquired by ingestion of undercooked,
infected meat; via oocysts from fecally contaminated hands, food,
and water; and maternally through transplacental transmission.” In
addition, transmission associated with organ transplantation and
during blood transfusion has been reported, although the risk of
transmission through blood transfusion is extremely low.®

Acquired infection with Toxoplasma gondii in healthy individuals is
commonly asymptomatic; however, 10-20% of patients with acute
infection may develop lymphadenopathy.”

Severe infections can occur in AIDS patients and adults
immunocompromised by cancer chemotherapy or transplant
recipients receiving immunosuppressive treatment. These infections
can be fatal. Toxoplasmic encephalitis is the most common
presentation and is the most frequent cause of focal central nervous
system lesions in AIDS patients.®

Primary infection during pregnancy can result in transplacental
transmission of the parasite resulting in congenital infection. The risk
of congenital infection is lowest (10-25%) if acute maternal infection
occurs during the first trimester and highest (60-90%) if it occurs
during the third trimester.® Severity of congenital infection is greatest
when maternal infection is acquired early during pregnancy. Common
outcomes of congenital toxoplasmosis include chorioretinitis,
intracranial calcifications, and hydrocephalus. The majority of infants
infected later in pregnancy are asymptomatic at birth, with sequelae
occurring later in life.

Early treatment after prenatal diagnosis of Toxoplasma gondii
infection has been shown to reduce the frequency and severity

of congenital toxoplasmosis.® Serological tests can be used to
identify seronegative women who then should be monitored during
pregnancy.

The presence of IgG antibodies to Toxoplasma gondii indicates

that infection has occurred but does not distinguish between recent
and past infection. IgM antibodies are detected in individuals with a
recently acquired infection, but antibodies may persist for up to 18
months post-infection.® To differentiate between a recently acquired
and a past infection, IgM and 1gG positive specimens should be
tested for IgG avidify. A high avidity index for IgG antibodies is a
strong indication that an infection took place more than 4 months
ago. Low avidity results cannot be used to diagnose an acute
toxoplasmosis.
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Toxo 1gG
Toxo IgM Avidity

nonreactive  N/A
reactive N/A

May indicate.../ Testing
recommendation

no infection

obtain new sample 2-3
weeks after initial sample
and test for Toxo IgG and
Toxo IgM

past infection. Strong
indication that an infection
took place more than 4
months ago

obtain new sample 3
weeks after initial sample
and test for Toxo 1gG and
Toxo IgM

past infection. Strong
indication that an infection
took place more than 4
months ago

Toxo IgG
nonreactive
nonreactive

reactive nonreactive high avidity

reactive reactive low avidity

reactive reactive high avidity

IBIOLOGICAL PRINCIPLES OF THE PROCEDURE
This assay consists of 2 single tests, both are two-step
immunoassays for the determination of Toxoplasma gondii in
human serum and plasma using chemiluminescent microparticle
immunoassay (CMIA) technology. The avidity of anti-Toxo IgG in the
sample is calculated using relative light units (RLUS) of both tests.®
An aliquot of sample and Pre-Treatment Reagent 2 (blocking agent)
are combined. A second aliquot of sample is combined with Pre-
Treatment Reagent 1 (buffer). Toxoplasma gondii antigen coated
paramagnetic microparticles (containing recombinant antigens
P30[SAG1] and P35[GRAS8]) are combined with each aliquot of
pretreated sample ang incubated. The mixture is washed. Murine
anti-human IgG acridirrium-labeled conjugate is added to create a
reaction mixture and incubated. Following a wash cycle, Pre-Trigger
and Trigger Solutions are added.

The resulting chemiluminescent reaction is measured as relative light
units (RLUs). The % Avidity is calculated from the RLUs obtained
from the sample pretreated with the blocking agent and the RLUs
obtained from the unblocked sample.

For the determination of the avidity of a sample, a grayzone or
reactive Alinity i Toxo IgG result of the particular sample is required
to select the correct dilution protocol for the Alinity i Toxo IgG Avidity
assay. This is ensured by ordering an automated assay panel
consisting of at least Alinity i Toxo IgG and Alinity i Toxo 1gG Avidity.
For details, refer to the INSTRUMENT PROCEDURE section of this
package insert. Use only specimens with results > 1.6 IU/mL on
Alinity i Toxo IgG.

Refer also to the SPECIMEN COLLECTION AND PREPARATION FOR
ANALYSIS, Specimen Types section of this package insert.

For additional information on system and assay technology, refer to
the Alinity ci-series Operations Manual, Section 3.



IREAGENTS

Kit Contents

Alinity i Toxo IgG Avidity Reagent Kit 07P46

NOTE; This product is composed of 5 components, which are
packaged as a 2 cartridge reagent set. Both cartridges are required
to perform the assay.

Volumes (mL) listed in the table below indicate the volume per
cartridge set.

07P4622
Tests per cartridge set 100 (50 avidity determinations)
Number of cartridge sets per kit 2
Tests per kit 200 (100 avidity determinations)
MCROPARTICLES 6.6 mL
CONJUGATE 6.1 mL
ASSAY DILUENT 10.4 mL
PRE-TREATMENT 1 59 mL
PRE-TREATMENT 2 4.2 mL

IMCROPARTICLES| Recombinant Toxoplasma gondii antigen coated
microparticles in MES buffer. Minimum concentration: 0.02% solids.
Preservative: ProClin 300.

[CONJUGATH Murine anti-human IgG acridinium-labeled conjugate

in MES buffer. Minimum concentration: 0.05 pg/mL. Preservatives:
antimicrobial agents.

[assay DILUENT | fOX0 1gG assay diluent containing TRIS buffer with
protein (bovine) stabilizers. Preservative: ProClin 300.
Ipre-treatment)l[Pre-Treatment reagent 1 containing MES buffer
with protein (bovine) stabilizers and detergent. Presen/ative: ProClin
300.

lpre-treatment[2] Pre-Treatment reagent 2 containing blocking

agent in MES buffer with protein (bovine) stabilizers and detergent.
Preservative: ProClin 300.

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 be considered
potentially infectious and handled in accordance with the OSHA
Standard on Bloodborne Pathogens. Biosafety Level 2 or other
appropriate biosafety practices should be used for materials that
contain or are suspected of containing infectious agents.®"

The following warnings and precautions apply tc |urcnopanticee$| /
PRETREATVENT[ 1|~ |PRETREATVENT 12\

WARNING Contains methylisothiazolones.

H317 May cause an allergic skin reaction.

Prevention

P261 Avoid breathing mist / vapors / spray.

pP272 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 It skin irritation or rash occurs: Get
medical advice / attention.

P362+P364 Take off contaminated clothing and wash

it before reuse.
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Disposal
P501 Dispose of contents / container in
accordance with local regulations.

The following warnings and precautions apply to; I*»»*vdiluent]

WARNING Contains methylisothiazolones and
Tromethamine hydrochloride*.

H317 May cause an allergic skin reaction.

H316* Causes mild skin irritation.

Prevention

P261 Avoid breathing mist / vapors / spray.

pP272 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 oontents / container in

accordance with local regulations.

« Not applicable where regulation EU 1272/2008 (CLP) has been
impiemented.

Safety Data Sheets are available at www.abbottdiagnostics.com or
contact your local representative.

For a detailed discussion of safety precautions during system
operation, refer to the Alinity ci-series Operations Manual, Section 8.

Reagent Handling

« Upon receipt, gently invert the unopened reagent kit by rotating
it over and back for a full 180 degrees, 5 times with green label
stripe facing up and then 5 times with green label stripe facing
down. This ensures that liquid covers all sides of the bottles
within the cartridges. During reagent shipment, microparticles
can settle on the reagent septum,

- Place a check in the square on the reagent kit to indicate to
others that the inversions have been completed.

« After mixing, place reagent cartridges in an upright position tor
1 hour before use to allow bubbles that may have formed to
dissipate.

« If a reagent cartridge is dropped, place in an upright position
for 1 hour before use to allow bubbles that may have formed to
dissipate.

* Reagents are susceptible to the formation of foam and bubbles.
Bubbles may interfere with the detection of the reagent level in
the cartridge and cause insufficient reagent aspiration that may
adversely affect results.

« Do not have more than one lot of reagents on board.

For a detailed discussion of reagent handling precautions during

system operation, refer to the Alinity ci-series Operations Manual,

Section 7.



Reagent Storage

storage Maximum Additional Storage
Temperature  Storage Time Instructions
Unopened 2 to 8C Until Store in upright position,
expiration  |f cartridge does not
date remain upright, gently
invert the cartridge 10
times and place in an
upright position for 1 hour
before use.
Onboard System 30 days
Temperature
Opened 2to 8C Until Store in upright position,
expiration if cartridge does not
date remain upright during

storage, discard the
cartridge.

Do not reuse original
reagent caps or
replacement caps due to
the risk of contamination
and the potential to
compromise reagent
performance.

Reagents may be stored on or off the system. If removed from the
system, store reagents with new replacement caps in an upright
position at 2 to 8'C. For reagents stored off the system, it is
recommended that they be stored in their original trays or boxes to
ensure they remain upright.

For information on unloading reagents, refer to the Alinity ci-series
Operations Manual, Section 5.

Indications of Reagent Deterioration

Deterioration of the reagents may be indicated when a control value
is out of the specified range. Associated test results are invalid, and
samples must be retested.

For troubleshooting information, refer to the Alinity ci-series
Operations Manual, Section 10.

IINSTRUMENT PROCEDURE

The Alinity i Toxo IgG Avidity assay files must be installed on the
Alinity i analyzer prior to performing the assay.

Assay panels, calculated assay files, and retest rules will be installed

automatically when installing Toxo Avidity (assay file 3010) together
with the following required assay files:

e Toxo IgG-R
e Toxo IgM
¢ Toxo Avil
¢ Toxo Avi2

Do not modify the assay parameters for assays starting with “zz” or

"Toxo Avi".

For detailed information on assay file installation and viewing and
editing assay parameters, refer to the Alinity ci-series Operations
Manual, Section 2.

For information on printing assay parameters, refer to the Alinity ci-
series Operations Manual, Section 5.

For a detailed description of system procedures, refer to the Alinity
ci-series Operations Manual.

ISPECIMEN COLLECTION AND PREPARATION
FOR ANALYSIS

Specimen Types

The specimen types listed below were verified for use with this assay

on the ARCHITECT i System.
Other specimen types and collection tube types have not been
verified with this assay.
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Specimen Types

Collection Tubes

Serum Serum
Serum separator
Plasma Lithium heparin

Lithium heparin (Plasma
separator)
Sodiym hdjjarin
Potassium EDTA

. Sodium citrate (only suitable if
no Alinity i Toxo IgM testing is
performed)

Performance has not been established for the use of cadaveric
specimens or the use of bodily fluids'other than human serum/
plasma.

Liquid anticoagulants may have a dilution effect resulting in lower
concentration values for individual specimens.

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

To determine the avidity of a sample, a grayzone or reactive
Alinity i Toxo IgG result of the respective sample is required to
enable the Alinity i analyzer to select the correct dilution protocol
for the Alinity i Toxo IgG Avidity assay. This is ensured by
ordering automated assay panels consisting of Alinity i Toxo IgG
and Alinity i Toxo 1gG Avidity.

Specimen Conditions

Do not use:

- heat-inactivated specimens

- pooled specimens

- grossly hemolyzed specimens

- specimens with obvious microbial contamination

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,

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

All samples (controls and patient specimens) should be tested
within 5 hours of being placed on board the Alinity i analyzer.

Preparation for Analysis

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

Specimens should be free of bubbles. Remove bubbles with an
applicator stick before analysis. Use a new applicator stick for
each specimen to prevent cross contamination.

To ensure consistency in results, recentrifuge specimens prior to
testing it

they contain fibrin, red blood cells, or other particulate matter
they require repeat testing.

NOTE: If fibrin, red blood cells, or other particulate matter are
observed, mix by low speed vortex or by inverting 10 times prior to
recentrifugation.

Prepare frozen specimens as follows:

Frozen specimens must be completely thawed before mixing.
Mix thawed specimens thoroughly by low speed vortex or by
inverting 10 times.

Visually inspect the specimens. If layering or stratification is
observed, mix until specimens are visibly homogeneous.

If specimens are not mixed thoroughly, inconsistent results may
be obtained.

Recentrifuge specimens.



Reoentrifugation of Specimens

« Transfer specimens to a centrifuge tube and centrifuge at a
minimum of 100 000 g-minutes.

« Examples of acceptable time and force ranges that meet this
criterion are listed in the table below.
Centrifugation time using alternate RCF values can be calculated
using the following formula:

. . . . . 100 000 g-minutes
Minimum Centrifugation time (minutes) =- 9

RCF
Recentrifugation Time
(Minutes) RCF (x g) g>Minutes
10 10 000 100 000
20 5000 100 000
40 2500 100 000
RCF - 112 X I'tax (rpm/1000)2
RCF - The relative centrifugal force generated during
centrifugation.
pm - The revolutions per minute of the rotor on which

the specimens are being spun (usually the digital
readout on the centrifuge will indicate the rpm).
Centrifugation The time should be measured from the time the

Time - rotor reaches the required RCF or rpm to the time it
begins decelerating.
tmax m Radius of the rotor in millimeters. NOTE: If custom

tube adapters (i.e., adapters not defined by the
centrifuge manufacturer) are used, then the radius
(tmax) should be manually measured in millimeters
and the RCF calculated.

g-minutes - The unit of measure for the product of RCF (x @)
and centrifugation time (minutes).

« Transfer clarified specimen to a sample cup or secondary tube
for testing. For centrifuged specimens with a lipid layer, transfer
only the clarified specimen and not the lipemic material.

Specimen Storage

Specimen storage conditions were verified on the ARCHITECT i
System.

Maximum

Specimen Storage
Type Temperature  Time Special Instructions
Serum/ Room 3 days Specimens may be
Plasma temperature stored on or off the

(15 to 30'C) clot, red blood cells, or

separator gel.
2to 8'C 14 days Specimens may be

stored on or off the
clot, red blood cells, or
separator gel.

Remove serum or plasma from the clot, red blood cells, or separator
gel if stored longer than the maximum 2 to 8'C or 15 to 30'C storage
time and store frozen at -10'C or colder.

Avoid more than 6 freeze/thaw cycles.
Specimen Shipping
Package and label specimens in compliance with applicable state,

federal, and international regulations covering the transport of clinical
specimens and infectious substances.

= PROCEDURE

Materials Provided
07P46 Alinity 1Toxo IgG Avidity Reagent Kit

Materials Required but not Provided

« Alinity i Toxo IgG Avidity assay file package
¢ 07P4610 Alinity i Toxo 1gG Avidity Controls
« 07P45 Alinity i Toxo 1gG Reagent Kit
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07P4501 Alinity i Toxo IgG Calibrators
07P4510 Alinity i Toxo IgG Controls or other control material
07P47 Alinity i Toxo IgM Reagent Kit (optional)
07P4701 Alinity i Toxo IgM Calibrator (optional)
07P4710 Alinity i Toxo IgM Controls or other control material
(optional)
Alinity Trigger Solution
Alinity Pre-Trigger Solution
Alinity i-series Concentrated Wash Buffer
For information on materials required for operation of the instrument,
refer to the Alinity ci-series Operations Manual, Section 1
For information on materials required for maintenance procedures,
refer to the Alinity ci-series Operations Manual, Section 9.

Assay Procedure

For a detailed description of how to run an assay, refer to the Alinity

ci-series Operations Manual, Section 5.

¢ Itis strongly recommended to use the automated assay panel for
Alinity i Toxo IgG Avidity testing since this will ensure the correct
selection of Toxo assay testing steps and dilution protocols
required for avidity determinations. Refer to Figure 1 below.
Please contact Abbott for information on ordering the Toxo
assays using an LIS (Host). »

¢ If using primary or aliquot tubes, refer to the Alinity ci-series
Operations Manual, Section 4 to ensure sufficient specimen is
present.

¢ Alinity i Toxo IgG, Toxo IgM, and one determination of Toxo 1gG
Avidity can be sampled from the same sample cup. If multiple
avidity determinations are required for the same sample, place
the respective number of differently barcoded sample cups with
aliquots of the same sample on the instrument.

« 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: 1
- Priority:

» Sample volume for each test: 280 pL for the complete
Alinity i Toxo assay panel testing using one sample cup.

- S3 hours on the reagent and sample manager:

° Sample volume for each test: 280 pL for the complete

Alinity i Toxo assay panel testing using one sample cup.
- >3 hours on the reagent and sample manager:

° Additional sample volume is required. For information
on onboard sample storage, refer to the Alinity ci-series
Operations Manual, Section 4.

« If the result of the initial test meets the retest criteria of the
assay panel, the Alinity i analyzer generates a rerun order.

Tests scheduled for reruh are displayed on the Orders screen
(All Orders tab and Rerun tab) and Sample Status screen.

The R (rerun) code is assigned to the test. The system can be
configured to automatically reposition the samples for retest. If
the system is not configured for automatic repositioning, samples
to be retested may need to be reloaded.

« Arerun order for the “Toxo 1gG-R” assay will be placed for
samples that have an Alinity i Toxo 1gG result of > 200 IU/mL.
These samples will be tested automatically in a 1:10 dilution
performed by the instrument. The D (dilution) and R (rerun)
codes are assigned to the test.

« Refer to the Alinity i Toxo 1gG Avidity controls package insert for
preparation and usage.

« For general operating procedures, refer to the Alinity ci-series
Operations Manual, Section 5.

« For optimal performance, it is important to perform routine
maintenance as described in the Alinity ci-series Operations
Manual, Section 9. Perform maintenance more frequently when
required by laboratory procedures.



Figure 1 “Assay Sequence And Default Decision Criteria”

Assay Panel

ToxoG+M>A

ToxoG>M>A
ToxoM>G>A

ToxoG>A

Sample Dilution Procedures

Samples must not be diluted manually prior to running the Alinity i
Toxo IgG Avidity assay.

Calibration

Calibration is not required for the Alinity i Toxo IgG Avidity assay.

Quality Control Procedures

The recommended control requirement for the Alinity i Toxo IgG

Avidity assay is that a single sample of each control level be tested

once every 24 hours each day of use.

Additional controls may be tested in accordance with local, state,

and/or federal regulations or accreditation requirements and your

laboratory's quality control policy.

« If multiple control replicates are required, note that only one
avidity determination can be ordered per sample cup.

« If more frequent control monitoring is required, follow the
established quality control procedures for your laboratory.

« If quality control results do not meet the acceptance criteria
defined by your laboratory, sample results may be suspect.
Follow the established quality control procedures for your
laboratory. For troubleshooting information, refer to the Alinity ci-
series Operations Manual, Section 10.

« Review quality control results and acceptance criteria following a
change of reagent lot.

For any control material in use, the laboratory should ensure that the

matrix of the control material is suitable for use in the assay per the

assay package insert.

Verification of Assay Claims

For protocols to verify package insert claims, refer to Verification of

Assay Claims in the Alinity ci-series Operations Manual.

m RESULTS

The following results are reported depending on the panel chosen:

¢ Alinity i Toxo IgG result in [U/mL.

¢ Alinity i Toxo IgM result in Index (S/CO).

¢ Alinity i Toxo IgG Avidity (“Toxo Avi") result in %Avi.

Note: Results with the unit of measurement “AdjRLU" or results from
assay files starting with “zz” may be reported. These results are
intermediate and not relevant for sample evaluation.

Calculation

The Alinity i analyzer calculates the avidity for the Alinity i Toxo 1gG
Avidity assay using the following calculation and stores the result.

Avidity (%1 - 100 x (1- (Toxo Avi2/Toxo Avil))
Interpretation of Results

Result Interpretation
< 50.0 %Avi low avidity
50.0 - 59.9 %Avi grayzone

a 60.0 %Avi high avidity
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Assay Sequence And Default Decision Criteria

No clinical interpretation can be drawn from a grayzone result. It is
recommended to take a second sample within an appropriate period
of time (e.g. 2 weeks) and repeat testing.

For details on configuring the Alinity i analyzer to use grayzone and
high avidity interpretations, refer to the Alinity ci-series Operations
Manual, Section 2.

The grayzone and high avidity interpretations are editable parameters
and should be utilized per end user requirements.

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
Alinity ci-series Operations Manual, Section 5.

ILIMITATIONS OF THE PROCEDURE

« For diagnostic purposes, results should be used in conjunction
with other data; e.g., results of other tests (Toxo IgG, Toxo IgM),
clinical impressions, etc.

« If the Toxo IgG Avidity results are inconsistent with clinical
evidence, additional testing is suggested to confirm the result.

« Heterophilic antibodies in human serum can react with reagent
immunoglobulins, interfering with in vitro immunoassays.™
Patients routinely exposed to animals or to animal serum
products can be prone to this interference, and anomalous
values may be observed. Additional information may be required
for diagnosis. n

« Specimens from patients who have received preparations of
mouse monoclonal antibodies for diagnosis or therapy may
contain human anti-mouse antibodies (HAMA)."~  Specimens
containing HAMA may produce anomalous values when tested
with assay kits that employ mouse monoclonal antibodies."

ISPECIFIC PERFORMANCE CHARACTERISTICS
Representative performance data are provided in this section.
Results obtained in individual laboratories may vary.

The Alinity i analyzer and the ARCHfTECT i System utilize the same
reagents and sample/reagent ratios.

Unless otherwise specified, all studies were performed on the Alinity
i analyzer.

Precision

Within-Laboratory Precision

A study was performed based on guidance from CLSI EP05-A2.
Testing was conducted using 3 lots of the Alinity i Toxo IgG Avidity
Reagent Kit and 3 lots of the Alinity i Toxo 1gG Avidity Controls and 1
instrument. Two controls and 3 human plasma panels were assayed
in a minimum of 2 replicates at 2 separate times per day on 20
different days.'®



Within-Run
(Repeatabiiity)  Within-Laboratory (Total)’
Mean D %v
Sanple no (A o W RE) R
Low Avidity 354 225 223 9.9 227 101
Control (2.19-2.34) (9.6-10.4)
High Avidity 351 78.0 0,64 0.8 0.64 0.8
Control (0.62 -0.68) (0.8 -0.9)
Panel 1 356 36.3 1.75 48 1.75 48
(172-1.79)  (4.8-4.9)
Panel 2 368 57.1 122 21 1.22 21
(1.12-1.27) (2.0 -2.2)
Panel 3 351 77.6 0.66 0.8 0.66 0.9
(0.64 - 0.69)  (0.8-0.9)

~ Includes within-run, between-run, and between-day variability.

Maximum and minimum SD or %CV for each reagent lot and
instrument combination.

Sensitivity

This study was performed on the ARCHITECT i System.

A study was performed to test samples drawn from patients within 4
months since seroconversion (samples from patients drawn within
this period are not expected to generate a high avidity result). A total
of 125 samples have been evaluated and 100% of these samples
(95% confidence interval of 97.1% to 100%) have been tested with a
low or grayzone avidity result. ¢

In addition, 89 samples drawn later than 4 months since
seroconversion have been evaluated. The distribution of all samples
is given in the following table:

Seroconversion Serooonversion

< 4nontrs > 4nonths To
Low Avidity 124 54 178
Grayzone 1 7 8
High Avidity 0 28 28
Total 125 89 214

Relative Agreement

This study was performed on the ARCHITECT i System.

Relative Agreement was assessed on 175 Toxo IgG positive and Toxo
IgM negative specimens from pregnant females.

Five specimens giving grayzone/borderline results on ARCHITECT
or the other commercially available Toxo IgG Avidity assay were not
included in the calculation of relative agreement.

From the 170 specimens evaluated, two specimens were tested
discordant between ARCHITECT Toxo IgG Avidity and the
commercially available Toxo 1gG Avidity assay resulting in a relative
agreement of 98.8% (168/170) with a 95% confidence interval of
95.8% to 99.9%.

ARCHTECT Too IgG Avidity
Hoh Lov Toal
Hagh 167 2 169
Commrercially Available
Too lgGAddty Assy Low 0 ! !
Tata 167 3 170

Percent Agreement

A study was performed to determine the negative and positive
percent agreement between the Alinity i Toxo IgG Avidity assay

and a commercially-available Toxo 1gG Avidity assay by testing 255
specimens consisting of Toxo IgG low avidity and Toxo IgG high
avidity specimens. The specimens were tested in singlicate on 4
Alinity i analyzers using 3 lots of Alinity i Toxo IgG Avidity Reagent Kit
and 1 lot of Alinity'i Toxo IgG Avidity Controls. The specimens were
also tested in singlicate using a commercially-available Toxo 1gG
Avidity assay.
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A total of 24 specimens showed grayzone results concordantly

or discordantly for the Alinity i Toxo IgG Avidity assay and the
commercially available Toxo 1gG Avidity assay on 1 reagent lot, and
25 specimens in the other 2 reagent lots. All grayzone specimens
were excluded from the evaluation.

Commerdiily-Available Too IgG Avidity
Pssy
Alinity i Too IgG Avicity LowAidity Hgh Avidity

Reagert Lot 1 LowAvidity 130 0

Hgh Avicity .0 100
Reagent Lot 2 LowAvidty 130 0

Hgh Avicity 0 100
Reagert Lot 3 LowAvidity 130 0

Hgh Avicity 0 100

Reagent Lot 1 Positive % agreement: 100.00% (130/130) 95% Cl
(97.20 - 100.00%); Negative % agreement: 100.00% (101/101) 95% ClI
(96.41 - 100.00%)

Reagent Lot 2: Positive % agreement: 100.00% (130/130) 95% ClI
(97.20 - 100.00%); Negative % agreement: 100.00% (100/100) 95% ClI
(96.38 - 100.00%)

Reagent Lot 3: Positive % agreement: 100.00% (130/130) 95% ClI
(97.20 - 100.00%); Negative % agreement: 100.00% (100/100) 95% CI
(96.38 - 100.00%)

Interference
Potentially Interfering Endogenous Substances
This study was performed on the ARCHITECT i System.

No interference was observed between experimental controls and
Low Avidity or High Avidity specimens tested with elevated levels of
bilirubin, triglycerides, protein, or hemoglobin.

Potertially Interfering SUbstance Interferent Level
Bilirubin < 20 mg/dL
Triglycerides < 3000 mg/dL
Protein <12g/dL
Hemoglobin <500 mg/dL

Potentially Interfering Other Conditions

This study was performed on the ARCHITECT i System.

Additional studies were performed to evaluate other potential
interfering disease states on the ARCHITECT Toxo IgG Avidity assay.
A total of 65 specimens containing the following potentially interfering
substances have been tested.

Categary ntested HohAddty Gayzoe LowAvdty
Anti-nuclear antibody 5 0
Cytomegalovirus
Epstein-Barr Virus
Influenza Vaccinees
HAMA

Herpes Simplex Virus 1

Herpes Simplex Virus 2

FNE R AR SN X I NN

Hyperpolyclonal IgG
Hyperpolyclonal IgM
Measles

Parvovirus B19

Rheumatoid Factor

©O © © © o © © © © © o o

Rubella

-

Systemic Lupus Erythematosus
Syphilis
Varicella Zoster Virus By

Monoclonal IgG

AU W N W NGO W N RN WA WA PO
©O ©o © © © ©O B O O © © O ©O © © © O O

A A P DM NN A O W N

Monoclonal IgM

“ Further testing was not performed due to insufficient sample
volume.

High Avidity result with a commercially-available Toxo 1gG Avidity
assay.
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Note for number formatting:

A space is used as thousands separator (example: 10 000
specimens).

A period is used to separate the integer part from the fractional
part of a number written in decimal form (example: 3.12%).
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ADDENDUM
to the Instruction for Use Alinity i Toxo 1gG Avidity Reagent Kit for Russia
SHIPPING AND STORAGE CONDITIONS

Recommended shipping conditions for devices are 2-8°C. Medical devices must be stored in
refrigerators/refrigerator chambers to ensure regulated temperature conditions with a daily temperature record.

Medical devices must be carried out in single-use thermal containers containing coolant elements, or in reusable
thermo containers with automatically maintained temperature or in refrigerated trucks using thermal indicators.

Device is stable until the expiration date indicated on the package. Device is no longer suitable for use if shipping
temperature limits have been violated. Ship in an any kind of enclosed carrier vehicle in accordance with shipping
rules, applicable to the respective type of transport.

WARRANTY

Manufacturer guarantees that device remains stable until the expiration date when stored and handled as intended.
Manufacturer set the maximum shelf life of

Alinity i Toxo 1gG Avidity Reagent Kit- 12 months from date of manufacturing.
MAINTENANCE

Not required

REPAIRS

Not required

DESTRUCTION AND DISPOSAL OF A MEDICAL DEVICE

Destruct and dispose of a medical device in accordance with the requirements of SanPin 2.1.7.2790-10 dated
December 12, 2010 “Sanitary-epidemiological Requirements for the Management of Medical Waste”. Transmit and
dispose of a product and its components and packaging in accordance with local regulations

LIST OF NATIONAL STANDARDS AND REGULATORY DOCUMENTS APPLICABLE TO MEDICAL PRODUCT

GOST R 51352-2013, GOST R ISO 23640-2015, GOST R ISO 18113-1-2015, GOST R ISO 18113-2-2015, GOST
R ISO 15223-1-2014, GOST R I1SO 15223 -1-2014, GOST R EN 13612-2010, GOST R 53022.2-2008, GOST R
53022.3-2008

Decree of the Government of the Russian Federation of December 27, 2012 No. 1416 “On approval of the rules of
state registration of medical devices” (as amended by Decree of the Government of the Russian Federation of July
17, 2014 No. 670), Order of the Ministry of Health of Russia of 06.06.2012. No. 4n (as amended according to the
Order of the Ministry of Health of the Russian Federation of September 25, 2014 N 557n), Order of the Ministry of
Health of Russia of 01/09/2014. No. 2n, Order of the Ministry of Health of the Russian Federation No. 11n of
January 19, 2017

POTENTIAL USER

The Alinity i Toxo IgG Avidity Reagent Kit is intended to be used in a variety of clinical and laboratory conditions,
including, without limitation, hospitals, diagnostic centers, reference laboratories and blood transfusion facilities
around the world, whose personnel have been trained in the use of the Alinity i analyzer.

INFORMATION ABOUT PRESENCE OF DRUGS IN COMPOSITION OF MEDICAL DEVICE
Does not contain any drugs

STERILIZATION
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Medical device is not required to be sterile.

INFORMATION ABOUT POSSIBILITY OF MULTIPLE APPLICATION
Medical device is intended for one-off usage

MATERIALS OF ANIMAL ORIGIN

Materials of animal origin are tested and risks of using MD are indicated in SDS. Safety Data Sheets are available
at www.abbottdiagnostics.com or contact your local representative.

INDICATIONS FOR USE

The Alinity i Toxo IgG Avidity assay is a chemiluminescent microparticle immunoassay (CMIA) used for the
determination of the avidity of IgG antibodies to Toxoplasma gondii in human serum and plasma on the Alinity i
analyzer.

CONTRAINDICATIONS FOR USE

Not applicable.

TECHNICAL CHARACTERISTICS

Microparticles: pH-value at 20 °C: 6,5
Density at 20 °C: 1.018 g/cm3
Conjugate: pH-value at 20 °C: 5.8
Density at 20 °C: 1.03 g/cm3
Assay Diluent: pH-value at 20 °C: 7.6
Density at 20 °C: 1.026 g/cm3
Pre-Treatment 1: pH-value at 20 °C: 6.5
Density at 20 °C: 1.017 g/cm3
Pre-Treatment 2: pH-value at 20 °C: 6.5
Density at 20 °C: 1.017 g/cm3

COMPATIBILITY RESTRICTIONS OF MEDICAL DEVICE
No available data.
COLOUR AND ODOUR

Microparticles: Colorless and odorless
Conjugate: Colorless and odorless
Assay Diluent: Yellow and odorless
Pre-Treatment 1. Yellow and odorless
Pre-Treatment 2: Yellow and odorless
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Alinity .

Toxo ABugHocTb aHTuTen IgG PeareHTbl (Alinity i Toxo

IgG Avidity Reagent Kit)

Cm. Bblge/neHHble n3MeHeHvsl. Pegakumsi: nons 2019 r.

Heo6XxoayMo TOYHO CNefoBaTb UHCTPYKLMAM. [py OTKNOHEHUU oT
VHCTPYKUWIA HageXHOCTb pesynbTaToB TECTA He rapaHTupyeTcs.

IHAVMEHOBAHVE (CokpaleHHoEe)

Toxo ABngHocTb aHtuten IgG PeareHtbl {Alinity | Toxo IgG Avidity
Reagent Kit) (Takke BcTpeyaeTcst no TekcTy: Tox Avidity)

BIHA3SHAUEHVE
TecT ¢ ncnonb3osaHnem Toxo ABUAHOCTL aHTuTenN IgG
PeareHTbl (Alinity i Toxo IgG Avidity Reagent Kit) aBnsetca
XEMUIIOMUHECLEHTHBIM MMMYHOAHa/IM30M Ha MUKpoYacTuLax
(CMIA) ansa onpegenexnust aBugHocT aHtuten IgG k Toxoplasma
gondii B CbIBOPOTKe M Mna3Me KPOBMW 4YesloBeka Ha aHanmsarope
Alinity i.

IKPATKOE OMWCAHUE TECTA
Toxoplasma gondii fsBnsieTca 06nMraTHbIM BHYTPUKNETOUYHbIM
NpocTeiWwmnm napasuTom, nopaxaroLum npeacrasutenei
60/1bLIMHCTBA TEN/IOKPOBHbIX XWBOTHbIX, BKIOYas ntoaeid.'
WHuumpoBaHme TOKCON1a3Mo30M MPOMCXOAUT NPenMyLLeCTBEHHO
npv ynoTpe6/1eHnn HeNpoXapeHHoro, NHULMPOBAHHOTO Msca,
yepes 00LMCTbI, KOTOpble MOTYT coAepXaTbcs B heKanmsax
XMBOTHBIX N NEPEHOCUTLCA Kak rPS3HbIMK pykamu, Tak 1 npu
ynoTpe6neHnn 3apaxeHHo! Bogbl U MUK, a Takke Yepes
nnaueHTy oT matepy pebeHky.® MomMMMO 3TOro M3BECTHbI Cyvan
3apaxeHusi Npy TpaHcnaHTaLWMn OpraHoB ¥ NepennmBaHun Kposw,
XOTSi BEPOATHOCTb 3apaKeHUsi Npu NepennBaHun KpoBY ABNAETCA
ype3BblYaiHO HU3KOW.®
VHunumpoBaHne Toxoplasma gondii 06bI4HO npoTekaeT
6eCcCYMNTOMHO Y 370pOBbIX NtoAel; ogHako y 10 - 20% nauueHToB ¢
OCTpOWi MHEKLMel MOXeT pasBuTbCca NuMdageHonaTms.
Y nauyuenToB co CMom, a Takke y B3pOC/bIX CO CHUXEHHbLIM
MMMYHUTETOM BC/IeACTBME MPOTUBOOMYXONIEBOV XMMUOTEPANnUK Unn
nauneHToB, NoMyyaloLmMX UMMYHOCYNpPecCMBHbIe Npenapatbl npu
nepecafike opraHos, 3a6oneBaHVie MOXEeT NpoTekaTb B TSHKEson
copme. Moao6HbIE MHAIEKLUM MOTYT NPUBOAUTL K NIeTanbHOMY
ncxofy. TOKCONNa3MO3HbI aHULEedanuT ABNSETCA Hanbonee YacTbim
NposiBNEHNEM MHCIEKLMM, a TakKe SBNAETCS NPUUYUHON (hoKasbHbIX
NopaxeHuii LLeHTPaIbHO HEPBHOI cUCTeMb! Y 60MbHbIX CMVoM.®
MepBunyHOE MHULMPOBaHME BO BpemMs GEPEMEHHOCTU MOXeEeT
cTaTb NPUYMHOI TpaHcnNalueHTapHOl nepejayn napasura, 4to B
CBOK 04epenb BedeT K BPOXAEHHON MHheKumn. PUCK BpOXAEHHOM
NH(EeKUMN MUHUManeH (10 - 25%) npu MHULMpoBaHUK
6epeMeHHOIn B NepBOM TPUMECTpe, U MakcumMaseH (60 - 90%) -
B TPETbEM TpUMECTPe.® TSHKECTb NOPAXEHUSI NPU BPOXAEHHOMN
MHDEKUMM camasi BbICOKasi, eC/M 3apaXKeHue matepy Npou3oLLIo Ha
paHHMX cpokax 6epemeHHOCTU. K Hambonee yacto BCTpevarLmmcs
nocneAcTBUsIM BPOX/AEHHOTO TOKCOMN/1a3Mo3a OTHOCATCS
XOPVOPETUHUT, BHYTPUUYEPEnHON KasbLMHO3 1 rugpouedanus.
BOMbLUMHCTBO HOBOPOXAEHHbIX, MH(OMLMPOBAHHBIX HA MO3AHUX
cpokax 6epeMeHHOCTU, He UMEKT KIMHUYECKUX NPOSBNEeHWi
3a60/1€BaHNA NMPU POXAEHUN, CUMNTOMbI BO3HUKAKOT Y HUX MO3XE.
JleyeHne Ha paHHUX CTaAusAX Nocne npeHaTanbHON ANarHOCTUKM
nHdekummn Toxoplasma gondii NPoAEMOHCTPMPOBANO CHUXEHNE
4acTOThbl 3apaXeHUs BPOXAEHHbIM TOKCOMIa3MO30M N TSHKECTU
ero npoTekaHVa.® [Ins BbIABMEHNA CEPOHEraTUBHbBIX XEHLLVH,
TpebyoLwmx HabnoaeHUa BO Bpema 6epeMeHHOCTH, MOryT
MCMNO/b30BATLCA CEPOJIOrMYeckme TecTbl.
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Tox Avidity
07P46
G76446R04

B7P46R

@ 07P4622

Hanuune antuten knacca IgG k Toxoplasma gondii yka3biBaeT
Ha MHOEKLMIO, HO He No3BOJISeT onpeaennTb, Tekyllas oHa Win
npolleawas. AHTUTeNa knacca 1M BbISBNAIOTCS Y Ntofeit, HefaBHO
nepeHecLnX MHMEKLUMIO, OAHAKO aHTUTeNa MOryT ocTaBaTbCsl B
KpoBuM [10 18 MecsiLeB nocne 3apaxeHusa.® Ons auddepeHumanmm
Mexay Tekylleli n nepeHeceHHol uHdekupelt 1M un 1gG-
nonoxuTesibHble 06pasLpbl AO/DKHbI ObiTb UCCNeA0BaHbl Ha
aBUAHOCTb IgG. BbICOKMIA MHAEKC aBUAHOCTM aHTUTen IgG siBnsieTcst
YeTKUM MHANKATOPOM TOro, YTO 3apaxeHune MH(eKLumeld npounsoLLno
6onee 4 mecsueB Hasaf. Pesynbtarbl C HU3KUM WMHAEKCOM
aBVAHOCTW He MOTYT MCMOMb30BATLCA B LIENISAX ANArHOCTUKU OCTPOIA
hopMbl TOKCOMIa3MO3a.
MoXKeT ykasbiBaTh Ha.../
ABUOHOCTL pekoMeHJauuMn no
Toxo IgG  uccnepnosaHWio
VHbekums otcyTcTByeT
Co6parb HoBbIl
ob6pasel, yepes 2 - 3
Heflenn nocne nepsoro
cbopa n uccnenosarb
Ha Toxo IgG n Toxo 1gM
HepeakTuBHbllii Bbicokass — lMepeHeceHHas
aBUAHOCTb MHekuusa. YeTtkoe
yKasaHue, 4to
NHULMpoBaHue
npowusowso 6onee 4
MecsLeB Hasaf,
Huzkas Cobpatb HOBbI
aBMAHOCTL ob6pasel, yepes 3
Heflenn nocne nepeoro
cbopa n nccneposatb
Ha Toxo IgG n Toxo 1gM
Bbicokasi  NepeHeceHHas
aBUAHOCTb MHpekuus. YeTkoe
ykasaHue, 4to
NHMUMpoBaHne
npowusoLuno 6onee 4
MecsLeB Hasa,

Toxo IgG Toxo 1M
HepeakTvBHbI HepeakTuBHbIi
HepeakTVBHbIN PeakTuBHbIN

PeakTuBHbIl

PeakTuBHbIli  PeakTuBHbIi

PeakTuBHbIli  PeakTuBHbIi

IEMONOrMYECKUE MPNHUMNbI MPOLUEAYPbI

[laHHbIli TECT COCTOUT U3 2 OTAE/bHBLIX TECTOB, KOTOPbIE ABMAKTCA
MMMYyHOaHanmsamu Ans onpegenenus Toxoplasma gondii B
CbIBOPOTKE U Mia3me KpPOBW YenoBeka C MCMO/b30BaHUEM
TEXHOIOTUN XEMWUMIOMUHECLLEHTHOTO MMMYyHOaHam3a Ha
Mukpoyactuuax (CMIA). AsngHocTb aHTu-Toxo IgG B obpasue
paccunTbiBaeTCA Ha OCHOBE OTHOCUTE/IbHBIX CBETOBbIX eAuHUL,
(RLU) o6owmx TecToB.®

CwmeLumBaloTca anMkBoTa obpasiia 1 peareHT npeasapuTesbHoOw
06paboTkn Pre-Treatment Reagent 2 (610kmpytoLLmii areHt). Bropas
anuksoTa obpasia CMelmnBaeTCs C peareHToM npefBapuTesbHOM
o6paboTkn Pre-Treatment Reagent 1 (6ydhep). B kaxayto

aNMKBOTY MpefBapuTenbHO 06paboTaHHOro o6pasua BHOCATCS
napamarHuTHble MUKpPOYacTULbl, CEHCUBUNN3NPOBaHHbIE aHTUTEHOM
Toxoplasma gondii (¢ pekoM6uHaHTHbIMKU aHTureHamn P30[SAG1] n
P351GRA8]), cmecb MHKy6upyeTtcs. Mocne NpomMbiBKM fAo6aBnseTcs
aKpUAMH-MeYeHblil KOHBIOraT MbILUMHBIX aHTUTenN K IgG YenoBeka



AnA o6pasoBaHWsi peakLMOHHON cMecK, CMecb MHKyGupyeTcsi. Mocne
LMKna NPOMbIBKM K peakLVOHHOWM cmecy [06aBnsoTCst pacTBOpbI
npe-Tpurrepa v Tpurrepa.

Monyyaemasn B pe3ynbTare XeMWUIIOMUHECLEHTHASA peakums
n3MepsieTcs B OTHOCUTE/IbHLIX CBETOBbIX eauHuuax (RLU).

% aBMOHOCTW paccunTbiBaeTcsl Ha ocHoBe RUU o6pasua,
npegsaputenbHO 06paboTaHHOro 61o0kMpyoWmMM areHTom, 1 RUJ
He3ab/10kMpoBaHHOro obpasua.

YTo6bl OnNpeaenutb aBUAHOCTbL 06pasua, Tpedyercs
COOTBETCTBYIOLMIA 06paseL, ¢ pe3ynbTaToM B CEPOIi 30HE Un
peakTuBHbIM pe3ynbTatoM B TecTe Alinity i Toxo 1gG, 4uTo nossonut
BbIGpaTb KOPPEKTHLIA NPOTOKON pasBefeHus ans Tecta Alinity i
Toxo 1gG Avidity. [Ina 3T0ro HeO6X0AUMO 3akasaTb aBTOMATUYECKYH
naHeflb TECTOB, BK/IOYAOLLYI0 MO MeHblieli Mepe TecTbl

Alinity i Toxo 1gG u Alinity i Toxo 1gG Avidity. MNMoapo6Hyto
nHpopmaumio cMm. B pasgene MPOLEAYPA PABOTbI HA
AHAJIN3ATOPE paHHO MHCTPYKLMM NO NpuMeHeHuto. Vicnonb3yiite
TONbKo o6pasubl ¢ pesynstatoMm > 1.6 IU/mL B Tecte Alinity | Toxo
1gG.

Cwm. Takke pasgen CBEOP OBPA3LA 1 MOANOTOBKA K AHA/INZY,
"Tunbl 06pasLOB” AAaHHOW MHCTPYKLUUM MO NPUMEHEHMIO.
Moapo6Hyto MHhopMaLmMio 0 CUCTEME W TEXHONOMUK aHanu3a CM. B
PykoBogcTee no akcnnyatauum Alinity ci-series. Pasgen 3.

BPEATEHTBI

Copepxnmoe Habopa

Toxo ABugHocTb aHtuten IgG PeareHTbl (Alinity i Toxo 1gG Avidity
Reagent Kit) 07P46

MPUMEYAHUE: [laHHbIii NPOAYyKT COCTOUT U3 5 KOMMOHEHTOB,
KOTOpble NOCTaBMATCA Kak Habop peareHTOB C 2 kapTpukamu.
[ins BbINOMHEHWA TecTa HeobXoAUMbI 06a kapTpuaxa.

O6bembl (ML), ykasaHHble B Tabnuue Hwxe, 0603HavaloT 06beM B
0IHOM Habope KapTpUaKei.

07P4622
KonuyecTtso TeCTOB B OfHOM
Habope kapTpuaxei
KonuyectBa kapTpuzxeit B
Habope
Konunuectso TectoB B Habope 200 (100 onpepaeneHwii aBugHoCTy)

100 (50 onpepeneHuii aBUAHOCTL)

2

IMICBOPARTICLE» | 6.6 IME
lconjugatel 6.1 mL
|assay DILUEMT 10.4 mL
PRE-TREATMENT 1 59 mL
|PRE-TREATMENT |2 | 4.2 mL

IMCROPARTICLES| MUKpPOYBCTHLbI, CBHCMOUAN3NPOBAHHbIB
peKkoM6UHaHTHbIM aHTureHom Toxoplasma gondii, B MES-6ydiepe.
MuHumanbHas KoHueHTpaums: 0.02% TBepforo BellecTsa.
KoHcepsaHT: ProClin 300.

|consucaTe | AKpUANH-MEUEHBIN KOHBIOTAT MbLILMHBIX aHTUTEN K
IgG uyenoBeka B MES-6ydhepe. MuHAManbHasi KOHLEHTpauus:
0.05 pg/mL. KoHCepBaHTbI: NPOTUBOMUKPOGHBIO Npenaparb.

| ASSAY DILUEN® inntosHTTecTa Toxo IgG, copepxalyuit TRIS-6ydep
C NpOTenHOBbIMU (6blYbUMK) cTabunmsaTopamu. KoHcepBaHT:
ProClin 300. =

|PRE-TREATMENT | pearsHT NpBABapuTB/bHON 06paboTkm Pre-

Treatment 1, cogepxawuii MES-6ychep ¢ NpoTEMHOBLIMM
(6blubuMK) cTabunusatopamun n getepreHTom. KoHcepsaHT: ProClin
300.

IPRE-TREATMENT)2 1PearBHT Np3/iBapuTB/IbHON 06paboTkn Pre-
Treatment 2, cogepxaliuii 6nokmpyroLmii areHT B MES-6ychepe

C NPOTEeNHOBbLIMK (BblYbMMK) cTabunnsatTopamn U AeTepreHToM.
KoHcepsaHT: ProClin 3 0 0
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MpepynpexaeHns N Mepbl NPefoCTOPOXHOCTU
n

« [nsa gnarHoctuku /n Vitro
MepbIl NpeaoCcTOPOXHOCTU

BHUMAHWE: [JaHHblli NpofyKT npeanonaraet paboTy ¢
obpasuamu, nosly4eHHbIMY OT YyesioBeka. PekomeHayeTcs cumtatbh
BCE MaTepuasibl, NoJlyYeHHble OT YesioBeka, NoTeHuManbHO
MHEKLMOHHbIMM 1 06pallaTbCa C HUMU B COOTBETCTBUM

co CtaHgapToM Mo o6palleHnto ¢ reMOKOHTaKTHbIMU
naTtoreHamu, paspaboTtaHHbiM YnpasneHnem CLUA no oxpaHe
TpyAa v NpoMbilineHHol rurneHe (OSHA). Mpu pa6oTe ¢
martepuanamu, coepxaliumm uam npeanosoxnTessHo
cofepXaliMmn UHDEKLUMOHHBIE areHTbl, cnedyeT cobnojarb
npaswna 6uonornyeckoii 6esonacHoCTA, ypoBeHb 2, UK apyrue
COOTBeTCTBYlOLME Npasuna 6uonornyeckoil 6esonacHocTn.®"”

Cnepytolime npeaynpexaeHua n Mepbl npegoCcTopoXHOCTH
ntunratro k- [MICROPARTICLES | j |[PRE-TREATMENT |1 ~ |[PRE-TREATMENT 12 1

<>

MPEAYMNPEXAEHVE  CoaepXuT MeTUIN30TMAa30/10HbI.

H317 MoXeT BbI3blBaTb a/1/1€PrnyecKyto
KOXHYI0 peakuuio.

MpepoTBpatyeHue

P261 M3b6eratb BAbIXaHUA TymaHa/napos/
aspo3onei.

P272 He BbIHOCUTL 3arpsi3HEHHYI0 Ofexay C
pabouyero mecra.

P280 Monb3oBaTbCs 3alUMTHBIMKU NepyaTkamm/
3alNUTHON oaexpaoit/cpeacTBaMm 3aLimThbl
rnas.

PearvposaHue

P302+P352 MNP MOMNAOAHN HA KOXY: MpombITe
60/1bLLUVM KONNYECTBOM BOfbI.

P333+P313 Mpy pasgpakeHnn KOXn Uan nosiBfieHnn
cbinu: O6paTnTbCs K Bpady.

P362-rP364 CHATb 3arpA3HEHHY0 ofexay v
BbICTMPATL ee nepef MUCNnosb30BaHNEM.

Ytunusaumsa

P501 YTunusupyiite cogepxumoe/koHTeiHep B

COOTBETCTBUW C CAHUTAPHLIMX HOpMamu
P® (CaHlMuH 2.1.7.2790-10 ot 09.12.2010).

Cregytowye npesynpexaeHns 1 Mepsl NpegoCcToPOXHOCTY
oTHocATes K 1

4 >

ciuieht |

MPEAYMNPEXAEHVE  CofepXuT MeTUIN30TNA30/10HbI U
TpoMeTamuHa rvapoxnopua*.

H317 MoXeT BbI3blBaTb aslfIepruveckyto
KOXHYIO peakuuio.

H316* BbI3biBaeT fierkoe pasgpaxeHne Koxu.

MNpepoTsBpalleHne

P261 W3beratb BAbIxaHUs TymaHa/napos/
aspo3oneii.

p272 He BbIHOCWTbL 3arpsA3HEHHYI0 Ofexay C
pabouyero mecra.

P280 Monb3oBartbCa 3alUTHLIMU nepyaTkamm/
3alMUTHOW ofexaoii/cpeacTBamy 3aLuThbl
rnas.

PearnposaHue

P302-rP352 MNP MOMAOAHN HA KOXXY: MpoMbITh

60MbLIMM KONTMYECTBOM BOAbL.



P333+P313 MNpy pasgpakeHuy KOXu nnu nosisneHnu
cbinu: O6paTUTLCH K BpaYy.

P362+P364 CHATb 3arpsA3HEHHYI0 ofiexay 1
BbICTMPATL €e nepef UCMno/b30BaHNEM.

YTununsaums

P501 YTUnusupyiite cofepXxuMoe/KoHTeliHep B

COOTBETCTBUW C CaHWUTapHbIMWU HOpMaMmu
P® (CaHlMuH 2.1.7.2790-10 ot 09.12.2010).

* He npumeHuMO Ha TeppuTtopun feilicteusi PernameHta EC
1272/2008 (CLP),

MacnopTta 6e30nacHOCTV JOCTYMHbI Ha caiite
www.abbottdiagnostics.com uu y mecTHoro npeacraBuTens.
Mopapo6Hyto MHopMaLMo 0 HEOBXOAUMbIX Mepax
NpeAoCTOPOXHOCTU Npu paboTe ¢ aHasM3aTopoM CM. B PykoBoACTBE
no akcnnyatauun Alinity ci-series, Pa3gen 8.

O6pauleHne ¢ peareHTamu

* Tlocne nonyyeHns Habopa pacnonoXuTe HEBCKPbITYIO KOPOGKY
3e/1eHOli NO0COI CBEPXY M akKypaTHO NepeBepHUTE K cebe
1 oT cebs (Ha 180 rpagycoB) 5 pas, 3aTeM pacnonoxure
KOPOGKY 3eM1eHOW Nonocoli CHU3Y 1 CHOBA NepeBEpHUTE
K cebe n oT cebs (Ha 180 rpaaycos) 5 pa3. B pesynbtarte
XWAKOCTb GyAeT paBHOMEPHO pacnpefeneHa no BHyTPeHHel
NOBEPXHOCTN (D/TaKOHOB, HAXOAALUMXCH BHYTPU KapTpuaxka. Mpu
TPaHCNOPTMPOBKE peareHTOB MUKPOYaCTULIbl MOTYT O0CeCTb Ha
Mem6paHy KpbILKK peareHTa.

- TlocTaBbTe OTMETKY Ha ynakoBke peareHTa, O3HauatoLLyto,
4TO OHa 6blna NepeBepHyTa B COOTBETCTBUMN C
MHCTPYKLUSMUA.

* Tlocne nepemeLuMBaHuA U nepef Ucnosb3oBaHMeM OCTaBbTe
KapTpUAXK peareHTa Ha 1 yac B BEPTUKA/IbHOM MOIOXEHWUN [0
MCYE3HOBEHUA My3bIPbKOB, KOTOPble MO 06pa3oBaThCs Npu
nepemMeLIMBaHuu.

* Ecnu kapTpuax peareHTa onpokvuHyscs, npuseguTte ero
B BEpPTUKa/IbHOE MOJIoXeHNe 1 ocTaBbTe Ha 14ac o
MCYE3HOBEHUS My3bIPbKOB, KOTOPble MOI/IM 06pa3oBaThbCs.

* PeareHTbl nogsepxeHbl (hOPMUPOBAHUIO NEHbI W NYy3bIPLKOB.
My3bipbkn B peareHTe MOryT nomeluatb onpegesieHnio
YPOBHA peareHTa B kKapTpuz)ke 1 NpMBeCTU K HefoCTaTO4HON
acnupauumn peareHTa, KoTopasi MOXeT 3HaYMTENbHO BMATL Ha
npaBUNbHOCTb Pe3y/bTaToB.

e Ha 6opTy aHa/M3aTopa A0NAHbI HAXOAUTLCSI peareHTbl OAHOM
cepun.

Moapo6Hyto nHhopmaumio 06 obpalleHnn ¢ peareHTaMmn npu

paboTe ¢ aHanM3aTopom CM. B PykoBoAcTBe Mo aKcnayataumm

Alinity ci-series. Pasgen 7.

XpaHeHne peareHTOB

Makc. JlononHutenbHble
Temnepatypa Bpems VHCTPYKLMK 1O
XpaHeHust XPaHEHNs1  XpaHeHuo
HeBckpbIThbIli 2 - 8'C Jile) XpaHute B
KapTpumpKe OKOHYaHNS  BEPTVKa/IbHOM
cpoka NOSIOXEHNN,
rogHocTn Ecnn kapTpuax
XpaHuscs He
BEPTMKa/IbHO, akKypaTHO
nepesepHUTE KapTpUoK
10 pa3 v nepep
1CNosb30BaHnem
ocTaebTe Ha 1 vac
B BEPTUKA/IbHOM
NONOXEHUN.
Ha 6opty Temnepatypa 30 aHeli

B cucteme
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Makc. [JononHutenbsHble
TemnepaTtypa Bpemsi WHCTPYKLUWW Mo
XpaHeHus XpaHeHNs  XpaHeHuo
BckpbIThbld 2 - 8'C o XpaHute B
KapTpmax OKOHYaHWSi  BEPTUKasIbHOM
cpoka NOMOXEHUM,
rogHocTn  Ecnu kapTpuax

XpaHuncs He
BEPTUKA/IbHO,
YTUAN3UPYITE KapTPUOX.
He ncnonbayiite
NOBTOPHO KPbILLKM
peareHTa W3roToBUTENS

® VN 3aMeHsieMble

KPbILIKM BBUAY prckKa

KOHTaMuHaLmm

1 BO3MOXHOCTM

HapyLUeHusi paboumnx

XapaKkTepucTuk

peareHTa.

PeareHTbl MOXHO XpaHWTb Kak Ha 6opTy CUCTEMbI, TaK U BHe

ee. Mocne n3BneyYeHNs peareHToB U3 CUCTEMbl XpaHWUTe KX B
BEPTUKa/IbHOM MO/IOKEHUN C HAJETbIMU HOBbIMU 3aMeHAEMbIMU
KpblWKammn npu temnepatype 2 - 8'C. PeareHTbl, XpaHsLumecs

BHE CUCTEMbI, PEKOMEHAYeTCA XpaHuTb B (habpuyHbIX I0TKax K
ynakoBkax A1 obecrneyeHns BePTUKa/IbHOrO MOSIOKEHUS.
Moapo6HyY0 MHGOPMAaLMIO O BbIrPY3Ke peareHTOB M3 CUCTEMbI CM. B
PykoBogcTBe no akcnnyartauum Alinity ci-series. Pasgen 5.

MokasaTesin Nopyn peareHToB

EcCnu 3HaueHne KOHTPONSA BbIXOAMT 3a npefesibl ykasaHHOro
[AvanasoHa, 3T0 MOXeT CBMAETeNbCTBOBATHL O MOPYe peareHToB.
Pe3ynbTaTbl COOTBETCTBYIOLMX TECTOB CreAyeT CUMTaTb HeBEPHbIMM,
o6pasLbl JO/MKHbI BbITh MCCNeA0BaHbl MOBTOPHO.

WHdhopmaumio 06 ycTpaHeHUn HeucnpaBHOCTeR cMm. B PykoBoacTee
no akcnnyatauun Alinity ci-series. Pasgen 10.

lI'IPOLl,E,EI,YPA PABOTbl HA AHATN3ATOPE
chaiinel Tecta Alinity i Toxo 19gG Avidity 4O/MKHBI GbITb YCTAHOBMEHbI
Ha aHanu3atop Alinity i nepeg nposegeHnem Tecra.
B cucteme Takke GyAyT aBTOMaTMYeCKu yCTaHOBMEHbI NaHeM
TecTa, (halinbl pacyeTHOro Tecta 1 npasuna NoBTOPHOTO
nccnefoBaHus B xofe ycTaHoBKM TecTa Toxo Avidity (cbalin Tecta
300) BMecTe co cnepawnummn obssaresibHbiMK paiinamm Tecta:

e Toxo IgG-R
e Toxo IgM
¢ Toxo Avil
¢ Toxo Avi2

He n3meHsiiTe napaMeTpbl TecTa /19 TECTOB C Ha3BaHWSIMU,
HauyvHaWwuMucsa ¢ "zz" nnm "Toxo Avi'.

Moppo6Hyto MHhopmaumio 06 ycTaHoBKe haiina Tecta, NpocMoTpe
1 pefakTMpoBaHnM napaMeTpoB aHainsa cMm. B PykosofcTse no
akcnnyatauun Alinity ci-series, Pasgen 2.

ViHchopmauuio 0 BbIBOJE Ha nevaTb napamMeTpoB aHann3a CM. B
PykoBoacTBe no akcnnayataumm Alinity ci-series. Pasgen 5.
Moppo6Hoe onucaHue npouesyp paboTbl C CUCTEMON CM. B
PykoBoacTee no akcnayataumm Alinity ci-series.

ICBOP OBPA3LIA 1 MOATOTOBKA K AHANN3Y

Tunbl 06pasyoB

MepeuncneHHble Huke TUNbl 06pa3LoB Gbinv BEPUDULIMPOBAHDI
Ha NMPUrogHoCTb K UCNO/1Ib30BaHUK B AlaHHOM TeCTe Ha cucTtemax
ARCHITECT i System.

[Apyrue Tunbl 06pasLoB 1 NPobupok ans cbéopa obpasLoB He GblIn
BepudMLUMPOBaHbl Ha NPUrOAHOCTb K MCNO/Mb30BaHNIO B aHHOM
TecTe.



Tunbl 06pa3LoB Mpo6upkn ana céopa o6pasLos
CbIBOpPOTKa KPOBU

CbIBOpPOTKa KPOBW C pasaennTesnbHbIM
renem

JinTnii renapviH

CbIBOPOTKa KpOBU

MNna3ma Kposwu
Mnasma KpoBW C NNTWIA renaprHom U
pasfenuTenbHbIM renem
Hatpuii renapuH
Kannesas conb EDTA
LiutpaT HaTpus (NOAXOAMT, TOMbKO ec/in He
nposoauTca TecT Alinity i Toxo igM)

« Paboune xapakTepucTukm He Gblv yCTaHOBEHbI AN
cnyyaeB UCMO/b30BaHUA 06pasLoB TPYMHOW KPOBU W APYTiX
6VONIOTNYECKNX XNAKOCTEN, 3a UCKTIOUYEHNEM CbIBOPOTKM/
nnasmbl KPOBU YesnoBeka.

e Xunpgkve aHTUKoarynsHTbl MOTyT AaBaTb adhhekT pasBefeHnsi, YTo
MOXET NPUBECTU K 3aHMKEHHbIM 3HAYEHWSIM KOHLeHTpauuii B
oTAenNbHbIX 06pa3uax oT nauyeHToB.

* [1na aHanmsaTtopa He npegycMoTpeHa onuus Bepudumkauum
TUNOB MCMo/b3yeMblx 06pasLoB, B 06s3aHHOCTV onepartopa
cUCTEMbI BXOAMUT NpoBepKa NpaBWUIbHOCTU yKasaHWsA TUMOB
o6pasLoB, UCNO/Mb3yEMbIX B TECTE.

¢ Yrobbl onpenenutb aBnaHOCTbL obpasua, TpebyeTcs
COOTBETCTBYIOLMIA 06paseL, ¢ pe3y/bTaToM B Cepoii 30He
nnn peaktuBHbiM pesynbtatom B TecTe Alllilty i Toxo 1gG, uto
NO3BOJIUT BbIGPATb KOPPEKTHbIV NPOTOKON pasBeAeHust Ans
Tecta Alinity i Toxo IgG Avidity aHanusatopom Aiinity i. Ans
3TOro Heo6XxoAMMO 3aka3aTb aBTOMaTMYeckue naHesn TecTos,
BkNtovatome TecTbl Alinity i Toxo IgG 1 Aiinity i Toxo 1gG Avidity.

CocTosiHMe 06pa3LoB

e He ncnonbayiite:
- 06pasLbl, MHAKTUBMPOBaHHbIE HarpeBaHVem
- NynupoBaHHble 06pasLibl
- CWIbHO reMonu3vpoBaHHble 06pasLibl
- 06pasubl C SABHOW MUKPOGHOI KOHTaMuHaumel

e YT06bl NONY4UTH NpaBUNbHbIE pesynbTaTbl, 06pasLibl
CbIBOPOTKM W NNa3Mbl KPOBU CreflyeT OTAeMTb 0T hnbpuHa,
3PUTPOLMTOB W APYIVX TBEPABIX YacTuL. O6pasLibl CbIBOPOTKM
KPOBU MaLMEHTOB, NOMYyYatoLMX aHTUKOAryNAUMOHHYIO Wn
TPOMBONUTUYECKYIO Tepanuio, MOryT cofepxaTtb mopuH B
pesynbTaTe He3akOHYeHHOro 06pa3oBaHUA CrycTKOB.

* PekomeHayeTCs MCNOMb30BaHWE OAHOPA30BbIX NMUMETOK
1 HaKOHEeYHUKOB /18 NUNETOK A NpefoTBpaLLeHns
nepekpecTHOW KOHTaMuHaLuUK.

¢ Bce o6pa3subl (KOHTpoNM ¥ obpasupbl OT NaUNEHTOB) AO/MKHbI
6bITb MCCNeaoBaHbl B TeyeHne 5 YacoB Moc/e KX yCTaHOBKW Ha
60pT aHanm3atopa Alinity i.

MoprotoBka K aHann3y

* CnepyiiTe UHCTPYKUMAM M3roTOBUTENS NMPOGUPOK Ans coopa
o6pasuos. Mpu NoaroToske 06pasLoB K TECTUPOBAHUIO
rpaBUTaLIMOHHOIO pasfefieHns HeoCTaTouHo.

* O6pa3subl He JO/MKHbI cofepxaTtb My3blpbKOB BO3/yXa.
Ypanvute ny3bipbku annjmMkatopom A0 Havana TeCTUPOBaHWUA.
Vcnonb3yiiTe HOBbIM annavkaTop AN KaxAoro obpasua, YTobbl
n3bexaTb NepekpecTHON KOHTaMuUHaLUK.

[na nonyyeHns cornacoBaHHbIX Pe3y/bTaToB PEKOMeHayeTcs

npoBOAWTL NOBTOPHOE LeHTpuUdyrmpoBaHue o6pasLoB nepes

TecTupoBaHueM, ecnu

*  OHW cofepxat OpUH, 3pUTPOLMTLI UK Apyr1e Teepaple
yacTuubl

e TpebyeTcsi NOBTOPHOE UCCef0BaHue.

MPUMEYAHUE: Ecnn o6pasupl cogepxar mopuH, apuTpoLmnTbl

unu Apyrue TBepAble YacTulbl, NepemellaiTe Ux Ha BopTekce

Ha HWU3KOW ckopocTu unun nepeepHyB 10 pa3 nepep NOBTOPHbIM

LeHTpudyrnpoBaHmem.
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MoaroToBbTE 3aMOPOXEHHbIE 06pa3Lbl cneaylwmum obpasom:

« [epep nepemMelLnBaHMEM 3aMOPOXEHHbIE 06pasLbl He06X0AVMO
NOSIHOCTbIO Pa3MOPO3NTb.

* TuwaTenbHo nepemellaiite pasMopoOXeHHble o6pasLbl Ha
BOPTEKCE Ha HWU3KOM CKOPOCTW WW akKypaTHO NnepeBepHYB
npo6upku 10 pas.

* BusyasnbHO npoBepbTe o6pasupl. Ecnn Habnopaetca
paccnoeHve wnu ctpatudpmkauys, noBTopsiiTe nepemelLmBaHme
[0 Tex rnop, noka o6pasLbl He CTaHyT BU3yaslbHO OAHOPOAHBIMU.

* HepoctaTouHoe nepemeluBaHne 06pa3LOB MOXET NPUBECTU K
NOJTyYEHNIO HETOUHbIX Pe3y/bTaToB.

* PekomeHAayeTCsi NPOBOAUTL MOBTOPHOE LieHTpudhyrupoBaHue
06pasLoB.

MoBTOpHOE LEeHTpuhyrnpoBaHne o6pasLos

¢ TlomecTuTe 06pasLbl B LEHTPUDYXHbIE NPOBUPKN U
LeHTpudyrnpyiite He meHee 100 000 A-MUHYT.

e Tpumepbl NpMemMnembix 3Ha4YEHUA BPEMEHU U CUSbl
npefcTaBneHbl B TabauLe Hike.

Bpems LeHTpUdhyrMpoBaHusa paccumTbiBaeTcs Ha OCHOBE
3HaueHnii RCF no dopmyne:

100 000 a-!
MuH. Bpems LeHTpudyrmposanns (MUHYTbI) - A-MWHYT

RCF
Bpemsi NOBTOpPHOTO
LeHTpudyrmpoBaHust
(MUHYTbI) RCF (X ) O'MUHYTbI
10 10 000 100 000
20 5000 100 000
40 2500 100 000

RCF - 1.12 X TTax (rpt/tOOO)*
RCF - OTHOCUTENbHAasA LeHTpobexHas cuna,
BO3HMKAOLWAA MPU LEeHTPUYrpoBaHunm.
CkopocTb BpauleHus {060pOTOB B MUHYTY)
poTopa, B KOTOPOM PAacrosioXeHbl 06pasLibl
(rpT 06bl4HO 0603HAYaeTCA Ha LMKPOBOM
nHauKatope LeHTpudyrm).

Bpewmsa OTcyeT BpeMeHu MPonCXoauT C MOMeHTa
LieHTpnpyrMpoBaHns - JOCTMXEHUA poTopoM Tpebyemoit RCF nau
rPT [0 Hauasia CHUXEHUsI CKOPOCTU.
Paguyc potopa B MUIUMETpax.
NMPUMEYAHVE: Ecnn ncnonb3yrotcs
cneuuanbHble gepxarenn npoérpok
(Hanpumep, gepxartenu, He ykasaHHble
N3roToBUTENEM LIeHTPUYr), To

cnegyet U3MepuUTb 3HaYeHne paguyca B
MunammeTpax (rax) Bpy4YHylo 1 paccunTatb
RCF.

EavHuua n3MepeHus, npeacrasnsiolas
co6oii npousseaeHne RCF (X O) 1 BpeMeHu
LEeHTpUYrnpoBaHus (B MUHyTax).

rpT -

Tax -

L-MUHYTbI -

* [1nA TecTMpoBaHUsA NOMECTUTE OuuLLeHHbI obpasel, B
yalleyky Ans 06pasLoB UM BTOPUYHYO Npobupky. Ecnn nocne
LieHTpudpyrMpoBaHns B o6pasLe NpucyTcTByeT NUNUAHbIG
C/oii, NnepeHecuTe B YalLeyky A8 06pa3LoB U BTOPUYHYIO
Npo6MPKyY TOMbKO OUULLIEHHbI 06pa3eL, 6e3 NMNeMMYecKoro
MmaTepuana.



XpaHeHne o6pasLoB
Ycnosusi xpaHeHus o6pasLoB 6bl1M BepudmLMpoBaHbl Ha cucteme
ARCHITECT i System.
Makc, Bpema CneuunasnbHble
Tun obpasua Temnepatypa XpaHeHus NHCTPYKUUn
CbiBopoTka/  KomHartHas 3 aHA
nnasma Temneparypa
KpoBU {15 - 30“C)

O6pasubl MoryT
XPaHUTbCS CO
crycTtkamu,
sputpouuTamu,
pasgenuTensbHbIM
renem unu 6es.
2-8C 14 pHeit O6pasLbl MoryT
XPaHUTLCS CO
crycTtkamu,
apuTpouuTamu,
pasgenutesnbHbIM
renem unu 6es.

B cnyuae ecnu o6pasLibl CbIBOPOTKM WAN Na3Mbl KPOBU XPaHUINCh
[0/blUe yKa3aHHOr0 MakCUMaslbHOro BPeMEeHW XpaHeHus npu
Temneparype 2 - 8'C wm 15 - 30'C, oTaenmTe CbiIBOPOTKY Wn
nnasmy KpoBW OT CTyCTKOB, 3pUTPOLMTOB WU Pa3fe/uTe/IbHOro rens
N XpaHUTe 3aMOpPOXeHHbIMU Npu Temnepatype -10'C nnu Huxe.

He nposognTe 60nee 6 LMKIOB 3aMOPO3KN/Pa3mMOpPO3KU.

TpaHcnopTupoBka 06pa3LoB

YnakoBbIBaiiTe 1 MapkupyiiTe o6pasLbl B COOTBETCTBUN C
rocyAiapcTBeHHbIMY, (heAepasibHbIMU Y MEXAYHAPOLHBIMU
Tpe6oBaHUSMM MO TPAHCMOPTUPOBKE KIMHUYECKUX 06PasLoB v
MHEEKLNOHHBIX BELLECTB,

InPouEAYPA

MpepoctaBnsemMble MaTepuanbl
07P46 Toxo ABnaHoCTb aHTuten IgG PeareHTbl (Alinity i Toxo 1gG
Avidity Reagent Kit)
Heob6xoanmble, HO He NpefocTaBfiseMble MaTepuasbl
Alinity i Toxo 1gG Avidity nakeT cpaiina Tecta
07P4610 Toxo ABuaHocTb aHTUTeN 1gG KOHTpOosibHbIE MaTepuasbl
(Alinity i Toxo 1gG Avidity Controls)
07P45 Toxo aHTuTena IgG PeareHTbl (Alinity i Toxo IgG Reagent
Kit)
07P4501 Toxo aHTuTena IgG Kanub6patopsbl (Alinity | Toxo 1gG
Calibrators)
07P4510 Toxo aHTuTena IgG KoHTponbHble matepuasbl (Alinity i
Toxo IgG Controls) nnun no6oii Apyroii KOHTPOMbHbIN MaTepuan
07P47 Toxo aHTuTena 1aM PeareHnTbl (Alinity i Toxo IgM Reagent
Kit) (ZononHWTeNbHbIi MaTepuman)
07P4701 Toxo aHtTuTena IgM Kanuépatop (Alinity i Toxo IgM
Calibrator) (zononHWTeNbHbI MaTepuan)
07P4710 Toxo aHTuTena IgM KoHTposnbHble maTepuanbl (Alinity i
Toxo IgM Controls) nnu no6oii Apyroil KOHTPObHLIA MaTepuasn
(ZononHUTENbHBIN MaTepuan)
PacTBop Tpurrepa (Alinity Trigger Solution)
PactBop npe-Tpurrepa (Alinity Pre-Trigger Solution)
KOHLEHTpUPOBaHHLIA npoMbiBatoLLmii Gychep (Alinity i-series
Concentrated Wash Buffer)
VHhbopmauuio O matepranax, Heo6XoauMbIX Ana paboTbl
aHanusartopa, cMm. B PykoBoacTBe no akcnnyatauuu Alinity ci-series.
Pazgen 1
WHdhopmaumio o matepuanax, Heo6xoAuMbIX 415t npoueayp
TEXHNYECKOro 06CNyXunBaHNs, CM. B PyKOBOACTBE MO 3KcnayaTauum
Alinity ci-series. Pasgen 9.

Mpoueaypa aHanunsa
Moapo6Hoe onucaHne npoueaypbl NpoBeAeHust TecTa cM, B
PykoBoacTBe no akcnnyatauum Alinity ci-series. Pasgen 5.

& 000 LHPMH (&7 INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR.RU

HacTosiTenlbHO pekomMeHAyeTCs UCMo/b30BaTh naHeslb
aBTomaTnyeckoro TectupoBaHus ans tecta Alinity i Toxo IgG
Avidity, nockonbKy 3TO rapaHTMpyeT NpaBW/IbHOCTb Bblbopa
CTyneHeli TECTUPOBaHWUA Ha TOKCOMasMy M NPOTOKO/IOB
pasBefieHnsl, HeoOXoAUMbIX [/19 onpefeneHns aBuaHOCTH.

CM. PucyHok 1 Hmxe. O6pautaiiteck B koMnaHuio Abbott 3a
nHcopmaLmeli no 3akasy TECTOB Ha TOKCOMNa3my NOCPesACTBOM
JINC (nabopaTtopHoii MHDOPMALMOHHOW CUCTEMBI).
VHdhopmaumio 06 obecneveHnn AOCTaTouHOro o6bema obpasua
nauveHTa npu 1crnosb30BaHnmn, NePBUUHbIX U aSIMKBOTHbIX
npo6upok cMm. B PykoBoacTee no akcnnayataumm Alinity ci-series.
Pasgen 4. Y

C6op obpasuos ana tectos Alinity i Toxo IgG, Toxo IgM u
oaHoro Tecta Toxo IgG Avidity MOXeT npov3BoauTbCA U3

O[HOW yaleukn ans o6pasyos. Ecnm TpebyeTcs HECKONbKO
NOBTOPOB MCC/IeJOBaHNSI aBUAHOCTY OHOTO U TOTO Xe
obpasLia, NomMecTuTe COOTBETCTBYIOLLEE KO/IMYECTBO yalleyek
Ona 06pasyoB, MapKMpOBaHHbIX Pa3HbIMK LUTPUXKOAAMU, C
anMKBoTaMu AaHHoro o6pasua Ha 6opT aHanu3aTopa.

YT06bl MMHUMM3MPOBATL 3hthexTbl ncnapexus, nepeg,
nposefeHvemM Tecta ybeautech, YTO B yalleyke Ass 06pasLoB
npuCyTCTBYET AOCTATOUHbI 06bem obpasLia.

MakcnmasibHoe KoNn4yecTBo MOBTOPOB M3 OAHOI yalleukn A1
o6pasuos: 1

- TpuoputeTHble 06pasupbl:

» O6bem o6pasila A1 MPOBeAEHWs KaxkAoro TecTa:
280 pL ans nonHoit naHenu Tecta Alinity i Toxo 13 ogHoli
Yalueukn ans obpasLos.

- S3 yacoB B cucTeMe ynpasneHus obpasuyamu n
peareHTamm:

° O6beMm o6pasua /A1 MPOBEEHNS Kaxkoro TecTta:
280 pL ans nonHoit naHenn Tecta Alinity i Toxo 13 ogHoi
Yalueukm ans o6pasLos.

- >3 4acoB B cMCTeMe ynpasfieHus obpasuamm n
peareHTamm:

°  Tpebyetcs [L0NOJTHUTE bHBII 06bem ob6pasua.
VHdhopmaumio 0 BpemeHn xpaHeHus obpasuoB Ha 6opTy
cuctembl cMm. B PykoBoactee no akcnnyatauuu Alinity ci-
series, Pasgen 4.

Ecnn pe3ynbTar nepBoHayaTbHOTO UCCNef0BaHNA COOTBETCTBYET
KPUTEPUSIM MaHenn A/11 NOBTOPHOrO UCCNefoBaHNsA, aHannsaTop
Alinity | reHepupyeT 3aka3 Ha NOBTOpHOe uccnegosaHue. TecTbl,
3ansiaHMpoBaHHble Ha MOBTOPHOE WCC/lefloBaHve, oTobpaxaroTcs
Ha akpaHax "Orders" (3aka3bl) (Bknagku "AH Orders" (Bce
3akasbl) 1 "Rerun” (MoBTOpHOE MccnegoBaHue)) 1 "Sample
Status" (CtaTyc o6pa3sua). MNogobHbIM TecTaM npuceavBaeTcs
Kog, "R" (noBTOpHOE nccnegosaHne). Cuctema MoxeT 6bimb
HacTpoeHa Ha aBTOMAaTUYECKY0 penosnumio o6pasuos s
NOBTOPHOTO MUccneaoBaHnsA. Ecnv cuctemMa He HacTpoeHa

Ha aBTOMaTWYeCcKyl0 penosuuuio, obpasLpl, nognexaiine
NOBTOPHOMY WCC/ef0BaHW0, NoTpebyeTcs 3arpysnTb BHOBb.
3aka3 Ha NoBTOpHOe uccnegosaHue 'Toxo IgG R 6yaet
pa3melleH 19 06pasLoBs, pesysibTaTbl KOTOPbLIX B TeCTe

Alinity | Toxo 1gG coctasnstT > 200 IU/mL. 3Tn obpasupl 6yayT
pasBefieHbl aHasiM3aTtopom B nponopuun 1:10 1 asToMaTnyeckn
NOBTOPHO McCnefoBaHbl. Mofo6HbLIM TecTaM npucsamsatoTcs
Kogbl "D" (pa3segeHue) 1 "R" (NOBTOPHOE MccnegoBaHue).
VIHCTpYKLMK MO NOArOTOBKE M MUCMOJIb30BAHWIO CM. B
VHCTPYKLMK NO NpUMeHeHnto K Toxo ABuaHocTb aHtuten IgG
KoHTponbHbIM MaTepunanam (Alinity i Toxo 1gG Avidity Controls).
O6Lwure onepaunoHHble npoleaypbl cMm. B PykoBoacTBe no
akcnnyatauun Alinity ci-series. Pasgen 5.

[Nna AOCTMXEHNA ONTUMasTbHBIX Paboumx XapakTepucTuk

BaXKHO PEry/IipHO BbIMO/HATL TEXHNYECKOoe 06CNyXMBaHne B
COOTBETCTBMM C PyKoBOACTBOM Mo 3akcnayataumm Alinity ci-
series, Pasgen 9. Ecnm npasuna pa6oTbl B Balleii na6oparopum
TpebyloT 6onee 4acToro TEXHUYECKOro 06CNyXnBaHusi, cnegyite
NPUHATOW NpakTuke.



PucyHok 1 "TlocnefosaTesnibHOCTbL TECTOB U KPUTEPUU MPUHATUS PELLEHMS MO YMOTYaHuo"

MNaHenb Tecta

ToxoG+M>A

ToxoG>M>A

ToxoM>G>A

ToxoG>A

Mpoueaypbl pasBefeHns o6pasLoB
He pasBoguTe 06pasupl BPY4Hylo nepes vx uccrefoBaHuem B TecTe
Alinity i Toxo 1gG Avidity.

KannépoBka
Ansa Tecta Alinity i Toxo IgG Avidity kanubpoBka He TpebyeTcs.

Mpoueaypbl KOHTPO/IA KayecTBa

PekomeHzyeMble TpeboBaHNA MO KOHTPO/IO KayecTsa TecTa

Alinity i Toxo IgG Avidity 3aknioyatoTca B TECTUPOBAHUN MO OAHOMY

KOHTPO/II0 BCEX YPOBHEl kaxable 24 yaca, TO\CTb Kax/ble CyTku

3KcnyaTauuu.

[JlononHuTenbHblE KOHTPONN CneayeT TeCTMpoBaTb B COOTBETCTBUN

C MECTHbIMM, TOCYAapPCTBEHHbIMU U/MNK thefepasibHbIMU 3aKoHamu

UNN akKpeaUTaLMOHHLIMU TPEGOBAHUAMMN 1 NOMUTUKOW KOHTpONS

KauecTBa Balleli na6opatopiiu.

* Ecnu TpebyeTca Heckonbko NOBTOPOB TECTUPOBAHWSI KOHTPOMEN,
1MeliTe B BULY, YTO TOMIbKO OAHO onpefeneHne aBUgHOCTW
MOXeT ObITb 3aKa3aHO Ha OAHy yalleuyky Ans 06pasLoB.

« Ecnu npoueaypbl Balwei naéopatopumn Tpebytot 6onee
4acToro MOHUTOPWHIA KOHTPONS kayecTBa, CrneayiTe NpUHATON
npakTuke.

* Ecnm pesynbTatbl KOHTPO/ISE KavecTBa He COOTBETCTBYIOT
NPUHATLIM KPUTEPUAM, YCTAHOB/IEHHbIM Balleli naéopaTopuei,
3HayYeHns pesy/bTaToB TECTMPOBaHNA 06pasLoB OT NalnMeHToB
MOTYT ObITb COMHUTE/bHBIMU. CnefyiiTe NpUHATLIM Baluel
nabopartopueli npouenypam KOHTpons kadectsa. WHdopmauuo
06 ycTpaHeHun HeucnpasHOCTe cM. B PykoBoAcTBe Mo
akcnnyaTtauun Alinity ci-series. Pasgen 10.

» Tlocne ycTaHOBKM HOBOIi cepun peareHTa npoBepbTe
pe3ynbTaTbl KOHTPO/ISA KA4YecTBa U KpUTEPUM NpUemsieMocTu.

Mpu ncnonb3oBaHUK NHOr0 KOHTPOILHOTO MaTepuana naboparopus

[O/MKHA y6enTbCs, 4TO MaTPUKC KOHTPOJILHOTO Matepuana

npurofieH /19 MCNo/sb30BaHNA B TeCTe B COOTBETCTBUM C

MHCTPYKLWEW NO NPUMEHEHUIO K TecTy.

MoaTBep>kaeHWe 3asB/EHHbIX XapakTepucTuK Tecta

MpoTOKONbI A4/151 NOATBEPXKAEHUA 3a5iB/IEHHBIX B MHCTPYKLM

no NPYMEHEHNIO XapakTepucTuK Tecta cM. B PykoBoacTse

no akcnnyatauun Alinity ci-series. Pasgen "MoatsepxaeHve

3asB/IEHHbIX XapakTepucTuk Tecra".

m PE3YJIbTATHI

B 3aBNCUMOCTM LT BbIGPaHHON NaHenn TectoB coobLyalTcs
cnefyowe pesynbTarbl:

¢ Alinity i Toxo IgG, pesynbtart B lU/mL.

¢ Alinity i Toxo IgM, pe3synbtaT B Index (S/CO).

« Alinity i Toxo IgG Avidity ("Toxo Avi"), pe3ynbtat B %Avi.
MpumeuaHue: MoryT coobliaTbCa pesy/bTarbl, BblpaXeHHbIe

B eavHule "AdiRLU", nnu pesynbTathl U3 haiiioB TECTOB,
Ha3BaHUA KOTOPbLIX HAYMHAIOTCA C "zZ". DTU pe3y/bTarbl ABMAIOTCA
NPOMEXYTOUHBIMU 1 HE MOTYT BblTb UCMO/Mb30BaHbI /151 OLLEHKM
o6pasua.
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[NocnepoBaresibHOCTL TECTOB N KPUTEPUU MPUHATUSA PELLIEHUSA MO YMOTHaHUIo

Pacuet

Ananuzarop Alinity i paccunTbiBaeT aBngHocTb B Tecte Alinity i Toxo
IgG Avidity no cnepytoleli chopmysie 1 CoxpaHsieT pesysbTar.
ABugHocTb [%] = 100 x (1- (Toxo Avi2/Toxo Avil))

VHTepnpeTaumsi pe3ynbTatos

Pe3ynbtar VHTepnpeTauus

< 50.0 %Avi Huskas aBUAHOCTbL
50.0 - 59.9 %Avi Cepas 30Ha

> 60.0 %Avi Bblicokast aBMAHOCTb

Pe3ynbTarbl, HaxoAALWWMECS B CEPOIA 30HE, HeNb3s KIMHUYECKU
MHTepnpeTupoBaTh. PekomeHayeTca cobpaTb BTOpoii obpasel,
B TeYEHNe COOTBETCTBYIOLLEr0 BpeMeHn (Hanp., 2 Hedenb) U
NOBTOPUTL MCCNeAoBaHue.

VHbopmauumio o koHdurypauum aHanusatopa Alinity i gns
MHTeprnpeTauuy 3HaYeHWn B Cepoil 30He 1 3HAYEHUIi BbICOKOI
aBuMaHocTV cM. B PykoBoacTtee no akcnnyataumm Alinity ci-series.
Paspnen 2.

VIHTepnpeTauus 3Ha4YeHWin B cepoii 30He W 3HAYEHUIA BbICOKOI
aBVAHOCTU ABMSETCA HacTpaMBaeMbIM NapameTpoM U
HacTpanBaeTCs KOHEYHbIM Mosb30BaTeNIeEM.

chnarn

Pe3ynbTaTbl HEKOTOPbLIX TECTOB MOTYT COMPOBOXAATHCA
nHdopmauyeit B none “dnarn”. OnucaHne ¢naros, KOTopble MoryT
nosiIBNATLCA B 3TOM Mose, CM. B PyKOBOACTBE MO 3KCnyaTauun
Alinity ci-series. Pasgen 5.

BorPAHNYEHNS MPOLEAYPbI

¢ B [MarHoCTUYECKMX Lensx pesynbTatbl criegyet
MHTEpPNpeTnpoBaTh C YYETOM APYrMX AaHHbIX; Hamp., pesy/bTatos
apyrux tectoB (Toxo IgG, Toxo IgM), KNMHUYECKUX AaHHbIX U T.4.

e Ecnu pesynbrathl TecTa Ha aBUAHOCTb Toxo 1gG He
COOTBETCTBYIOT K/IMHUYECKOI KapTuHe, pekoMeHayeTcs
NPOBECTMN AOMNOSHATE/IbHOE TECTUPOBaHME /11 NOATBEPXAEHUS
noJsly4eHHoro pesysnbTara.

e leTepothwibHble aHTUTENA B CbIBOPOTKE KPOBU YesioBEKa
MOryT BCTynaTb B peakuuto ¢ MMMyHOr/106yIMHamMn peareHTa,
MHTepdeprpys B MMMyHoaHannse In Vitro.” MauuenTsl,
HaxogALecs B NPUBLIYHOM KOHTaKTe C XWBOTHbIMU NIM60 C
NpoAyKTamn CbIBOPOTKW KPOBW XWBOTHbIX, B Gonblueli cTenexn
noaBepXeHbl NOAOGHON MHTEpdEepeHLMn. NS NOCTaHOBKM
[AnarHosa MoxeT notpebosaTbCs AOMNOMHUTENbHAA UHCOPMaLWS.

* O6pa3supl, NOyYeHHbIE OT NALVEHTOB, KOTOPblE NPUHUMAN
NekapcTBEHHbIe Npenaparbl, U3roTOB/IEHHbIE HA OCHOBE
MOHOK/TOH&/IbHbIX MbILIMHBIX @aHTUTEN, B AUArHOCTUYECKUX Wn
TepaneBTUYECKUX LieNsX, MOTYT COlepXaTb YesioBeyveckme
aHTuTena NpoTMB MbIWKWHBLIX aHTuTen (HAMA).'Y  O6pasubl
OT nauueHToB, cogepxatme HAMA, MOryT eMOHCTpUpoBaTh
aHOMaJslbHble 3Ha4YeHWs MpW 1cCnefoBaHun B TecTax ¢
NPUMEHEHVEM MOHOK/IOHA/IbHBIX MbILIVHBIX aHTuTen.'



lCI'IELI,I/I(DI/IL-IECKI/IE PABOYNE
XAPAKTEPUCTUKN

B flaHHOM pasfene npeAcTaB/ieHbl fAaHHble N0 Penpe3eHTaTVBHbLIM
pabounm xapakTepucTvkam. Pe3ynbTaTbl, MOMy4YeHHbIe B OTAE/bHbIX
na6opatopusix, MOTyT OT/IMYATLCS OT NPUBELEHHBIX AaHHbIX.
Ha ananusatope Alinity i 1 cucteme ARCHITECT i System
MCMNOMb3YIOTCA OfHW U Te Xe peareHTbl U COOTHOLLEHWs1 obpasLa/
peareHTa.
Ecnu He ykasaHo Apyroe, BCce WCCnefoBaHVsi NPOBOAUINCH Ha
aHanuzarope Alinity i.

BocnpoussoanmocTb

Bocnpon3soavMocTb BHYTpY nabopatopumn

Bbino npoBefeHo uccnefosBaHne B COOTBETCTBUM C
pekomeHpauuamm gokymeHta CLSI EPO5-A2. UccneposaHue
NpPOBOAWOCH C WUCMONb30BaHeM 3 cepuii Toxo ABUAHOCTb aHTUTen
IgG PeareHToB (Alinity i Toxo IgG Avidity Reagent Kit) n 3 cepwuii
Toxo ABUAHOCTb aHTUTeN 1IgG KOHTPOsIbHLIX MaTepuasios

(Alinity i Toxo IgG Avidity Controls) Ha 1 aHanu3atope. [lBa KOHTpoONs
1 3 naHenn nnasmbl KPOBY YenioBeka Obln NMPOTECTUPOBaHbI He
MeHee YeM B 2 NOBTOpax 2 pasa B AeHb B TeyeHne 20 aHell.'®

BHyTpK cepuun BHyTpu na6opatopuun

(noBTOPSAEMOCTb) (o6wee)”
Kon-  CpeaHee CKo %8
O6pasel, BO (%Avi) CKO %KB (avanasoH”) (ananasoH”)
KoHTpons 354 225 2.23 9.9 2.27 10.1
HUN3KOW (2.19-2.34) (9.6-10.4)
aBnaHoOCTN
KoHTpons 351 78.0 0.64 0.8 0.64 0.8
BbICOKOIA (0.62 -0.68) (0.8 -0.9)
aBnaHoOCTN
MNaxens 1 356 36.3 1.75 4.8 175 4.8
(1.72 -1.79) (4.8 -4.9)
Manxens 2 358 57.1 122 21 122 21
(1.12-1.27)  (2.0-2.2)
MaHens 3 351 776 0.65 08 0,66 09
(0.64 - 0.69) (0.8 - 0.9)

® Bk/OYaeT BapuabenbHOCTL BHYTPU CEPUM, MEXaY CEepUsiMu 1
MEeXAY OHAMU.

MWHUMaNbHOE 1 MakcUMasibHoe 3HaueHus CKO unu %KB ans
KaXkJoi KOMBMHALMM Cepun peareHTa 1 aHanusaropa.

YyBCTBUTENBLHOCTb

[aHHoe uccnegoBaHne nposBogunock Ha cucteme AHCHZAECT i
System.

Bbino NpoBefieHO UCCnefoBaHne Ha maTepuasne obpasLos

OT NMauneHToB, CObpaHHbIX B TeYeHne 4 MecsleB nocrne
cepokoHBepcun (06pasLibl OT NauMeHToB, co6paHHble B AaHHbIN
NPOMEXYTOK, Kak NpaBuso, He AatoT BbICOKUX Mokasartenei
aBuaHocTy). Beero 6bin1o nccnegosaHo 125 o6pasuos, 1 100%
[OaHHbIX 06pasLoB (95%-i1 foBepuTENbHBIM MHTepBan 97.1 - 100%)
[anu HWU3Kne pesynbTaTbl aBUAHOCTU WU pe3ynbTaTbl B CEPOii 30He.
Kpome Toro, uccnegosanm 89 o6pasLos, cO6paHHbIX Mo
npoLecTsun 4 MecsileB C MOMeHTa CEPOKOHBEPCUMN.
PacnpegeneHve o6pas3LoB NpuBeaeHo B cneaytoLleli Tabnuue:

CepokoHBepcus CepokoHBepcusa
< 4 mecsues > 4 mecaues O6uwee
Hun3kas aBngoocTb 124 54 178
Cepas 30Ha 1 7 8
BbicOKasi aBUAHOCTb 0 28 28
Obuiee 125 89 214

OTHOCUTENbHAasA COr/1acoBaHHOCTb

[JaHHoe nccnepoBaHne npoBoannock Ha cucteme ARCHITECT i
System.

OTHOCUTe/IbHasi COrNacoBaHHOCTL paccyuTbiBanack 41 175 Toxo
IgG-nonoxuTenbHbix 1 Toxo 1aM-oTpuuaTenbHbIX 06pasLoB oT
6epeMEeHHbIX XEHLLMNH.
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MaTb 06pasLoB, pe3y/nbTaTbl KOTOPbIX ObINM B cepoli 30He/
norpaHnyHbiMu B Tecte ARCHITECT Toxo IgG Avidity nan apyrom
KOMMepyeckoM TecTe Ha Toxo IgG Avidity, He 6blv BK/IOYEHbI B
pacyeT OTHOCUTe/IbHOW COrlacoBaHHOCTY.

Mpu TecTuposaHun 170 06pasLos, ABa obpasua He ganm
cornacosaHHoro pesynbtata B Tecte ARCHITECT Toxo 1gG Avidity
1 B pyroM KOMMepyeckoM TecTe Ha Toxo IgG Avidity. B pesynstare
OTHOCWTE/NbHasA COornacoBaHHOCTbL cocTasuna 98.8% (168/170) c
95%-M foBepuTenbHbIM MHTepBasioM 95.8 - 99.9%.

ARCHITECT Toxo IgG Avidity

BbicOkuit Husknii O6uee
Bbicoknii 167 2 169
Kommepueckuit Tect Ha ”
P - Huskuit O, 1 1
Toxo IgG Avidity
O6uwee 167 3 170

MpoueHTHaa cornacoBaHHOCTb

Bbino NpoBefeHo vccnefoBaHme C Lesbio YCTaHOBUTL
OTPULLATE/IbHYIO U MOMOXMUTENbHYO NPOLEHTHYIO COrTacoBaHHOCTb
TecTa Alinity i Toxo IgG Avidity 1 kommepyeckoro Tecta Ha Toxo

1gG Avidity Ha maTepuane 255 06pasuoB, Bk/IHOYaOLWMX 06pasLpl

C HW3KOW aBUAHOCTLIO TOX0 IgG 1 BbICOKOW aBUAHOCTLIO TOXO

IgG. O6pasLbl nccnegosanncb 6e3 NOBTOPOB Ha 4 aHanM3aTopax
Alinity i ¢ ncnonb3oBaHnem 3 cepuii Toxo ABUAHOCTb aHTUTEN IgG
PeareHToB (Alinity i Toxo IgG Avidity Reagent Kit) n 1 cepun Toxo
ABngHocTb aHTuTen IgG KoHTponbHbIX matepuanos (Alinity i Toxo
1gG Avidity Controls). O6pa3subl Takke uccnegosainck 6e3 nosTopos
C 1CNoMb30BaHMEM KOMMeEpYeCKoro Tecta Ha Toxo IgG Avidity.
Bcero 24 o6pasua fanu pesynbTaTbl B CEPOI 30He, COrnacoBaHHble
1UNn HecornacosaHHble B TecTe Alinity i Toxo 1gG Avidity un
KOMMepyeckoM TecTe Ha Toxo IgG Avidity, ¢ ucnonb3osaHvem 1
cepumn peareHTa u 25 06pasLioB C UCNOMb30BAHWEM 2 APYTNX
cepuii peareHTa. Bce o6pasLibl ¢ pe3ynbTaTaMmy B cepoii 30He Gblan
MCK/IOYEHbI U3 OLLEHKN.

KomMmepuecknii TecT Ha Toxo IgG Avidity

Bbicokas
Alinity i Toxo IgG Avidity Hwu3kas aBugHOCTb aBUAHOCTb
Cepus peareHTa 1 Huskas 130 0
aBUAHOCTb
Bbicokas 0 101
aBUAHOCTb
Cepua peareHTa 2 Huskas 130 0
aBUAHOCTb
Buicokas 0 100
aBUAHOCTb
Cepus peareHTa 3 Huskas 130 0
aBUAHOCTb
Bbicokas 0 100
aBUAHOCTb

Cepust peareHTa 1 % nonoxuTenbHoi cornacosaHHocTu: 100.00%
(130/130), 95%-i4 AN (97.20 - 100.00%); % oTpuLaTenbHON
cornacoBaHHocTh: 100.00% (101/101), 95%-i AW (96.41 - 100.00%)
Cepus peareHTa 2: % nonoxuTesibHoi cornacosaHHocTu: 100.00%
(130/130), 95%-i4 AW (97.20 - 100.00%); % oTpuULaTeNbHON
cornacosaHHocTh: 100.00% (100/100), 95%-i1 AN (96.38 - 100.00%)
Cepust peareHTa 3: % NONMOXUTENBHOW cornacoBaHHocTy: 100.00%
(130/130), 95%-i4 AW (97.20 - 100.00%); % oTpuLaTeNbHON
cornacosaHHocTh: 100.00% (100/100), 95%-i1 AN (96.38 - 100.00%)

NHTepdepeHLmsa

MoTeHuManbHO MHTepeprpyoLLyie 3HAOreHHbIe BeLlecTBa
[aHHoe uccnefosBaHve npoBoawnock Ha cucteme ARCHITECT i
System.

Mexzgy aKCnepuMeHTasIbHbIMWN KOHTPONSMM 1 06pa3uamMn ¢ HU3KOW
UMW BbICOKO aBWAHOCTbLIO, KOTOPble MUCCNeA0BAINCH MPU BbICOKUX
YPOBHAX 6Unupy6uHa, Tpurnuuepuaos, 6enka nnn remornobuHa, He
6b1/10 BbISIBNIEHO UHTEphepeHuun.



MoTeHuManbHo UHTEPGepupyloune

Beu,ecTBa KOHLEeHTpaLus nHTeptepeHTa

Bunupy6unn”™ < 20 mg/dL
Tpurnuuepuabi™ < 3000 mg/dL
Benok™ <12g/dL

Femorno6uH”™ < 500 mg/dL

t He ucnbitaHo B Poccumn

[lpyrne noTteHuManbHO MHTepdepupytoLie CoCTOsHUSA

[laHHoe nccnepgoBaHve NpoBoAMNoCh Ha cucteme ARCHITECT i
System.

Bbin nposefeHbl JONO/HUTE bHbIE UCCNe0BaHNA /19 OLEHKN
noTeHyManbHO MHTepdepupytoLwmx cocTosiHuiA B TecTe ARCHITECT
Toxo 1gG Avidity.

Bcero 6b110 MccnefoBaHo 65 06pasLoB, cogepxallme cnegyowme
noTeHUMasbHO MHTepheprpyoLLve BelecTsa.
Bbicokas Huskas

Kon-Bo Cepas

KaTeropmﬂ uccneaoBaHHbIX aBUAHOCTb 30Ha aBUAHOCTb
AuTURfiEpHblE aHTUTENA* 5 5 0 0
Ljuromeranosupyc

Bupyc dnuwreitHa-bapp
BaKuyHupoBaHHLIe NpoTvB rpunna
HAMA*

Bupyc npoctoro repneca 1

Bupyc npocroro repneca 2
lMnepnonukronansHolelgG*
TunepnosvKknoHanbHble 1M«

Kopb*

Mapsosvpyc B19*

PeBmarovaHblit thaktop

Kpachyxa

CHCTeMHaA kpacHad BoMYarka*
Cucpunne

Bupyc BeTpAHoi ocnbl*
MoHoknoHanbHbie IgG*
MoHoKnoHanbHble IgM™
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A [lononHUTeNbHbIe NCCNeAoBaHUA He NPOBOAUNCL U3-3a
HefoCTaTO4HOro o6bema obpasua.

PesynbTatbl C BbICOKOW aBUAHOCTLIO COTIaCHO KOMMEpPUYECKOMY
TecTy Ha aBuMaHoCcTb Toxo IgG.
* He ucnbiTaHo B Poccumn
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copmar uucen:

* B kayecTBe pasgenutens TbicA4 UCnonb3yeTcs npoben (npumep:
10 000 o6pa3uos).

* B kayecTBe pasgenurens AecATUUYHbIX 3HAKOB MCMOJIb3yeTcs
Touka (npumep: 3.12%).
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X TemnepatypHblii ananasoH

[OocraTouHo ans

Vcnonb3oBatb f0/CpoK rogHOCTN
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{assay diluent!

AunnoeHT Tecta

1CONJUGATE 1 KoHblorat

KapTpuax 6bn nepeBepHyT

{inversions performed |

M MepanunHckoe nsgenvie s
[AvarHocTukm In Vitro
Homep cepumn

MukpoyacTuLbl

Imicroparticles 1

PeareHT npeasaputenbHol
o6paboTkn 1

PeareHT npeaBapuTeibHOM
06paboTkm 2

CTpaHa npoucxoxaeHus:
F'epmaHua

KaTtanoxHblii Homep

Ipre-treatment]11
|pre-treatment]|2]

lproduct of GERMANY |
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Alinity 1 ARCHITECT sBNstoTCSi TOProBbIMY Mapkamy KOMNaHuu
Abbott Laboratories B pa3nuuHbix opucaukuusx. Bee gpyrune
TOProBble Mapku ABNSAKOTCA COGCTBEHHOCTBIO COOTBETCTBYHOLLIMX
BrafienbLeB.

CepwuiiHblii Homep

Abbott GmbH & Co. KG
Max-Planck-Ring 2
65205 Wiesbaden
Germany
+49-6122-580

CE

CepBucHas noggep”kka; O6paujaiitecb K CBOeMy MeCTHOMY
npefCcTaBUTe/II0 UM CMOTPUTE KOHTaKTHYO WHopMauuio ans
Balei cTpaHbl Ha calite www.abbottdiagnostics.com
Pepakuus; vionb 2019 r.

©2017, 2019 Abbott Laboratories

ABTOPU30BaHHbIV NpeAcTaBUTE b U3TOTOBUTENS HA TeppUTOPUN
Poccumn n gpyrux ctpad CHrI:

00O *3660TT /1abopaTtopus”, 125171. Poccus, r. Mocksa.
JNleHuHrpagckoe wocce, 16A, cTpoeHue 1,

Ten: +7 (495) 258 42 80; chakc; +7 (495) 258 42 81



MPUNNOXEHNE

K MHCTPYKUMK MO NpUMeHeHno Toxo aBuaHocTb aHTuTen IgG PeareHTsl (Alinity i Toxo 1gG Avidity Reagent Kit) ans
Poccum

YCNnoBuA TPAHCNOPTUPOBKWN n XPAHEHUNA

M3genve pekoMeHAyeTcs TPaHCMOpPTMPOBaTh W XpaHUThb Mpu Temnepatype 2-8°C. MefuuuHCKue W3Aenvst AO/MKHbI
XpaHWUTCS B XOMOAU/bHBIX Kamepax WM B XONOAUbHUKAX, 06ecrneunBatolLyx perlaMeHTUpoBaHHbI TeMNepaTypHblii
PeXuM C exefHeBHOI perucTpauueii TemMmneparypbl.

TpaHCMopTUBKA [A0/MKHA  OCYLLECTBASTLCS B TEPMOKOHTEiHEpax OAHOPAa30BOr0 MO/b30BaHWS,  COoAepXalimx
XNaf03/IEMEHTLI, WM B TEPMOKOHTEiHEepax MHOrOKPaTHOr0 MPUMEHEHWSI C aBTOMATUYECKW NOAAEPXMBAEMOINA
TemnepaTypoil unn B aBTopedpmkepaTopax C UCMo/b30BaHNEM TEPMOVNHAVKATOPOB.

M3penve octaeTca cTaGU/IbHBIM 10 OKOHUYaHWUS CPOKa FOAHOCTH, YKa3aHHOTO Ha YnakoBKe.

Mpu TpPaHCMOPTMPOBAHWU C HapyLIEHWEM TEeMMNepaTypHOro pexvma W3feniMe He MOAMEXUT  NPUMEHEHUIO.
TpaHCNOPTUPOBKA OCYLLECTB/ISIETCA BCEMM BUAAMU TPAHCNOPTA B KPbITbIX TPAHCMIOPTHBLIX CPEACTBAxX B COOTBETCTBUU C
npaBWiaMn NepeBO3KN rPy30B, AeCTBYIOLMMI Ha KaX/AOM Bue TpaHcrnopTa

FAPAHTUNHBIE OBA3ATE/ILCTBA

MpousBoauTenb rapaHTMpyeT, UYTO MpW MPaBWUIbHOM XpaHeHWn u obpalleHWn u3genve octaeTcs CTabubHbIM 40
NcTeyYeHnss cpoka rogHoCTU. MakCcMMasbHbIi CPOK FTOAHOCTY:

Toxo aBugHocTb aHTUTENn IgG PearenTbl (Alinity i Toxo IgG Avidity Reagent Kit) - He 6onee 12 mecsueB C Aatbl
MPON3BOACTBA;

TEXHNWYECKOE OBCJ/TYXXNBAHWE
He TpebyeTcs.

TEKYLWWA PEMOHT
He TpebyeTcs.

AAHHBIE ANA YTUIU3SALUNN N YHNUTOXEHUA MEOANLUMHCKOIO N34ENNA

MeauumMHCKoe nsgenve yTUWIan3npyroT Y YHUYTOXalT B COOTBETCTBUM C NpasuiaMy obpaLleHns ¢ MeguLMHCKUMN
oTxogamu no CaHlluH 2.1.7.2790-10 ot 12.12.2010 «CaHuTapHO-3anuaemMuosiornyeckne TpebosaHns K obpaLleHunto
C MEULIMHCKUMIW OTXOdamu».

Heob6xoaumo cnefoBath HaUMOHa/bHLIM CTaHJapTaM npy nepejaye U yTuamsauum U3genusl, ero KOMNoHEHTOB U
YMakoBKM.

NEPEUYEHb HALMOHA/NbHbBIX CTAHIAPTOB U HOPMATVBHOW JOKYMEHTALMWN, MPUMEHSAEMbIX K
MEANLMHCKOMY U3AENNIO

FOCT P 51352-2013, FOCT P 1CO 23640-2015, FOCT P CO 18113-1-2015, FOCT P ICO 18113-2-2015, FOCT
P CO 15223-1-2014, FOCT P /CO 15223-1-2014, FTOCT P EH 13612-2010, FTOCT P 53022.2-2008, FOCT P
53022.3-2008

MocTtaHoBneHue MpaButensctea PP ot 27 gekabpsa 2012r. Nel416 «O6 yTBEPXAEHMN MPaBU roCyAapCTBEHHOW
perucTpaumn MeguLmMHCKUX nsgenuii» (B pefakuum MoctaHoBneHus Mpasutensctea P® ot 17.07.2014r. Ne 670),
Mpuka3 MuH3gpasa Poccum oT 06.06.2012r. Ne 4H (C u3meHeHusMKU cornacHo Mpukasy M3 P® ot 25 ceHTabps
2014r. N 557H), Mpuka3 MuH3gpasa Poccum ot 09.01.2014r. Ne 2H, MNpuka3 MuHuctepcTBa 3apaBooxpaHeHuss PO
Ne 11H ot 19 aHBapsa 2017

MOTEHUMA/IbHBIN MOTPEBUTE/b

MeauuuHckoe wusgenve Toxo aBuaHOCTb aHTUTen IgG PeareHTbl (Alinity i Toxo IgG Avidity Reagent Kit)
npefHasHayeHo AN WUCNOMb30BaHUS B Pas3/IMYHbIX  KIMHUMKO-NabopaTopHbIX YC0BUAX, BKIOYas, 6e3
orpaHnyeHunsi, 60MbHULbI, ANArHOCTUYECKMe LEeHTpbl, peddepeHTHble 1abopaTopun 1 yYpexaeHns nepenmBaHus
KPOBM MO BCEMY MMpPY, NEPCOHasT KOTOPbIX NpoLlen obyyeHne Mo UCnonb3oBaHuo aHanmsaTopa Alinity i.

NH®OPMALNMA O HANNYNA B MEAVNLUMNHCKOM U3AENNN NEKAPCTBEHHOIO CPEACTBA
He copepxnt

CTEPUNBHOCTb
MocTaBnseTca B HecTepunibHOM Buge. Ctepunivsauma nepes npuMeHeHnem He Tp66yETCﬂ.

NMH®OPMALNA O BO3ZMOXHOCTW NMOBTOPHOIO NMPNMEHEHUNA
He noanexuT NOBTOPHOMY MPUMEHEHUIO.
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MATEPWAJbI XXNBOTHOIO MNMPONCXOXOEHNA

MaTepuanbl XMBOTHOrO MNPOUCXOXAEHWUSA TNPOBEPEHbl W pPUCKA NpuMeHeHua MW ykasaHbl B [lacnopte
6e3onacHocTu. MacnopTa 6e30nMacHOCT MOXHO HailTu Ha calite www.abbottdiagnostics.com wm obpartutech K
MEeCTHOMY NpeACcTaBuTeNHo.

MOKA3AHVA K MPUMEHEHWIO

TecT ¢ ncnonb3oBaHveM Toxo ABuaHocTb aHTUTen IgG PeareHTol (Alinity i Toxo 1gG Avidity Reagent Kit) saBnsetca
XEMUIIOMUHECLIEHTHBIM UMMYHOAHa/IM30M Ha MuKpodacTuuax (CMIA) ana onpegeneHus aBugHocTy aHtuten 1gG
K Toxoplasma gondii B CbIBOPOTKe M Mna3Mme KpoBW YesnioBeka Ha aHanmsartope Alinity i.

MPOTUNBOMOKA3AHWA K MPUMEHEHWNIO
He npumeHumo.

TEXHUYECKUWE XAPAKTEPUCTUKN
MwukpoyacTuupb!:

3HaueHve pH npun 20 °C: 6.5

MnotHocTb npu 20 °C: 1.018 r/cT3

KoHbtorat
3HaueHve pH npn 20 "C: 5.8
MnotHocTb npu 20 °C: 1.03 r/cT3

[nntoeHT Tecra:
3HaueHune pH npu 20 °C: 7.6
MnotHocTb npu 20 °C: 1.026 r/cT3

PeareHT npegsaputensHoli 06paboTkn 1
3HaueHne pH npu 20 °C: 6,5
MnoTtHocTb npu 20 °C: 1.017 r/cT3

PeareHT npeaBapuTenbHON 06paboTky 2:
3HaueHve pH npu 20 °C: 6,5
MnoTtHocTb npun 20 °C: 1.017 r/cT3

CBEAEHNA OB W3BECTHbIX OrPAHMYEHUAX MO COBMECTHOMY TMPUMEHEHWUIO MEAWUMHCKUX W3AENNW MO
HA3HAYEHWIO
OTCyTCTBYIOT.

LIBET 1 3ANAX
MukpoyacTuubl: BecuBeTHbIi 1 6e3 3anaxa
KoHblorat: BecuBeTHbIli 1 6e3 3anaxa

OnnioenT Tecta: XXenTolii 1 6e3 3anaxa
PeareHT npegsapuTensHoii 06paboTkm 1: XKentblidi n 6e3 3anaxa
PeareHT npeggaputenbHoii 06paboTku 2: XenTblii 1 6e3 3anaxa
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Abbott

Abbott GmbH & Co. KQ
Max-p/ar,cK-Rjr,g r

65205 Wi'esbadan

Offentliche Beglaubigung

Es wird dffentlich beglaubigt, dass

die vor - i™mr7- stehende/iVUnterschrift/
dam unterzeichneten Ortsgerichtsvors®

T ib.Nr.
(Vc'b. fgdh GebO
.€ bezahit Ortsgerichts
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MepeBof C HEMELKOTO M aHIIIACKOTO SI3bIKOB Ha PYCCKUIA 3bIK

3660TT M'M6X & Ko. KI™ Ten:+ 49 61 22 58 0
Makc-InaHr-PuHr 2, dakc: +49 61 22 58 1244
65205 BucbageH

n/a 1303,65011 BucbageH

Moanuce: /mogrmcaHo/ Hara: 21 vesa 2020 T

3amaH KxaH (Zaman Khan)

3amecTuTeNb AnpeKTopa

Mo HOPMaTUBHO-NPABOBOMY PEry/iMpoBaHuIo
PernoH EBEBA 1 MNakucraH

3660TT 'M6X & Ko. KIK

3660TT 'M6X & Ko. KIT
Makc-INnaHK-PuHr 2

65205 BucbageH-[enbKeHxaim
MepmaHus

MeyaTsb: 3000TT
3000TTIMOX & KOo. KIT

Maxc-Tnank-PyHr 2
65205 BricbaneH/

FOpuanueckuii agpec: BucbaaeH
PaiioHHbI cyn BucbageHa HRA 4888 YnpaBnstoLLMIA:
HecyLumii nepcoHasibHyt0 OTBETCTBEHHOCTb KOMMAHL0H: KpuctunaH IMpanoy (Kristian Grapow)
2660TT MeHeHKMEHT MM6X I"per Anbbepr (Greg Ahiberg)
FOpuanueckuii aapec: BucbaaeH Mpeacesatens HabMOAATENBLHOMO COBETA:
PainoHHbIi cyn BucbageHa HRB12889 Xaiime A. KoHtpepac (Jaime A. Cintreras)

O(1)Humanbiloc 'tacmcieie.'ibciBOHaiiiie

HacToanwm O(||umH;clbito  ynocroBcpsionicd, 4to r-u 3amau Xau
3660rr TM6.X & Ko. kr Makc-11nauk-Plwr 2, 6520.* BucbageH.
co6clpelwopyyll0 noctaBun BbILLECTOSALLYO MOANUCL B UPHCYTCTBUH
noavMcaBLLErocs npegcefaTens .MecTHOro cyaa.

Bnc6a.:iCH, 2/.05.2()20r.

Xs B peecipe S34/20

MownunHa B cooTBeTETBUH C NonoxeHnem o c6ol)ax B pa:)mepe 6 eBpo
onnayeHa

/no6nucwio/

MNpcaceparens MeCTHOro cyga

-TeyaTb: .MeCcTHbI cya I. BucbageH \7 * 2/

/nognvcaHo/
3avau KxaH (Zamen Khan)

TEKCT B [IOKYMEHTE «3KCIUyaTalLyIOHHas A0KyMEHTaLsh> HA aHITAVICKOM W PYCCKOM $13bIKaxX
MO/HOCTHIO COBN3AGET.
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MepeBog AaHHOM TeKCTa CAeNaH MHOWA, nepeBoguMKoM YepHocnToBbiM CepreeM MropbeBrUYEM.

Poccuiickan degepauyms
["opog MockBa
[BaguaTb LWeCToro mMmas ABe ThICAYN ABaALAaTOro roga
A, Kopcuk Mapua AnekcaHfpoBHa, HoTapuyc ropoga MoCKBbI, CBUAETENLCTBYHO NOAANHHOCTL
nognucu nepesofumka YepHocutosa Cepres Viropbesmnya.
MMoanuce caenaHa B MOEM MPUCYTCTBUN.
JIn4yHOCTb NOANMCABLUEr0 JOKYMEHT YCTaHOB/IEHA.
3aperucTpmpoBaHo B peecTpe: Ne 77/2139-H/77-2020-3-
B3bICKaHO rocyaapcTBeHHOR nownnHbl (o Tapudy): 100 py6.

NMPOHYMEPOBaHO W CKPENJIEHO NneyaTbio
nuct(a)(oB)
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