«COTJTACOBAHO» «YTBEPXJAIO»
JMpekTop  perynsaTopHOro  oTgena Jupexrop  Hampabnenns  «KnmEuMyeckme

JIHarHOCTHYECKONO MOAPA3/ieNeHHS HCCIICAOBAHALY
OGmecrsa c OTpaHHYeHHOIM 000 «Hesasucuman naGoparopus THBUTPO»:
OTBETCTBEHHOCTHIO «3660T1T

JIx6oparopus» B Poccrnt H crpanax CHI”

HHCeTpYKIHS N0 NPHMEHCHHIO

Ha6op pearesToB Zjia ONpeAesiecHAs aBHAHOCTH aHTHTEA Kiacca IgG K HHTOMEranosapycy
AMMYHOXEeMITIOMAHECIICHTHHIM METOJIOM B CHIBOPOTKE H IUIA3ME KPOBH Q€JIOBEKA Ha
HMMYHOXHMHYECKHX aHanmmsaropax Alinity i "CMV asugsocts arraren IgG PearenTHl (Alinity
i CMV IgG Avidity Reagent Kit)",
npouspoacTsa J660TT Upnanaua, lnaraocTaveckoe noapasacneaue, Hpnaumpas

3NEKTPOHHAS KONHA 0GOPMAEHA LIEHTPOM HCTIbITAHIA W PETUCTPALIMI MERHLMHCKUX H3ENHIA



Abbott Ireland Diagnostics Division, T + 353 71 9156200

Finisklin Business Park,
Sligo,
Ireland.

I, Celine Curran, Regulatory Affairs Specialist, Abbott Ireland Diagnostics Division,
Finisklin Business Park, Sligo, Ireland, hereby certify that the attached documents that keep
the number of pages indicated below are the Insert for Use. These documents are in a full
accordance with actual manuals of manufacturer.

A, CennH KeppaH, Cneumanmct no TEXHUYECKOMY PerynmpoBaHnto, 9660TT
[narHocTtnyeckoe Mogpasgenenne VpnaHams, ®uHUCKAMH BusHece Mapk, Cnairo,
WpnaHams (Celine Curran, Regulatory Affairs Specialist, Abbott Ireland Diagnostics
Division, Finisklin Business Park, Sligo, Ireland), HacTosiLLMM y0OCTOBEPSIHO, UTO
npunaraemble JOKYMEHTbI B HMXKENPUBEAEHHOM 06beMe CTPaHWLL, ABNAKOTCSA MHCTPYKLUAMM
MO MPUMEHEHUO. DTN [OKYMEHTbI MOSTHOCTbIO COOTBETCTBYHOT (PAKTUYECKOW [OKYMEHTaLMM
MpPON3BOAUTENS.

MHCTpYKUMA No NpuMeHEHUIO Ha MeauumHckoe mnsgenuve (Insert for medical device):

Habop peareHTOB A1 onpeaeneHnss aBMAHOCTM aHTUTeN Knacca 1gG K
LMTOMEranoBmpycy MMMYHOXEMUTIOMUHECLLEHTHBIM MeTOAOM B CbIBOPOTKE U Miasme
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Alinity i
CMV IgG Avidity Reagent Kit

Revised February 2017.

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

H name

Alinity 1 CMV IgG Avidity Reagent Kit (also referred to as CMV
Avidity)

I INTENDED USE
The Alinity i CMV IgG Avidity assay is a chemiluminescent
microparticle immunoassay (CMIA) used for the determination of the
avidity of IgG antibodies to Cytomegalovirus in human serum and
plasma on the Alinity i analyzer.

I SUMMARY AND EXPLANATION OF THE TEST
Infections with Cytomegalovirus (CMV), a member of the herpesvirus
family, are common in man and are usually mild and asymptomatic.'
However, in pregnant women,” newborns,” and immunocompromised
individuals™ CMV infections may pose a significant medical risk.
CMV infection remains difficult to diagnose on symptoms alone
since a high percentage of infections remains asymptomatic. In utero
infection may result in sequelae of varying degrees including mental
retardation, chorioretinitis, hearing loss and neurologic problems.®
Since the risk of in utero virus transmission and CMV related
damage of the fetus is markedly increased during primary infection,
reliable recognition of primary CMV infection is of high importance
for pregnant women.® An individual may undergo primary infection
with CMV, reinfection with exogenous virus or reactivation of latent
virus. Although presence of anti-CMV IgG reduces the likelihood of
CMV related complications, it does not assure complete protection
from disease.

CMV acquisition in infants can occur transplacentally following
maternal infection, during birth by contact with the virus excreted
from the cervix® or following birth through the ingestion of infected
maternal breast milk.* Both seronegative individuals and infants may
acquire CMV through infected blood products® ®or contact with an
infected individual.®' *®

The functional binding affinity or avidity of 1gG antibodies increases
progressively over time after immunization, also known as maturation
of the humoral immune response. High percentage of low avidity 1gG
antibodies may indicate a primary infection whereas high percentage
of high avidity I1gG antibodies may indicate a recurrent infection.

The Alinity i CMV IgG Avidity assay is a qualitative method for the
determination of the avidity of IgG antibodies to Cytomegalovirus in
human serum and plasma. It is used as an aid in the differentiation
between primary and non-primary infection.

If primary infection needs to be excluded, CMV IgG reactive samples
should be tested for CMV IgM and CMV IgG Avidity, A positive CMV
IgM result in combination with a low avidity result is a strong indicator
for a primary CMV infection within the last 4 months.
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Indication for...

no infection
past infection;
low risk

for in utero
transmission
primary
infection; high
risk for in utero
transmission

aw IgG
nonreactive

aw IgM QW IgG Avidity
nonreactive N/A
high avidity

reactive nonreactive

reactive reactive low avidity

reactive reactive high avidity non-primary
infection; low
risk for in utero

transmission

I BIOLOGICAL PRINCIPLES OF THE PROCEDURE

This assay consists of 2 single tests that are both two-step
immunoassays for the determination of Cytomegalovirus in

human serum and plasma using chemiluminescent microparticle
immunoassay (CMIA) technology. The avidity of anti-CMV IgG in the
sample is calculated using relative light units (RLUs) of both tests.’*
An aliquot of the sample and Pre-Treatment Reagent 2 (blocking
agent) are combined. A second aliquot of sample is combined with
Pre-Treatment Reagent 1 (buffer). CMV virus lysate (strain AD169)
coated paramagnetic microparticles are combined with each aliquot
of pretreated sample and incubated. The mixture is washed. Murine
anti-human 1gG acridinium-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.

To determine the avidity of a sample, a reactive Alinity i CMV IgG
result of the respective sample is required to enable the Alinity i
analyzer to select the correct dilution protocol for the Alinity i CMV
1gG Avidity assay. This is ensured by ordering automated assay
panels consisting of at least Alinity i CMV 1gG and Alinity i CMV 1gG
Avidity. For details refer to the INSTRUMENT PROCEDURE section.
It Is strongly recommended to test only CMV IgM reactive samples
with the Alinity | CMV 1gG Avidity assay. This is Imperative for
samples with a low Alinity | CMV IgG concentration value between
6 to 15 AU/mL.

Refer also to the SPECIMEN COLLECTION AND PREPARATION FOR
ANALYSIS, Specimen Types section.

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

Kit Contents

Alinity i CMV IgG Avidity Reagent Kit 07P43

NOTE: This product is composed of 4 components, which are
packaged as a 2 cartridge reagent set. Both cartridges are required
to perform the assay.

Voiumes (mL) iisted in the table below indicate the volume per
cartridge set.

[oefl 07P4322

Tests per cartridge set 100 (50 avidity determinations)
Number of cartridge sets per kit 2

Tests per kit 200 (100 avidity determinations)
|MICROPARTICLES | 6.6 ml

lconjuqatel 6.1 ml
[pre-treatment!1l 59 ml
PRE-TREATMENT 2 4.2 mL

IMCROPARTICLES | Q(y|V V]|-ljs lysate (Strain ADI69) coated
microparticles in TRIS buffered saline. Minimum concentration:
0.08% solids. Preservatives: ProClin 300 and antimicrobial agents.
CONJUGATE  Murine anti-human 1gG acridinium-labeled conjugate
in MES buffer. Minimum concentration: 44 ng/mL. Preservatives:
sodium azide and antimicrobial agents.

| PRETREATVENT 11 j Pre-Treatment reagent 1 containing TRIS buffer.
Preservatives: ProClin 300 and antimicrobial agents.
|PRE-TREATMENT|2| Pre-Treatment reagent 2 containing CMV virus

lysate (strain AD169) in TRIS buffer. Preservatives: ProClin 300 and
antimicrobial agents.

Warnings and Precautions

* For In Vitro Diagnostic Use
Safety Precautions

& CAUTION: This product contains human-sourced and/or

potentially infectious components. Refer to the REAGENTS 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 these reagents and human specimens be
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 to: (microparticies]y
PRE-TREATMENT |1 ] YJPRE-TREATMENT |2 ]

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.
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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: [conjugate]

)

WARNING Contains polyethylene glycol octylphenyl
ether and sodium azide.

H319 Causes serious eye irritation.

EUHO032 Contact with acids liberates very toxic gas.

Prevention

P264 Wash hands thoroughly after handling.

P280 Wear protective gloves / protective
clothing / eye protection.

Response

P305+P351+P338 IF IN EYES: Rinse cautiously with water
for several minutes. Remove contact
lenses, if present and easy to do.
Continue rinsing.

P337+P313 If eye irritation persists: Get medical
advice / attention.

Disposal

P501 Dispose of contents / container in

accordance with local regulations.

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 for
8 hours 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,

Abbott
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Reagent Storage

Storage Maximum  Additional Storage
Unopened 2to 8'C Until Store in upright position.
expiration If cartridge does not
date remain upright, gently
invert the cartridge 10
times and place in an
upright position for 8 hours
before use.
Onboard System 30 days
Temperature
Opened 2to 8'C 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 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.

I INSTRUMENT PROCEDURE

The Alinity i CMV 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 CMV Avidity (assay file 3000) together
with the following required assay files:

+ CMVIgGR
« CMV IgM
« CMV Avil
. CMV Avi2

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

"CMV 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.

I SPECIMEN 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)

Potassium EDTA
Sodium citrate

Sodium heparin

Performance has not been established for the use of cadaveric
specimens or the use of bodily fluids other than human serum
and 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 reactive Alinity i CMV 1gG
result of the respective sample is required to enable the Alinity

i analyzer to select the correct dilution protocol for the Alinity i
CMV IgG Avidity assay. This is ensured by ordering automated
assay panels consisting of at least Alinity i CMV IgG and Alinity i
CMV IgG Avidity.

It Is strongly recommended to test only CMV IgM reactive
samples with the Alinity | CMV IgG Avidity assay. This

is imperative for samples with a low Alinity i CMV I1gG
concentration value between 6 to 15 AU/mL.

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 if

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.
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Recentrifugation 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) =-

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/I000)

RCF - The relative centrifugal force generated during
centrifugation.
rpm - 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).
The time should be measured from the time the
rotor reaches the required RCF or rpm to the time it
begins decelerating.

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
(rmax) should be manually measured in millimeters
and the RCF calculated.

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

Centrifugation
Time -

g-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.
2to0 8C 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 2-8'C or room temperature
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.
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I PROCEDURE

Materials Provided
07P43 Alinity i CMV IgG Avidity Reagent Kit

Materials Required but not Provided
Alinity i CMV IgG Avidity assay file package
07P4310 Alinity i CMV IgG Avidity Controls
07P42 Alinity i CMV IgG Reagent Kit
07P4201 Alinity i CMV IgG Calibrators
07P4210 Alinity i CMV IgG Controls or other control material
07P44 Alinity i CMV IgM Reagent Kit (optional)
07P4401 Alinity i CMV IgM Calibrator (optional)
07P4410 Alinity i CMV IgM Controls or other control material
(optional)
06P1160 Alinity Trigger Solution
06P1265 Alinity Pre-Trigger Solution
06P1368 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.

e ltis strongly recommended to use the automated assay panels
for Alinity i CMV 1gG Avidity testing since this will ensure the
correct selection of CMV assay testing steps and dilution
protocols required for avidity determinations. Refer to figure
below. Please contact Abbott for information on ordering the
CMV assays using an LIS (Host).

Assay Panel Assay Sequence
CMVEAA iCMVIgGR:- if reactive
- >, P
MPAY " Cwy s if grayrone or reactive +1 CMV IgG Avidity
if grayzone
CMVG>M>Av  iCMVIgGR]- BN Ay — reactive— » emy igG Avidity
it grayzone i react
i if reactive
CMVM>G>Av  CMVigMj-  °7"83Ve  gnichyigGR> CMV IgG Avidity!
it reactive o
CMVG>Av CMVIgGR}- CMV IgG Avidity i

If using primary or aliquot tubes, refer to the Alinity ci-series
Operations Manual, Section 4 to ensure sufficient specimen is
present.
Alinity i CMV 1gG, CMV IgM, and one determination of CMV IgG
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: 300 pL for the complete

Alinity i CMV assay panel testing using one sample cup

- S3 hours on the reagent and sample manager:

» Sample volume for each test: 300 pL for the complete

Alinity i CMV 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
Cperations Manual, Section 4,

Abbott



« If the result of the Initial test meets the retest criteria of the
assay panel, the Alinity | analyzer generates a rerun order.
Tests scheduled for rerun 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.

¢ A rerun order for the “CMV IgG R” assay will be placed for
samples that have an Alinity i CMV IgG result of > 250 AU/mL.
These samples will be tested automatically in a 1:10 dilution
performed by the instrument. The D (dilution) and R (rerun) code
are assigned to the test.

* Refer to the Alinity i CMV IgG Avidity control 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.

Sample Dilution Procedures

Samples must not be diluted manually prior to running the Alinity |
CMV IgG Avidity assay.

Calibration

Calibration is not required for the Alinity | CMV IgG Avidity assay.

Quailty Control Procedures

The recommended control requirement for the Alinity i CMV 1gG

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.

I RESULTS
The following results are reported depending on the panel chosen:
e Alinity i CMV IgG result in AU/mL.
¢ Alinity | CMV IgM result in Index (or S/CO).
* Alinity i CMV IgG Avidity (“CMV 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.
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Calculation

The Alinity i analyzer calculates the avidity for the Alinity | CMV 1gG
Avidity assay using the following calculation and stores the result.
Avidity [%] = 100 x (1- (CMV Avil/CMV Avi2)).

Interpretation of Results

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

a 60.0 %Avi high avidity

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.

I LIMITATIONS OF THE PROCEDURE

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

« If the CMV IgG Avidity results are inconsistent with clinical
evidence, additional testing is recommended 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.

« 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.'®

| SPECIFIC PERFORMANCE CHARACTERISTICS
Representative performance data are provided in this section. Results
obtained in individual laboratories may vary.
The Alinity i analyzer and the ARCHITECT 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 CMV 1gG Avidity
Reagent Kit and 3 lots of the Alinity i CMV IgG 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.
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Within-Run Within-Laboratory
(Repeatability) (Total)"
D oY,
Sanple n  Men(@Ai) D uWV  (Range)  (Range)
LowAidty 35 22 245 n1 247 12
Cortra (L97-319) (7.6147)
HohAidty 355 878 113 13 116 13
Contrd (060-181) (0720
Pardl 1 36 122 2% 242 297 244
(248377) (1933L9
Pardl 2 5 549 1% 36 225 41
(1L44327) (266.0)
Pard 3 5 0 13 15 137 15
(044228 (0526

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

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

Specificity

This study was performed on the ARCHITECT i System,

A total of 492 specimens from pregnant females, diagnostio/
hospitalized patients and randomly selected volunteer blood donors
were evaluated, 33 specimens grayzone on either assay were not

included In the calculation of specificity. Data for specificity are
summarized In the following table.

Commercially-Available
ARCHTECT QW IgG Avicity Diagnostic Kit__
Lower 95% Lower 95%
Chsenved Corfidence Chserred Confidence
Sarple Type Specificity Lirmit Specificity Limmit
Pregrant 100.0% 09.1% D% B2%
Fendles (399399) (397/399)
Diagnostic/ B.8% 89.0% B4% 9%
Hospitalized (6163 (62163)
Pdierts
Blood Donors 6. 7% 8% 1000% 84%
(2930) (3030)
Tad D% B2% DA% B2%
(489492 (489492)
Sensitivity

This study was performed on the ARCHITECT | System.

The study included specimens from patients with documented
primary CMV infection. Three commercially-available seroconversion
panels with a total number of 49 bleeds, of which 37 bleeds
represent the acute CMV Infection phase, were tested. The
sensitivity was assessed to be 97.3% (36/37) on ARCHITECT CMV
1gG Avidity (lower 95% oonfldenoe limit: 85.8%) compared to 75.7%
(28/37) sensitivity on a commercially-available diagnostic kit (lower
95% confidence limit: 58.8%). The following table shows data from
the seroconversion panels tested.
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ARCHTECT  Conrercially-

ARCHTECT ARHTECT QWIigG ~ Available
Dasater OWIGG OWIgM  Aidyy  Dagnostic Ki
Pad Member firstraw  [AUML [inded 6] [DbAvidity]
L&é‘g%’ <6.0 <085 < 500 <3
Qayzre NA 08509 500599 3545
&Qﬁd’y’ 560  >100  >600 > 45
RP.OB0L 1 81 160 10 NA
RPO0BO2 4 218 an 24 NA
RP.00B 8 511 570 105 NA
RP.O0BO4 5 862 174 %4 %1
RP.00B06 % %1 144 247 312
RP-00306 5 912 12 204 279
RP.00B07 & 840 120 218 26
RP.O0BO8 67 &1 118 27 203
RP.O0B09 » 808 108 379 502
RP.O0B10 74 784 106 29 284
RPOB1L e 803 107 205 310
RPO0B12 & &1 107 204 53
RPO0B13 &8 %7 115 203 %67
RP.00314 % 71 106 &1 57
RP.OB15 ® 894 102 9 M1
RP.019.01 1 12 026 NA NA
RP.OI902 5 11 024 NA NA
RPO1903 8 1 025 NA NA
RROI04 1 11 027 NA NA
RPO1906 15 11 024 NA NA
RP.019.06 2 14 035 NA NA
RP.019.07 % 18 041 NA NA
RP.019.08 29 33 09 NA NA
RP.019.09 B 109 42 12 NA
RP.0I9-10 » 186 630 83 NA
RP0I911 Ve 765 705 129 140
RPOI912 5 &1 606 92 19
RPOI913 57 %80 530 188 130
RPOI9-14 &8 w4 4an 01 137
RPOIO15 5 1099 368 219 181
RP.0I19-16 & 1080 28 28 185
RP.0I9-17 &% 1078 319 283 178
RP.019-18 8 1027 287 25 182
RP.01919 % 1064 266 283 243
RP.019.20 104 1001 250 299 21
RP.01921 100 %8 2 %1 %5
RPOI922 113 1014 243 319 216
RPO1923 116 189 266 24 25
RPO1924 m 1018 212 21 213
RP01925 124 1042 218 76 182
PTCR0L-0L 0 32 015 NA NA
PTCO01R 2 20 012 NA NA
PTCO0LGB 7 19 013 NA NA
PTCO01-04 10 17 013 NA NA
PTCO0105 i 36 30 NA 161
PTCO01-06 2% 28 529 158 168
PTCO0107 2 770 487 %3 177
PTC0108 5 1001 450 27 173
PTCI01-09 67 1261 407 27 193

N/A in the table Indicates that anti-CMV IgG was either not
detectable (on a commercially-available diagnostic kit) or the result
was nonreactive (on the ARCHITECT CMV IgG assay). Therefore no
avidity result could be generated.
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Percent Agreement

A study was performed to determine the percent agreement between
the Alinity i CMV IgG Avidity and a commercially-available CMV 1gG
Avidity assay by testing 80 specimens from a population consisting
of 35 low avidity and 44 high avidity specimens. One grayzone
specimen was excluded from the evaluation. The specimens were
tested in singlicate on 3 Alinity i analyzers using 3 lots of the Alinity
i CMV IgG Avidity Reagent Kit and 1 lot of Alinity i CMV IgG Avidity
Controls. The specimens were also tested in singlicate using a
commercially-available CMV IgG Avidity assay.

For each reagent lot, the positive percent agreement was 100%
(35/35) and the negative percent agreement was 100% (44/44). The
lower 95% confidence interval (of the assumed comparator assay
specificity of 100%) was 91.96%. The lower 95% confidence interval
(of the assumed comparator assay sensitivity of 100%) was 90.00%.

Commercially-Available QW IgG Avidiity Assay

Alinity 10V IgG Avicity Low Avicity Hh Avicity
Low Avicity k3 0
Hch Avidity 0 w“

Positive % agreement = 100.00% (35/35) 95% Cl (90.00 - 100.00%)
Negative % agreement = 100.00% (44/44) 95% Cl (91.96 - 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 the
following potentially interfering substances:

Potentially Interfering Substance Inlerlerent Level
Biliribin <20 mg/dL
Triglycerides < 3000 nmy/dL
Pratein <12g/dL
Henoglobin < 500 myfL

Potentially Interfering Other Conditions

This study was performed on the ARCHITECT i System.

Potential interference was further assessed on specimens from
patients with diseases unrelated to CMV infection. High avidity results
can be expected since all specimens were anti-CMV IgG reactive
and anti-CMV IgM nonreactive thus indicating the absence of a
primary infection. Data are summarized in the table below.

Totd per Hgh Avidity ~ Gayzone Low Avidity
Interfering Substance Category [N Avidity [N| N
Anti-nudear antibody 9 9 0 0
Bpstein-Barr virus 8 8 0 0
Influenza veccinees 2 2 0 0
Huren anti-mouse 5 4 0 1
antibody
Herpes sinplexvirus 9 8 1 0
type 1
Herpes sinplex virus 9 8 1 0
type 2
Hyperpplydonal IgG 9 9 0 0
Hyperpolydondl IgVt 8 8 0 0
Measles 6 6 0 0
Rheunetaid factor 6 5 1 0
Systerric lupus 6 5 1 0
erythemetosus
Varicella zoster virus 7 7 0 0
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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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I Key to Symbols

Caution

Consuit instructions for use

Manufacturer
Sulfficient for

Temperature iimitation

Use by/Expiration date

Q) =< <[>

1CONJUGATE 1 Conjugate

1CONTAINSI AZIDE | Contains Sodium Azide. Contact
with acids liberates very toxic
gas.

1INVERSIONS PERFORMED | inversions Performed

M In Vitro Diagnostic Medical
Device
Lot Number

IMICROPARTICLES 1 Microparticies

1PRE-TREATMENT | 1] Pre-Treatment 1

1PRE-TREATMENT |2 | Pre-Treatment 2

1PRODUCT OF IRELAND | Product of Ireland
List Number

Seriai number
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or find country-specific contact Information on
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ADDENDUM
to the Instruction for Use Alinity i CMV IgG Avidity Reagent Kit for Russia

SHIPPING AND STORAGE CONDITIONS

Reoommended 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 indioated 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 directed. Manufacturer set the
maximum shelf life of

Alinity i CMV IgG Avidity Reagent Kit - 12 months from date of manufacturing

The dating of each Alinity i CMV IgG Reagent Kit, Calibrators, and Controls master lot is determined by the kit component with the
shortest expiration dating.

Device mustn't be used if stored with deviations in manufacturer’s requirements (GOST R 51088-2013).

MAINTENANCE
Not required.

REPAIRS
Not required.

LIST OF APPLICABLE STANDARDS
EN 1SO 9001
ISO 13485

EN I1SO 14971
EN 13641

EN 13612

EN ISO 15223-1
EN 980

EN ISO 18113-1
EN ISO 18113-2
EN ISO 18113-3
EN ISO 23640
EN ISO 20776-1
EN 13975

EN ISO 17511

POTENTIAL USER
The Alinity i CMV IgG assay is intended for use in a variety of hospital clinical laboratory environments including, but not limited to;
hospitals and commercial laboratories, whose personnel have been trained to use the Alinity i analyzer.

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

STERILIZATION
Medical device is not required to be sterile.

INFORMATION ABOUT POSSIBILITY OF MULTIPLE APPLICATION
Medical device cannot be re-appiied

TECHNICAL CHARACTERISTICS
Density at 20 °C:

Microparticles: 1,047 g/cm’

Conjugate; 1,031 g/cm’

Pretreatment 1,2: 1,047 g/cm”
pH-value at 20 °C:

Microparticles: 8,4

Conjugate: 6,6

Pretreatment 1,2: 8,4
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COMPATIBILITY RESTRICTIONS OF MEDICAL DEVICE
No available data.

MATERIALS OF ANIMAL/HUMAN ORIGIN

Materials of animal/human 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
Not applicable.

CONTRAINDICATIONS
Not applicable.

ANALYTICAL CHARACHTERISTICS

ASSAY NAME ASSAY LIST DESCRIPTION PRODUCT REQUIREMENT
NUMBER

Withirt Laboratory s 14ti CV tor samples representing the yayrone aivicSty range

(Total) Precrsion (50-0% Avi to 59,9% Avi)
The sensitivity shall be equal to or better than that of a remmercia»y available

e IVD CMV IgG Avidily assay when tested on the same population with docomeln M
Sensitivity primary CMV infectioa ctofined as lime between the last seronegative and
seropositive btoeds is less than or equal to 4 months
CMV IgG
Avidity 07P43
Serum/Ptasma

The specificity shall be equal so or better than that ot a commercially available
o IVD CMV IgG Avidity assay when tested on the same population consisting of
Specificity CMV immune blood donors, diagnoslic/hospitalized partients and pregnant wome
that are all negative for CMV IgM antibotty and positive for CMV »

The assay shall have no qualtlallve performance difference tor the tested potenbally
interferirtg substances within the ranges of less than S04>% Avi and egual to or
greater than 60.0% Avi.

Intefferertce

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



Alinity

CMV aBungHocTb aHTUTeN IgG PeareHTbl
(Alinity i CMV IgG Avidity Reagent Kit)

Pepakuus; deBpanib 2017 1.

Heo6X04MMO TOUHO CNefoBaTb WHCTPYKLUMAM. Mpu OTKIOHEHUM OT
VIHCTPYKLUUIA HAAEXHOCTb PesynbTaroB TecTa He rapaHTupyeTcs.

I HAUMEHOBAHWE (CokpaltyeHHoe)
CMV aBugHocTb aHTuTen IgG PeareHTbl
(Alinity | CMV 1gG Avidity Reagent Kit)

(Tawke BcTpeyaeTcs no TekcTy: CMV Avidity)

I HASHAYUEHVE
TecT ¢ ucnonb3zoBaHneM CMV aBugHocTb aHTUTen IgG
PeareHTbl (Alinity i CMV IgG Avidity Reagent Kit) sBnsetca
XEMUIIOMUHECLIEHTHLIM UMMYHOAHa/IM30M Ha MUKpoYyacTuLax
(CMIA) gna onpepeneHvs aBugHocT aHtuten IgG k
LiMTOMerasioBupycy B CbIBOPOTKE W Niasme KPOBW uYesioBeka Ha
aHanusatope Alinity i.

| KPATKOE OMNUCAHVE TECTA

VHdmumpoBaHne uutomeranosupycom (CMV), npeactasutenem
cemelicTBa BMPYCOB repneca, 4acto BCTpeyaeTcs y nogeli n
06bIYHO HOCUT NIETKNIN U BECCMMNTOMHbIV XxapakTep.” OfgHako ans
6epeMeHHbIX XEHLLMH," HOBOPOXAEHHLIX® 1 Ntofeii ¢ HapyLlleHnem
MMMYHHOro ctatyca” CMV-MH(EKUMA MOXET NpeacTaBsTh
Cepbe3Hyl0 0nacHOCTb.

[AnarHocTuka nHdpekyn CMV Ha OCHOBaHUM CUMMTOMOB MO-
NpexHemy Bbi3blBaeT 3aTpyAHEHUS, Tak Kak BbICOKMIA NpOLEHT
C/yyaeB 3apaxeHns NpoucxoamT 6eccumnToMHo. WHdbuumposaHue
In Utero MoXeT NpuBeCTU K pas3/fIMuHbIM NOCNeACTBUAM, BKIOYas
YMCTBEHHYI0 OTCTa/10CTb, XOPUOPETUHUT, NOTEPID Cryxa M
HeBpo/iornyeckme HapyLeHus,®

Tak kak puck nepegadv supyca In Utero n cBazaHHble ¢ CMV
HapyLleHVsa pa3BUTUA NA0AA 3HAUYUTENbHO BO3pacTaloT npu
NepBUYHON MHDEKUMK, JOCTOBEPHOE OnpefesieHne nepBUYHbIX
CMV-uHdekuuii YpesBblHaiHO BaXXHO A1 6epeMeHHbIX
XEHLWMH.® MoxeT HabnoaaTtbest nepsuyHas CMV-nHekuns,
penHgULMpoBaHNe 3K30reHHbIM BMPYCOM WM peakTuBauums
BMpYyca B NlaTEHTHON cTagun. Xota Hanunune aHtuten IgG k CMV
CHMXKaeT BEPOSTHOCTb OC/IOXHEHWIA, cBA3aHHbIXx ¢ CMV, OHO He
obecneyvBaeT NOMHON rapaHTUM 3awWmUTbl OT 60NE3HN,

MosineHne CMV y MnafieHUEB MOXET NPOUCXOANUTL NyTem
TpaHcnnaueHTapHol nepegayn MHMEKUUM oT Matepu, npu
pPOXAEHUW MyTEM KOHTaKTa C BMPYCOM, MOCTYNaloWwuM U3 Leliku
MaTkM® Uy Nocne PoXAeHUs Yepes MaTepuHCKoe MOJIoKO.N
CepoHeratuBHble NauveHTbl U MaageHLbl MoryT npuobpecTu
CMV yepe3 3apaxeHHble NpoAyKTbl KPOBU®R' @4 UM KOHTaKT C
NHULMPOBAHHbIMY IIOAbMW.®-

®yHKUMOHaNbHaA cBA3blBatoLas adMHHOCTb UM aBUAHOCTb
aHTUTen IgG co BpeMeHeM nocrne BakuMHaLMu NporpeccuBHO
YBE/IMUMBAETCA, 3TO ABMIEHNE TaKXe W3BECTHO Kak co3pesaHue
rymMOpasIbHOro MMMYHHOrO OoTBeTa. BbiCOkuiA npoueHT aHtuten IgG
HWU3KOW aBUAHOCTU MOXET yKasblBaTb Ha NEPBUYHYI0 MHMDEKUMIO, B
TO Bpems Kak BbICOKWI NPOLEeHT aHTuTen IgG BbICOKON aBMAHOCTU
yKasblBaeT Ha peLnanBUpYIOLLYI0 MHAEKLWIO.

TecT Alinity i CMV IgG Avidity ABnseTca MeTofoM KayeCTBEHHOro
onpefeneHns aBmaHoCcTN aHTuTen IgG K umMTomMeranosupycy

B CbIBOPOTKE W Nna3me KpoBu uyenoBeka. OH UCNOMb3yeTcs B
KayecTBe BCNOMOraresibHoro opeacTsa Ansa auddepeHumasmm
NepBUYHON N HENepBUYHOM MHAEKUNMIA.
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iU

CMV Avidity
07P43
G76411R02

B7P43R

[iiFl 07P4322

Mpn HEOBXOAUMOCTN UCKIOYEHNSA AuarHo3a NepBuUYHON MHMekumMn
o6pasupl, peakTuBHble Ha CMV IgG, cneayeTt uccnefosaTb Ha
CMV 1M n CMV IgG Avidity. CMV IgM nonoxuTenbHblii pesynbtar
B COYETaHUM C HU3KOWN aBUAHOCTbIO SIB/IIETCA OTUET/INBLIM
MHAMKATOPOM NepBUYHOM MHpekumn CMV, npuobpeTeHHoN B

TeyeHne nocnegHux 4 Mecsues.

aw IgG aw igv QW lgG Avidity
HepeakTviBHbIl HepeakTuBHbIA  *

YiasbBa€eT Ha...
VIH($)exups
oTCYTCTBYET
MNepeHeceHHas
NHbekuys;
HU3KWIA pUCK
nepegaun

In Utero

PeakTuBHbIi1 HepeakTuBHbIli  Bbicokas

aBUAHOCTb

PeakTuBHbIl Huskas

aBUAHOCTb

PeakTnBHbIiA MepBuyHas
NHbekuws;
BbICOKWIA piACK
nepegaun

In Utero
Bbicokas

aBUAHOCTb

PeakTnBHbIl PeakTnBHbIl HenepsuyHasn
NHpekums;
HU3KWIA pUCK
nepegauu

In Utero

I BUONOTMYECKUME NPUHLMIMbI nPOMEflYPbi

[LaHHbIll TECT COCTOUT M3 2 OTAE/bHbLIX TECTOB, 06a SB/SOTCA
[BYCTYNneHYaTbiMW MMMyHOAHa/IM3aMW Ha OCHOBE TeXHOJ0ru

XEeMUIIOMUHECLLEHTHOTO MMMYHOaHann3a Ha MukpoyacTuuax
(CMIA), npegHa3HayveHHbIMU 415 ONpejeneHns LMToMeranosupyca
B CbIBOPOTKE W Nia3Me KpoBW uyenoBeka. ABUAHOCTb aHTuTen 1gG K
CMV B obpasLe paccuutbiBaeTca Ha ocHoBe RLU o6omx TecToB."
CMelumBaloTCA 0fHa afMKBOTa obpasua W peareHt
npegBapuTesnbHol 06paboTkm 2 (610KMPYOLWMIA areHT). BTopas
anunksoTa obpaslia CMeLmBaeTCs C peareHToOM npefBapuTenbHON
o6paboTkn 1 (6ychep). B kaxayto annkBoTy npeaBapuTenbHO
06paboTaHHOro o6pasua [406aBNATCA NapamarHUTHbIe YacTuupbl,
ceHcMbunmanpoBaHHble nusatom CMV-supyca (wramm AD169),
CMecb MHKY6upyeTcs v npombiBaeTcs. [4ns obpa3oBaHus
peakuMoHHON cMecn [06aBNSeTCS akpUAWH-MeYeHbI KoHbrorat
MbILWKHBIX aHTUTen K IgG yenoBeka, cmecb UHKY6upyeTcs. Mocne
LMKna NpPoMbIBKM K peakLMOHHON cMecy [06aBnsioTcs npe-tpurrep
n Tpurrep.

KoHeuHas XeMWUNIOMUHECLEHTHAA peakuus n3MepseTcs B
OTHOCUTENbHbIX CBETOBLIX eanHulax (RLU). % aBugHoCTU
paccuuTbiBaeTcs Ha ocHoBe konuyecTtBa RLU B ob6pasue,
npesBapuTesibHo 06paboTaHHbIM NPV NOMOLLM GOKMPYIOLLEro
areHTa, n konuuectsa RLU B o6pasLe, npessaputesisHo
06paboTaHHOro BMeCTO 6/10KMpYtoLLero areHta 6ydepom.

[Ons onpefeneHsi aBuaHOCTM o6pasua TPebyeTcs peakTUBHbII

pesynbTar UCCefoBaHNs COOTBETCTBYIOLEro obpasLa B TecTe

Alinity i CMV IgG, Tak kak aHanusatop Alinity i ncnonb3yet ero gna

BblGOpa NpaBW/IbHOrO NPOTOKONAa pasBefeHus Tecta

Alinity i CMV IgG Avidity. lnsi 3TOro Hago 3akasaTb aBToMaTuyeckue
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naHenu Tecta, coctosliMe no kpaiHeit mepe u3 Alinity i CMV 1gG u
Alinity i CMV 1gG Avidity. Mogpo6Hyto nHhopmaumio om, B pasgene
MPOLIEAYPA PABOTbI HA AHA/IM3ATOPE.

HactoaTenbHO pekoMeHAyeTcs uccnenoBaTb B TecTe Alinity i
CMV IgG Avidity Tonbko peaktuBHble Ha CMV IgM o6pasupl. 1A
06pa3y0B C HU3KMMU 3HAYEHUSIMU KOHLeHTpauuii Alinity i CMV
1gG B gnanasoHe 6-15 AU/mL aTo ob6s3aTenibHOe TpeboBaHue.
Cwm. Takxe pasgen CBOP OBPA3LA 1 NOArOTOBKA K AHANINGY,
"Tunbl 06pasLoB".

Moapo6Hyto UHGOPMAaLMIO O CUOTEME W TEXHOMOTMK aHanmsa cM. B
PykosoacTee no akcnnyaTauuu Alinity ci-series. Pasgen 3.

| PEATEHTBI

Copep>knmoe Habopa

CMV aBugHocTb aHtuTen IgG PearenTbl (Alinity i CMV 1gG Avidity
Reagent Kit) 07P43

NPUMEYAHWME: [laHHbIA NpOAYyKT COCTOUT M3 4 KOMMNOHEHTOB,
KOTOpble MOCTaB/IATCA Kak Habop peareHToB C 2 KapTpuapkamu.
[ns BbINONHEHUS TecTa HeObXoAWMbl 06a KapTpumxa.

O6bembl (TL, ykasaHHble B Tabnuue HUxe, 0603HaYaloT 06beM B
0flHOM Habope KapTpuaxeln.

07P4322
Konuuyectso TeCTOB B OAHOM 100 (50 onpepgenenuii
Habope kapTpuaxen aBMAHOCTW)

KonnuectBa kapTpuaxei B
Habope

200 (100 onpegnenexuii
KonuyectBo TecToB B Habope

aBMAHOCTW)
MMICROPARTICLES | 6.6 ml
lconjuoatel 6.1 mL
bretreatment 11 5.9 ml
bretreatment121 4.2 ml

Iicroparticies] MUKPOUYACTULbI, CEHCMBUNN3NPOBAHHbIE
BUPYCHbIM nn3aToM CMV (wTtamm AD169), B TRIS-6ychepHom
(h13M0N0rNYecKoM pacTBope. MuUHUMabHAA KOHLIeHTpaLus:
0.08% TBEpAoro Bellectsa. KoHcepBaHTbl: ProClin 300 u
NPOTVBOMUKPOGHbLIE NpenapaThb.

ICONJUGATE 1AKPM/IMH-MEUeHbIli KMHBIOTAT aHTuTen K IgG yenoseka
(MbIWKWHBLIX) B MES-6ychepe. MMHUManbHas KOHUEHTpauus:

44 ng/mL. KoHcepBaHTbI: asug Hatpus ¥ NPOTUBOMMUKPOGHbIE
npenaparbl.

Pre-TREATMENT 11 1PeareHT npeaBaputesnisHoil 06paboTku
1, cogepxawmii TRIS-6ycep, KoHcepBaHTbl: ProClin 300 n
NPOTUBOMUKPOGHbIE NpenapaTbi.

|pre-treatment|2| pasnrint NPEABAPUTENbHON 06paboTKN 2.
cogepxalimini BupycHblii nusat CMV (wtamm AD169) B TRIS-
6ycbepe. KoHcepBaHTbl: ProClin 300 1 NpOTMBOMUKPOGHbIE
npenaparsl.

Mpenynpe>kaeHUs 1 Mepbl NPeAO0CTOPOKHOCTH
n
e [nsa guarHoctuku In Vitro

Mepbl NPeaocTopo)KHOCTH

A BHUMAHWE: [aHHblii NPOAYKT COAEPXUT MOYYEHHbIE

OT YenoBeka Uy NoTeHUManbHO NHAEKLMOHHbIE KOMNOHEHTbI. CM.
pasgen PEATEHTbI gaHHOW MHCTPYKUMM NO NpUMeHeHuo. Hu oguH
13 U3BECTHbIX METOA0B TECTUPOBAHUS HE MOXET rapaHTMpoBarb, YTO
6romaTepuanbl YenoBeka UM UHaKTUBMPOBAHHbIE MUKPOOPraHU3Mbl
He NepeHooAT MHekumo. MNoaTomy Bce Guomartepuasbl YenoBeka
cnepyeT cuutatb NOTEHUUANBHO MHAEKLMOHHBIMW. PekomeHayeTcs
obpallarbcs ¢ peareHTamy 1 obpasuamu, noayyYeHHbIMU OT
yenoBeka, B COOTBETCTBMM cO CTaHAapTOM MO O6paLLeHnto ¢
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rEMOKOHTaKTHbIMW NaToreHamu, paspaboTaHHbIM YnpaBneHuem
CLUA no oxpaHe TpyAa M NPOMbIWAEHHON rurneHe (OSHA). Mpu
pa6oTe ¢ mMaTepuanamm, KOTopble COAepXaT WU MOryT cofepxaTb
MHDEKLVOHHbIE 3/IEMEHTBI, CnefyeT cobnogats npasuna
6ronormyeckoii 6e30NacHOCTA, YPOBEHb 2, WK UCMO/b30BaTh
apyrve mMeTofbl obecneveHns 61onornyeckoin 6esonacHocTu.

Creayowye npeLynpexaeHs n Mepbl NpefoCTOPOXKHOCTY
NTHArOTra K IMICROPARTICLES 1) jPRE-TREATMENT |1j ] JPRE-TREATMENT |2 j

(€))

NPEAYMNPEXAOEHNE  CoAepXuT MeTU/IM30TUa30/10HbI.

H317 MoXeT BbI3blBaTb asi/iepruyeckyto
KOXHYI0 peakLuio.

MNpepoTBpalleH e

P261 M3beraTb BAbIXaHWUS TymaHa/napos/
asposonei.

pP272 He BbIHOCUTbL 3arpsi3HEHHYIO ofexzay C
paboyero mecTa.

P280 Monb3oBatbesa 3aLMUTHBIMKU NepyaTkamu/
3aluUTHON oaexaoi/cpeacTBaMn 3alumThbl
rnas.

PearvpoBaHue

P302+P352 NPV MONAJAHNA HA KOXXY: MpombITh
60/1bLUIMM KO/IMYECTBOM BOAbI.

P333+P313 Mpn pasgpaxeHun KOXn W NosBAeHnn
cbinu: O6paTnTbCs K Bpady.

P362+P364 CHATb 3arpsa3HeHHYI0 ofexay u
BbICTUPATb €e Mnepej UCMo/b30BaHNEM.

YTunnsaums

P501 YTunusupyiite cogepxumoe/koHTeliHep B

COOTBETCTBUM C CaHWUTapHLIMX HOpMamm
P® (CanlMuH 2,1.7.2790-10 ot 09.12.2010),

Cnegylowpe npegynpexaeHns n Mepbl NpefoCcTOPOXHOCTM
oTHocATeS K. lconjugatFl

<>

NPEAYMNPEXAEHVUE  CopepxuT OKTUAEHUNOBbIA acmp
NOSIMITUNEHTIMKONA U a3nf, HaTpus.

H319 BbI3blBaeT Cepbe3Hoe pasfpaxeHune rn1as.

EUH032 Mpn kOHTaKTe € kMcrnotamu obpasyetcs
BbICOKOTOKCUYHBbINA ras3.

MNpepoTtBpatlleHne

P264 Mocne paboTbl TLWATENLHO BbIMbITb PYKM.

P280 Monb3oBatbcs 3alWUTHbIMK NepyaTkamu/
3aluUTHON oaexaoi/cpeacTBaMn 3alumTbl
rnas.

PearvpoBaHuve

P305+P351+P338 NP1 NONALAHNW B IN1A3A: OCTOPOXHO
NPOMbITb BOAON B TEYEHUE HECKOsbKUX
MUHYT. CHSATb KOHTaKTHbIE NINH3bI, ecin
Bbl UMW NOJIb3yeTeCb U eCin 3TO SIerko
caenatb. MNpoAo/KMTL NPOMbIBaHKE [N1a3.

P337+P313 Ecnun pasgpaxeHune rnas He nNpoXoamT:
Ob6parnTbes K Bpauy.

Ytunusauuys

P501 YTunusnpyirte cogepxumoe/koHTeliHep B

COOTBETCTBUM C CaHUTapPHLIMU HOpMaMU
P® (CanlMuH 2.1.7.2790-10 ot 09,12.2010),

MacnopTta 6e3onacHOCTU AOCTYMHbI Ha caiite
www.abbottdiagnostics.com nan y MecTHoro npeacrasmtens.
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Moapo6Hyo MHOPMaLMI0 0 HEOBXOANMbIX Mepax
npefoCTOPOXHOCTY NpW paboTe ¢ aHaIM3aTopoM cM. B PykoBogcTse
no akcnnyatauun Alinity ci-series, Pasgen 8.

O6paLleHre ¢ peareHTamm

» Tocne nonyyeHns Habopa PacrnonoXuTe HEBCKPbITYI KOPOGKY
3e/1eHOl NO/I0COI CBEPXY M akkypaTHO nepeBepHWTE k cebe
n o1 cebs (Ha 180 rpagycoB) 5 pas, 3aTem pacrnosioxuTe
KOPOGKY 3€e/1eHOii Nosocoii CHU3Y 1 CHOBa NepeBepHUTe
K cebe n o1 ceba (Ha 180 rpagycos) 5 pa3. B pesynbrare
XUAKoCTb ByaeT paBHOMEPHO pacnpefeneHa no BHYTPeHHel
NOBEPXHOCTN (PN1aKOHOB, HAXOAALLMXCS BHYTPU kapTpuaxa. Mpu
TPaHCMOPTUPOBKE peareHToB MMUKPOYACTMLbl MOTYT OCECTb Ha
MeMGpaHy KpbILLKW peareHTa.

- TocTaBbTe OTMETKy Ha ynakoBKe peareHTta, 03HauaLLyto,
4TO OHa Gblna NepeBepHyTa B COOTBETCTBUM C
VHCTPYKLMAMU.

» Tocne nepemelunBaHUsA 1 Nepef UCNONb30OBaHNEM OCTaBbTe
KapTPUAX peareHTa Ha 8 YyacoB B BEPTUKa/IbHOM MOMIOXEHUN A0
MCYE3HOBEHMUS Ny3bIPbKOB, KOTOPble MOMM 06pasoBaTbCcs Npu
nepemeLUMBaHum.

* Ecnu KapTpux peareHTa ONpOKWHY/CA, NpuBeauTe ero
B BEPTVKaUIbHOE MOJIOXEHVEe 1 ocTaBbTe Ha 1 yac Ao
MCYE3HOBEHMSA My3bIPbKOB, KOTOPble MOMM 06pa3oBaThbCs.

* PeareHTbl NofBepXeHbl POPMUPOBAHMIO MEHbI 1 MY3bIPbKOB.
My3bIpbkn B peareHTe MOryT nomeluatb OnpeAeneHnto
YPOBHSI peareHTa B KapTpuaxe 1 NPUBECTU K HeLOCTaTO4HOM
acnmpauumn peareHTa, KoTopas MOXeT 3HauMTeNlbHO B/USATb Ha
NpaBW/IbHOCTb Pe3y/bTaTos,

¢ Ha 6opTy aHanunsatopa He fomKHO 6bITb 6onee oaHol cepun
peareHToB.

Moapo6Hyo MHGopMaumio 06 obpalleHnn ¢ peareHTamMu npu

paboTe C aHa/M3aTOpPoOM CM. B PyKOBOACTBE MO 3KCMayaTauuu

Alinity ci-series. Pasgen 7.

XpaHeHve peareHToB

Makcumans-
Temnepatypa Hoe BpeMs  [JONONHUTESIbHbIE VH-
XpaHeHus XpaHeHus CTPYKLUM MO XpPaHEHWIO
HesckpbITbil 2 - 8'C o XpanuTe B
KapTpuask OKOHYaHUA  BEPTUKa/IbHOM
cpoka NOJIOXEHUN.
rogHocTu Ecnn kaptpuax
XpaHusncsa He
BEPTUKA/IbHO, aKkKypaTHO
nepeBepHUTE KapTpuaK
10 pa3 v nepeg,
1CMNO/Ib30BaHNEM
ocTaBbTe Ha 8 Yacos
B BEPTUKa/IbHOM
NOJIOKEHNN.
Ha 6opTy Temnepatypa 30 aHeii

B cucteme
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Makcumans-
TemnepaTypa Hoe Bpems  [l0NOMHWUTENbHbIE WH-
XpaHeHus XpaHeHus CTPYKLMM NO XpaHeHUto
BCKpbITbIl 2-8C Jo XpaHute B
KapTpuaA( OKOHYaHWSA  BEPTUKASIbHOM
cpoka NONOXEHNN.
roaHocTn Ecnn kapTpuax
XpaHuncs He
BEPTUKaIbHO,
yTUAn3npyiTe
KapTpUOX.
He ncnonbayiite
NOBTOPHO
KPbILWKN peareHTa
npovssoauTens

Wn 3aMeHsieMble
KPbILLKW BBUAY pycKa
KOHTaMUHaLum

1 BO3MOXHOCTU
HapyLueHns paboumnx
XapaKkTepucTuk
peareHTa.

PeareHTbl MOXHO XpaHWUTb Kak Ha 60pTy CUCTEMbI, Tak U BHe

ee. lNocne n3BneYeHUs peareHToB M3 CUCTEMbI XpaHWUTe UX B
BEPTVKa/IbHOM MONOXEHUN C HAAETbIMW HOBbIMW 3aMEHSEMbIMU
KpbiWKamun npu Temnepartype 2 - 8'C. PeareHTbl, XxpaHsLumecs

BHE CMUCTEMbI, PeKOMeHAYeTCs XpaHuTb B DabpuuHbIX 10TKax n
ynakoBkax s obecrneyeHns BepTUKasIbHOTO MOMOXEHUS.
Moapo6HY MHOPMaLMIO O BbIrpy3Ke peareHToB U3 CUCTEMbI CM. B
PykoBoacTBe no akcnnyatauumn Alinity ci-series. Pasgen 5.

[Mokasatenn nop4yun peareHToB

Ecnu 3HaueHne KOHTPONS BbIXOAUT 3a Npefesibl YyCTaHOB/IEHHOIO
[AnanasoHa, 3T0 MOXeT CBUAeTeNbCTBOBaTb O NOpYe peareHToB.
Pe3ynbTarbl COOTBETCTBYIOLMX UCCNEA0BAHWUA HEBEPHbI, 1 06pasLibl
cnepyeT uccnefoBaTtb NOBTOPHO.

WHcbopmaumio 06 ycTpaHeHUn HeucnpasHOCTeNR cM, B PykoBofcTee
no akcnnyataumu Alinity ci-series, Pasgen 10.

| NMPOLUEAOYPA PABOTblI HA AHAJTIM3ATOPE
Heobxoaumo yctaHoBUTL chaiinbl TecTa Alinity i CMV IgG Avidity
nepej npoBefeHnem TecTa Ha aHanusatope Aiinity i.

MaHenn TecTa, (haiifibl pacyeTHbIX TECTOB M NpaBsuia NOBTOPHOrO
nccnefoBaHus GyflyT ycTaHOB/IEHbI aBTOMATUYECKV NpW yCTaHOBKe
CMV Avidity (chaiin Tecta 3000) BMecTe C NEPEUNCIEHHBIMU HUXE
Tpebytowymucs dainamm TecTos:

+ CMVigG R
« CMV IgM
«  CMV Avil
. CMV Avi2

He n3sMeHsaliTe napamMeTpbl TecTa A1t TECTOB, HAUYMHAKOLLMXCS C
“zz" nnn “CMV Avi”.

Moapo6Hyto nHopmaumio 06 yctaHoBke (haiina Tecta, NpocmoTpe
1 pefakTMpoBaHUM NapaMeTpoB aHasusa cM. B PykoBoacTBe no
akcnnyataumm Aiinity ci-series. Pasgen 2.

WHchopMaumio 0 BbIBOAE Ha NnevaTb napameTpoB aHasiusa cMm. B
PykoBoacTee no akcnnyartauuu Alinity ci-series. Pasgen 5.
Mogpo6Hoe onvcaHve npoleayp paboTbl C CUCTEMOI CM. B
PykoBoacTee no akcnnyatauumm Alinity ci-series.

| CBOP OBPA3LA V1 MOATOTOBKA K AHANN3Y

Tunbl o6pasLoB

MepeuncneHHble HUXe TUMbl 06pa3LoB Gbln BepuULMPOBaHbI
Ha NpUroAHOCTb K MCMOJ/Ib30BaHWIO B JaHHOM TecTe Ha cucTemax
ARCHITECT i System.
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[pyrue Tunbl 06pasuLoB 1 NPO6GUPOK Ana cbopa 06pa3LoB He Obinn
BEPUCHLIMPOBaHbI HA MPUrOAHOCTb K UCMO/Ib30BaHUI0 B AaHHOM
TecTe.

Tunbl 06pasLoB
CbIBOpPOTKA KPOBM

Mpo6upkn ans céopa o6pasLos
CbIBOPOTKA KPOBM

Mpo6upkn 4151 CbIBOPOTKM KPOBM
0 pasgenuTenibHbIM renem
Mnasma kpoBun NnTnii renapuH

NnTtnii renapuH (Npobmpkm
AN nnas3mbl KPOBM C
pasgenuTtesibHbIM reniem)
Kanuesas conb EDTA
Lntpar Hatpua

Hatpwit renapuvH

* Pabouve xapakTepuCTUKV TecTa He yCTaHOBJIEHbI [/1A C/lyYaeB
nccnefoBaHns 06pasLoB TPYMHON KPOBM MM NMOGLIX XUAKOCTel
opraHv3ma, Kpome CbIBOPOTKW W Mnasmbl KPOBW YesioBeka.

* Kugkue aHTUKoarynsiHTbl MOryT faBaTb 3PeKT pasBefeHus, YTo
MOXeT MPUBECTU K 3aHVKEHHbIM 3HAYEHUAM KOHLIEHTpauuii B
oTfeNbHbIX 06pasLiax, NosyYeHHbIX OT NaLMeHTOB.

* [lna aHanmsaTopa He NpeAycMOTPeHa onuus Bepudmkaumum
TUNOB UCMOMb3yeMbIX 06pasLoB. B 06s13aHHOCTM onepaTtopa
CUCTEMbI BXOAWT MpOBepka NpaBU/IbHOCTU TUMOB 06Pa3LioB,
MCMOsb3yeMblX B TECTE.

* [ins onpepeneHus aBMgHOCTM obpasua TpebyeTcs peakTUBHbIN
pe3ynbTaT UccnefoBaHns CoOTBETCTBYIOLEro obpasya B TecTe
Alinity i CMV 1gG, Tak kak aHanusatop Alinity i ucnons3yet ero
Ana Bblbopa NpaBWIbHOMO NMPOTOKONa pasBefeHns Tecta
Alinity i CMV 1gG Avidity. [ns 3Toro Hago 3akasatb
aBToMaTMYeckme nmaHenun TecTa, COCTOALLME MO KpaviHein mepe
13 Alinity i CMV 1gG 1 Alinity i CMV IgG Avidity,

¢ HactosATenbHO pekomeHAayeTcsa nccnegosaTb B TecTe Alinity |
CMV IgG Avidity Tonbko peakTBHble Ha CMV IgM o6pasupl.
[Ana 06pa3uoB C HU3KMMWN 3HAYEHUAMWN KOHLeHTpauuin Alinity
i CMV IgG B gnanasoHe 6-15 AU/mL 310 obs3atenbHoe
TpeboBaHue.

CocTosiHMe o6pa3LoB
¢ He ucnonbayiite:
- 06pasLpl, MHaKTUBMPOBaHHbIE HarpeBaHueM
nyn1poBaHHble 06pasLibl
- CWIbHO reMonn3npoBaHHble 06pasLbl
06pasLpl C ABHON MUKPOBHON KOHTamuHaumeln
e YT06bl NOMYUYMTb NpaBWU/bHbIE pe3y/bTarbl, 06pasLbl
CbIBOPOTKM W Nnasmbl KPOBW CriefyeT OTAeNUTb OT thmnbpuHa,
3pPUTPOLMTOB U APYrMX TBepAbIX yacTul. O6pasLibl CbIBOPOTKM
KPOBW MaLMEHTOB, MOJTyHAIOLMX aHTUKOAry/ISLMOHHYIO WK
TPOMGOIMTUYECKYIO TEpanuio, MOryT cofepxaTb MbpuH B
pe3yfbTare He3aKoH4YEHHOro 06pa3oBaHUA CryCTKOB.
*  PeKoMeHAyeTCs UCMO/b30BaHNe OAHOPA30BbIX MUMNETOK
1 HaKOHEYHWKOB A1 NUNETOK A NpefoTBpaLLeHuns
nepekpecTHol KOHTaMUHaLMW.
* Bce o6pa3subl (KOHTPONM ¥ 06pasLpbl NALMEHTOB) LOMKHbI ObITh
nccnefoBaHbl B TeueHWe 5 4acoB nocse 3arpysku Ha 6opt
aHanmsatopa Alinity i.

MoarotoBka K aHanusy

e CnepyViTe MHCTPYKUMSAM WU3roToBUTENS Npobupok ans céopa
06pasLo.. MNpy NoaroToBKke 06pPasLOB K TECTUPOBAHUIO
rPaBUTALMOHHOIO pasfesieHnst HefoCTaTouHO.

* B o6pasuax He [JOMKHO GbiTb My3bIpbKOB. YAanuTe ny3blpbKiu
annaukaTopoM A0 Havana TecTupoBaHus. Vcnonbayiite
HOBbIV annaukaTop 418 kaxaoro obpasua, 4Tobbl n3bexartb
NepekpecTHol KoHTaMUHaUmK.
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[na nonyyeHUs COracoBaHHbIX Pe3y/ibTaToB PekoMeHayeTcs
NpoBOAUTL MOBTOPHOE LIeHTPUChYrMpoBaHne obpasLos nepes
TecTupoBaHUeM, ecnu

*  OHM cogepxart MbpVH, 3pUTPOLIUTLI UK Apyriue TBepAble
yacTuupl

* TpebGyeTcs NOBTOPHOE WUCCMEefoBaHMe.

MPUMEYAHWE: Ecnu o6pasupl cogepxar mbpuH, 3puTpoLnTbl

Wn apyrvie TBepAble YacTuLbl, Nepemeluaiite Ux Ha BOpTekce

Ha HU3KOI CKOpoCTW unn nepeBepHyB 10 pa3 nepep, NOBTOPHbLIM

LieHTpudpyrvpoBaHmem.

MoaroToBbTe 3aMOPOXEHHbIE 06pas3Libl cneayowyM 06pasom:

» T[lepep nepemeluMBaHMeM 3aMOPOXeHHblE 06pasLibl HEOGX0AUMO
NOJIHOCTbIO Pa3MOPO3UTb.

» TuwartenbHO NepemMeluLaiTe pasmMopoXeHHble o6pasLibl Ha
BOPTEKCE Ha HW3KOW CKOPOCTW WM akKypaTHO nepeBepHyB
npo6upkn 10 pas.

¢ BusyanbHo npoBepbTe 06pasupl. Ecnu Habnopaetcs
paccrioeHve nnu ctpaTtudukauus, noeTopsiiTe nepemelumBaHme
[l0 Tex rop, noka o6pasLibl He CTaHyT BU3yaslbHO OAHOPOAHBLIMU.

* HepgocTaToyHoe nepemelLviBaHWE 06pasLOB MOXET NPUBECTU K
NOJTYYEHWIO HETOUHbIX Pe3y/bTaToB.

* PekomeHayeTCsi MPOBOAWTL MOBTOPHOE LieHTpuddyrmpoBaHmne
06pasLoB.

MoBTOpHOE LeHTpKyrpoBaHe 06pasLIoB

¢ TlomecTuTe 06pasLpbl B LEHTPUYXHbIE NPOBVPKN 1
ueHTpudpyrupyiite He meHee 100 000 A-MUHYT,

* TpuMepbl NPUEM/IEMbIX 3HAYEHWI BPeMeHU 1 CUMbI
npeacTasieHbl a Tabnuue HUXe.

Bpems LieHTpUyrMpoBaHns paccumTbiBaeTCA Ha OCHOBE
3HauveHuii BCE no dhopmyne:

MuH1ManbHoe Bpemst 100 000 A-MUHYT

LeHTpudyrmpoBaHms (MUHYTbI) = BCE
Bpems noBTopHOro
LieHTpudpyrmposaHms
(MVHYTbI) RCF (x n) [O-MVHYTbI
10 10 000 100 000
20 5000 100 000
40 2500 100 000

BCE = 1.12 X I'tax (rpm/1000)
BCE - OTHocuTenbHasA LieHTpobexHas cuna,
BO3HMKaOLWasa npu LeHTpUdyrnpoBaHum.
CkopocCTb BpaLleHust (060poTOB B MUHYTY)
poTopa, B KOTOPOM PacrosioxeHbl 06pasLibl
(rpm 06bl4HO 0603Ha4YaeTca Ha umcpoBoM
MHAMKaTope LeHTpudyrn).

OTcyeT BPEMEHN MPOUCXOAUT C MOMEHTa
[OCTMKeHNUs poTtopom Tpebyemoit BCE wnm
rpm O Havasia CHWXKEHWS CKOPOCTW.
Paguyc potopa B MUIIMMETpAX,
MPUMEYAHWE: Ecnn ucnonb3yoTcs
creunasibHble Jepxarenin npobupok
(Hanpumep, gepxatenu, He yKasaHHble
npovssBoauTenemM LeHTpudyru), To
cnefyeT U3MepuUTb 3Ha4YeHne paguyca

B MUAMMeTpax (rrax) BpyyHy K
paccuntatb BCE.

EfavHuua nsmepenus, npegcTtasnsioLias
co6oii npoussegeHne BCE (k o) n
BPEMEHU LeHTPUdDyrMpoBaHns (B MUHyTax).

rpm -

Bpems
LieHTpuddyrnposaHus -

A-MUHYTbI -

[lns TecTMpoBaHUs NOMECTUTE OYMLLEHHbI o6pasel, B
yalleuky s o6pasLoB WM BTOPUYHYKO NPo6upky. Ecnu nocne
LeHTpudyrmpoBaHns B obpasue npucyTCTByeT ANNUAHbIG

cnoii, nepeHecuTe B Yalleyky A1 06pa3LoB UM BTOPUUHYIO
Npo6MPKY TONBLKO OYULLEHHbI obpasel, 6e3 NnMnemmyeckoro
Matepuana.
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XpaHeHne obpasLoB
YcnoBus xpaHeHnst 06pasLoB Gbl BEpUULMPOBaHbI HA cucTeMe
ARCHITECT i System,

Makcu-
MaslbHOe
Bpems CneumasibHble UHCTPYK-
Tun obpasua Temneparypa XpaHeHus  Lwn
CbiBOpoTka/  KomHaTHas 3 oHA O6pasLbl MoryT
nnasma Temneparypa XpaHUTLCS €O
KpoBmn (15 - 300) cryctkamu,
spuTpoumTamu,
pasfenuTesibHbIM
renem wm 6es.
2-8C 14 pHeit O6pasLbl MoryT
XpaHUTLCA CO
cryctkamu,
apuTpoumTamu,
pasfenuTenbHbIM

renem wnm 6es.

Ecnun TpebyeTcst XpaHuTb 06pasLibl A0/bLie MaKCUMasbHOro
BPEMEHW XpaHeHus npu Temnepatype 2 - 8'C win npu KOMHAaTHOM
Temneparype, crnegyeT OTAeNUTb CbIBOPOTKY WM Niasmy KpoBu

OT ClyCTKOB, 3pUTPOLMTOB WU Pa3fefIMTe/NbHOrO refd u XpaHuTb
06pasLpbl B 3aMOPOXEHHOM COCTOSHMK (Npu Temnepatype -10'C wam
HUXe).

He nposogute 6onee 6 LMKI0B 3aMOPO3KN/PasMOPO3KU.

TpaHcnopTUpoBKa 06pasLoB

YnakoBblBaiiTe 1 Mapkupyiite o6pasiibl B COOTBETCTBUM C
roCyAapCTBEHHbIMM, (heaepasbHbIMU Y MEXAYHAPOAHLIMM
Tpe6oBaHNSAMU MO TPAHCMOPTUPOBKE K/IMHUYECKUX 06Pa3LOoB K
MH(EKUMOHHBIX BELLECTB.

I MPOLEEAYPA

MpepoctaBnsieMble maTepuanbl
07P43 CMV aBugHocTb aHTuten IgG PeareHTbl (Alinity i CMV IgG
Avidity Reagent Kit)
Heob6xoaumble, HO He nNpefocTaB/ISeMble MaTepuanbl
Aiinity i CMV igG Avidity nakeT dhaiinos Tecta
07P4310 CMV aBugHOCTb aHTuTen IgG KOHTPOsibHble MaTepuasibl
(Alinity i CMV 1gG Avidity Controis)
07P42 CMV aHtutena igG PeareHTbl (Alinity i CMV igG Reagent Kit)
07P4201 CMV aHtutena IgG Kanuépatopsbl (Alinity i CMV igG
Caiibrators)
07P4210 CMV aHTtuTena IgG KoHTponbHble Matepuanbl (Alinity i
CMV igG Controls) nnn apyroit KOHTPONbHbIA MaTepuasn
07P44 CMV aHntutena IgM PeareHTbl (Alinity i CMV IgM Reagent
Kit) (onuus)
07P4401 CMV antutena IgM Kanuépatopsbl (Alinity i CMV IgM
Calibrator) (onuws)
07P4410 CMV aHTtuTena IgM KoHTponbHble matepuanbl (Alinity i
CMV IgM Controls) unu gpyroii KOHTPOSbHbIA MaTepras (onuus)
06P1160 Pacteop Tpurrepa (Alinity Trigger Solution)
06P1265 PactBop npe-Tpurrepa (Alinity Pre-Trigger Solution)
06P1368 KOHLEHTpYpOBaHHbI NpomMbiBatoLmii Gychep (Alinity
i-series Concentrated Wash Buffer)
WHdopmaumio o matepuanax, HeobxoanMbIX 41 paboTbl
aHanmsaropa, cMm. B PykoBoacTtBe no akcnnyatauum Alinity ci-series.
Pazpnen 1
NHdopmaumio o matepuanax, HeobxoauMbIX 41 npoueayp
TEXHMYECKOro 06CnyxmBaHus, cM. B PykoBoAcTBe No akcniyatauum
Alinity ci-series. Pa3gen 9.

Mpoueaypa aHanunsa
Mogpo6Hoe onucaHne npoueaypbl NPOBEAEHWs TecTa CM. B
PykoBoacTtse no akcnnyatauum Alinity ci-series. Pasgen 5.
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¢ HactosaTenbHO pekoMeHAyeTCs MCnonb3oBaTb aBTOMaTUyeckne
naxenun B TecTe Alinity i CMV IgG Avidity, nockonbKy 370
rapaHTupyeT NpaBu/bHOOTbL BblGOpPa CTyneHeW uccnenoBaHus
Ha CMV 1 NpOTOKONOB pa3BefeHns, HeobXoAMbIX 415
onpefeneHns aBngHoCTN. CM. PUCYHOK Huxke. [18 nonyyeHuns
nHopMaLmmn o 3akase TectoB Ha CMV ¢ nononb3oBaHunem JINIC
(xocTa) obpaTtuTecb B komnaHuio Abbott.

MaHerbTecTa  MocrienoaaresisHocTbiecTa

oweivsay IVIGR ovpAmELY .
QHy  eyVIBCep0i 30He W PEsKIVEHL A »OW IgG Avidity
ecn €CU B GO/ 30He
CMVQ>M>A« OW IgGn,Ne” vBHbIA AMM«!HACMY IgGAIdty
€07V BOgPOA 30He [So37]
CMWWBG>AV QW [avikv peakiverb (™ APLILLBHBIR CMY IgGAdty

OWGA«  QWIEGR- SOV P U -> QW IgGAlidty

NHdopmauymto 06 obecneyeHun goctaToyHOro obbema obpasua
nauveHTa npu UCMosib30BaHUM NEPBUYHBIX UM &SIMKBOTHBIX
npobupok cMm. B PykoBoacTtee no akcnnyatauun Alinity ci-series.
Paznen 4.

W3 opHoli yaweukn gns obpasuoB MOXHO 6paTb 06pasubl Ans
nccneposaHusa B Tectax Alinity i CMV IgG, Alinity i CMV IgM, a
TaKkke Ana OAHOro TecTa Ha onpegeneHune asuaHocTy Alinity i
CMV IgG Avidity. ECnn HyXHO NOMy4nTb HECKOMbKO pe3ynbTaroB
aBMAHOCTY OJHOrO M TOro Xe obpasua naumeHta, nomectute
COOTBETCTBYIOLLIEE KOMIMYECTBO Yalleyek A/i ob6pasLos,
MOMEeYeHHbIX PasHbIMK LUTPUXKOAAMU, C &/IMKBOTAMU 3TOrO
obpasua Ha 60pT aHanusaropa.

YT06bl MUHUMM3NPOBATL 3hchekTbl ncnapeHus, nepes
npoBsefeHnem TecTa ybeanTech, YTO B Yalleyke [/11 o6pasLos
NpuUCyTCTBYET AOCTaTOuUHbI 06bem obpasua.

MakcrnmanbHOe KONM4ecTBO NOBTOPHLIX NPO6 U3 0f4HON U Tol
Xe valleukn ans obpasyos: 1

- NpuvoputeTHas 3arpyska:

- O6bem o6pasua ana kaxgoro  Tecta: 300 pL ana
NosIHOro nccnegoBaHusinaHenu B Tecte Alinity i CMV ¢
MCcnonb3oBaHMEM OfHON yalleyku ais obpasuos

- S3 yacoB B cuCTeMe ynpaB/ieHVs peareHTamu n
obpasuamm:

o O6bem o6pasua [aa Kaxaoro Tecta: 300 pL pnA
nosIHOro nccnegosaHusnadHenn B Tecte Alinityi CMV ¢
MCNONb30BaHNEM OfHOW vallueyku aAna obpasLos

- >3 yacoB B cUCTeMe ynpaB/ieHus peareHTamu u
obpasuamu:

» Tpebyetca [LONOSTHUTENbHBIN 06bem obpasua.
WHchopMaumio 0 xpaHeHun obpasua Ha 6opTy CMm.
B PykoBofctBe no akcnayaTauum Alinity ci-series.
Pasgen 4.

Ecnn pesynbTar nepBoHayasibHOrO Tecta COOTBETCTBYIOT
KpUTEPUAM NOBTOPHOrO MCCNeAoBaHUA NaHenn TecTa,
aHanmsatop Alinity i reHepupyeT 3aka3 Ha NOBTOpHOE
nccneposaHne. TecTbl, 3annaHMpoBaHHble Ha NOBTOPHOE
ncecnefoBaHne, oTobpaxaroTca Ha akpaHe “3akasbl”

(Bknagku "Bce 3akasbl" 1 "TIOBTOpHbIE MccneaoBaHnsa") un
"Cratyc obpasua”. OHM nomevaroTcs kogom R (noBTOpHOE
nccnegosaHune). Cuctema no3BosnseT KoH(UrypuposaTtb
hyHKUMIO aBTO3abopa 06pas3LoB 415 NMOBTOPHOrO UCCNeA0BaHUS.
Ecnun chyHKumA aBTO3abopa 06pa3uoB A5 MOBTOPHOTO
ncecnefoBaHna He KOHMrypuposaHa, TOT obpasell, 4/19 KOToporo
TpebyeTcs NOBTOPHOE UCCnefoBaHve, AO/MKEH ObiTb 3arpyxeH
CHoBa.

A Abbott



¢ 3aka3 Ha NnoBTOpHOe uccnefosaHue B TecTe “CMV IgG R 6yaet
pasmelleH 19 06pasLoB, pesynbTar UCCef0BaHNA KOTOPbIX
B TecTe Alinity i CMV IgG cocTtasnsiet > 250 AU/mL. 3tn
o6pasLpl byayT passefeHbl aHaM3aTopom B nponopuumn 1:10
1 aBTOMaTUYeCKN 1ccnefoBaHbl NOBTOPHO. OHM MomMevatoTces
kofamun D (passefeHve) n R (NOBTOpHOE uccrefoBaHue).

*  VHcopmauuio 0 NOAroToBKE U UCMO/b30BaHUN
CM. B MHCTPYKLWKU MO NpuMeHeHnio k CMV aBuHOCTb aHTUTen
19G KoHTponbHbIM MaTepuanam (Alinity i CMV 1gG Avidity
Controls).

¢ WHdopmaumto 06 obLwmx npasunax pabotbl cMm. B PykoBoacTse
no akcnnyartauum Alinity ci-series, Pasgen 5.

e [1nA QOCTUXEHWS ONTUMAaIbHOrO pesy/ibTaTta BaXHO CriefoBaTb
CTaHAapTHbIM MpoLieypaM TEXHUYECKOro 06CAYXMUBaHUSA, CM.
PykoBoacTBo no akcnnyatauuu Alinity ci-series, Pasgen 9.
Ecnu npasuna paboTbl B Balleii nabopatopum TpebytoT 6onee
4acToro TEXHUYECKOro 06CyXu1BaHus, cneayinte nNpuMHATON
npaxTuke.

Mpoueaypbl pasBeneHnss o6pasyos
O6pasLibl HE06X0AMMO Pa3BOAWTL BPYUHYHO A0 Havana
nccnefoBaHust 06pasuoB B TecTe Aiinity i CMV igG Avidity.

Kann6poska
[na tecta Alinity i CMV igG Avidity kannbpoBka He TpebyeTcs.

Mpoueaypbl KOHTPONA KavyecTBa

PekomeHfyemble Tpe6oBaHMA MO KOHTPO/IO kauecTBa TecTa

Aiinity i CMV igG Avidity 3akntouatoTcsi B TeCTUPOBaHWM N0 OAHOMY

KOHTPOSII0 BCEX YPOBHEN kaxzple 24 yaca, TO eCTb KaxAble CyTkM

aKcnnyaTaumu.

[JlononHuTtenbHble KOHTPONW CrefyeT TecTUpoBaTb B COOTBETCTBUM

C MEeCTHbIMM, roCyapCTBEHHbIMU M/Mnn eaepasbHbIMU 3aKoHaMK

UMM aKKpeAUTALVOHHBIMU TpeGoBaHUSMW U NOIMTUKON KOHTpONs

KayecTBa Balleil nabopatopuu,

» Ecnu TpebyeTcst HECKONbKO NMOBTOPOB UCC/IEA0BAHUA KOHTPOSEN,
obpaTute BHYMaHWE, YTO TO/IbKO OfHO OMpefeseHne aBuaHOCTU
MOXeT ObITb 3aKka3aHo /19 OAHOW yvalleykn Ans obpasLos.

« Ecnv npouenypbl Baleli nabopatopum TpebytoT 6onee
4acToOro MOHUTOPWHra KOHTPO/SA KayecTsa, cnefyiite NpuHATOl
npakTuke.

» Ecnu pe3ynbTartbl KOHTPO/A KauyecTBa He COOTBETCTBYIOT
NPUHATLIM KPUTEPUSAM, YCTaHOB/IEHHbIM Balleli naboparopueid,
3HaYeHUs pesynbTaToB TECTUPOBaHWS 06pasLoB NauneHToB
MOrYT 6bITb COMHUTENbHbIMW. CneaylitTe NPUHATLIM Balleii
nabopartopueli npoueaypam KOHTPonst kadectsa. VHdopmauwmio
06 ycTpaHeHun HeucnpaBHoOCTeli cMm, B PykoBoacTee no
akcnnyartauum Alinity ci-series, Pasgen 10.

» Tocne 3arpysku B CUCTEMY HOBOIi Cepuu peareHTa npoBepbTe
pe3ynbTaTbl KOHTPO/A KayecTBa U KpUTEPUN NpPUeMIeMOoCTU.

Mpu ncnonb3oBaHuM NOHGOro KOHTPONILHOTO MaTtepuana naboparopus

[o/mkHa y6enTbCs, YTO MATPUKC KOHTPOJILHOTO MaTtepuana

NpUrofieH AnA UCMosb30BaHWS B TECTE B COOTBETCTBUN C

VHCTPYKUMEN MO NPUMEHEHUIO K TecTy.

MoaTBep>kAeHVe 3asaBEHHbIX XapakTepucTuk Tecta

MpoTokonbl A1 NOATBEPXAEHUS 3asBNEHHbIX B MHCTPYKLMK

no NPUMEHEHNI0 XapakTepucTuK Tecta cM. B PykoBoacTee

no akcnnyartauumn Aiinity ci-series. Pasgen "MNoaresepxaeHve

3asB/IEHHbIX XapakTepPUCTUK TecTa".
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| PE3YNILTATHI
CoobLaloTes cnefytolme pesynbTarsl B 3aBUCUMOCTU OT
BbIGpaHHON NaHenu:

¢ Pesynbtar Tecta Aiinity i CMV 1gG B AU/mL.

e PesynbTar Tecta Alinity i CMV IgM ¢ MHAEKCHBIM 3HAYeHneM

(nnm S/CO).

¢ PesynbTar TecTa Aiinity i CMV IgG Avidity (“CMV Avi") B %Avi.
MPVMEYAHVE: MoryT coobuiaTbCcs pesynbTaThbl, BblpaKeHHble B
“AdjRLU" nnun pesynbTaTbl 13 haiinoB TecTa, HaumHatowmxea ¢ "zz".
3TO NPOMEXYTOUHbIE Pe3y/bTartbl, OHW He CYLLEeCTBEHHbI /11 OLEHKU
o6pasua.
Pacuer
AHnanuzatop Alinity i paccunTbiBaeT 3HaYeHWe aBUAHOCTM B TecTe
Aiinity i CMV 1gG Avidity ¢ ncnonb3oBaHnem cnegyoLiero ypagHeHus
1 COXpaHsieT pesynbTar.
Avidity [%] = 100 x (1- (CMV Avil/CMV Avi2)),

WNHTepnpeTayuus pesynbTaToB

Pesynbtar WHTepnpeTauma

< 50.0 %Avi Hu3kas aBugHOCTb
50,0 - 59.9 %Avi Cepas 30Ha

a 60.0 %Avi Bbicokasi aBugHOCTb

Pe3ynbTaTthbl, HAXOAALIMECS B CEPOI 30HE, HEMb3S KTMHUYECKM
MHTEPNPEeTNpOBaTh. PekomeHayeTcs cobpaTb BTOpoi obpasel, B
TeyeHne COOTBETCTBYIOLLErO BPEMEHM (Hanp., B TeueHue 2 Heaesb)
1 NOBTOPWUTb UCC/ef0BaHMe.

MHcopmaumio 0 KoHdomrypauum aHanmsatopa Aiinity i ans
MHTepnpeTauun 3HaueHuii B cepoii 30He oM, B PyKOBOACTBE MO
akcnnyatauun Aiinity ci-series. Pasgen 2,

WNHTepnpeTauua 3HauyeHuii B cepoii 30He U 3HAYEHWI BbICOKOWA
aBWMAHOCTW SIBMISIETCA HACTpauBaeMbIM NapamMeTpom 1
HacTpamBaeTcsi KOHEYHbIM MO/b30BaTENEM.

dnarn

Pe3ynbTarbl HEKOTOPbIX TECTOB MOTYT COMPOBOXAATLCS
nHchopmaumeli B none "®narn”. OnucaHme dnaros, KOTOpble MOryT
nosiBNATLCS B 9TOM nosie, cM, B PykoBOACTBE MO aKCnyarauum
Alinity ci-series. Pa3gen 5.

I OrPAHNYEHNA MPOLIEAYPI

* B [MNarHoCTUYECKWX Lensx pesynbTatbl cnefyet
MHTEPNPeTUpoBaTh C yY4eTOM APYrMX AaHHbIX; Hamp.,
pesynbTatamu apyrux Tectos (CMV IgG, CMV IgM),
KTIMHUYECKMMUN NPOSIBNIEHUAMU 1 [P,

« Ecnn pesynbtatbl Tecta CMV IgG Avidity He cOOTBETCTBYIOT
K/TMHUYECKON KapTWHe, PeKoMeHyeTCcs NMPOBOAUTbL
[ONoJHNTeNIbHOE TeCTUpOBaHWe /19 NOATBEPXAEHUS
pesynbLTaTos.
leTepoduibHblE @aHTUTENa B CbIBOPOTKE KPOBU YesloBeka
MOryT BCTynaTb B peakuuio C UMMYHOrN00y/IMHaM1 peareHTa,
nHTepcheprpys B MMMyHoaHanmse In V/fro.'® MauneHTsl,
Haxofslmecs B NPUBLIYHOM KOHTaKTe C XWBOTHbIMU /TM60 C
NpoAYyKTaMun CbIBOPOTKN KPOBM XWUBOTHbIX, B 60/bLUeEl CTeneHn
noasepXeHbl NoAo6HOM MHTepdepeHumn. Ons nocTaHOBKM
[AnarHosa MoXeT noTpe6oBaTbCcs [ONOMHUTEIbHAA UHGOpMaLWS.

* O6pas3sLbl, NoJlyYeHHbIe OT NAaLWEHTOB, KOTOPble MPUHUMAN
NlekapCcTBEHHbIe Mpenaparbl, N3roToB/IEHHbIE HA OCHOBE
MOHOK/IOH&/TbHbIX MbILLMHbBIX aHTUTES1, B AUArHOCTUYECKUX Wn
TepaneBTUYeCKMX Lensix, MOryT coAepxarb YefioBeveckme
aHTMTeNna NPoTUB MbIWMHbLIX aHTuTen (HAMA).'"M'O6pasuybl
naumeHToB, cogepxatwne HAMA, MOryT feMOHCTpMpoBaTb
aHOMaUlbHble 3HAYEHVS NPU UCCNefoBaHUN B TeCTax C
NpYMEHEeHNEM MOHOK/OHA/IbHBIX MbILLMHBIX aHTUTe.

Abbott



| CMNEUNPUNYHECKNE PABOYME
XAPAKTEPNCTUKU

B faHHOM pasfene npeAcTaB/ieHbl AaHHbIe N0 penpe3eHTaTUBHbIM
pa6ounmM xapakTepucTukam. PesynbTaTbl, MosyyeHHble B OTAENbHbIX
nabopaTopusix, MOryT OT/IMYaTbC OT NPUBEAEHHBIX AaHHbIX.

Ha ananuszartope Alinity i n cucteme ARCHITECT i System
MCMONb3YIOTCA OfHW U T€ Xe peareHTbl 1 COOTHOLeHuUs obpasua/
peareHTa.

Ecnu He ykasaHo Apyroe, BCe UCCef0BaHUA NPOBOAUINCH Ha
aHanusatope Alinity i.

BocnponssognumMocTb

Bocnpon3BogMmocTb BHYTpY nabopatopumn

Bbino npoBefeHo nMccneoBaHWe B COOTBETCTBUM C
pekomeHgauusamn gokymerTta CLSI EP05-A2.'® VccneposaHue
nNpoBOAMNOCL C MCMONb30BaHnem 3 cepuii CMV aBUAHOCTb aHTUTenN
1gG PeareHToB (Alinity i CMV IgG Avidity Reagent Kit) n 3 cepwii
CMV aBugHocTb aHTuTen IgG KoHTponbHbIX Matepuanos (Alinity i
CMV IgG Avidity Controls) Ha 1 aHanusatope. [lBa KOHTpons

1 3 naHenn nnasmbl KPOBW YenoBeka Oblnv NPOTECTUPOBAHbI He
MeHee Yem B 2 NOBTOpax 2 pasa B AeHb B TedeHue 20 gHel.

BHyTOM cepm (TOBTO-  BryTi riaGoparopm

PHEMOCTE) (o61Lpe)"
Kot ao %B
Ofpezety, B0 (%A) ao %8
Koo 3% 22 245 ni 247 1.2
H/BKOA (L97-319) (7.6-14.7)
aevIHCTU
Koo 3% 878 113 13 116 13
BbICOKO/ (0.60-1.81)  (0.7-2.1)
aB/IHCTU
Menl 356 122 2% 242 297 244
(248-377) (19.3-319)
Men2 36 549 1% 36 225 41
(144-327) (26-60)
Men3 3B 80 13 15 137 15
044-228 (05-26)

A BktoyaeT BapuabenbHOCTb BHYTPU Cepun, Mexay cepusimu n
MexXay AHSMM.

MuHuManbHoe 1 MakcumanbHoe 3HadeHuss CKO unn %KB ans
KaXKA0N KOMBMHaLMK cepun peareHTa v aHanusaropa.

CneundnyHocTb
[aHHoe nccnepoBaHve nposogwnocb Ha cucteme ARCHITECT i
System.
Bcero 6b1710 nccnegosaHo 492 obpasua oT 6epeMeHHbIX XEHLLUMH,
[ANarHoCTUPOBAHHbIX/TOCMNTAIM3NPOBAHHBIX NaLWEHTOB U
OTAENbHbIX N1L-A06P0BO/bHBIX AOHOPOB KpoBW. 33 o6pasua,
ncecnefoBaHHbIX NPYM NOMOLLM 060MX TECTOB, HaXoAUIUChL B cepol
30HE U He Y4MTbIBaINCb Npy pacyeTte cneundunyHocT. JaHHble
cneumuyHOCTN NpeacTaBneHbl B TabnuLe HUXe.
ARCHTECT emy IgG Avidity
Haono Haono
ngevest  Hokawid 95%1i paemvas  HiokHuld 95%14
creumdmy-  foBepuTeNb-  Crieudvy-  foBepUTESTb-

Kommepueckuii Tect

T o6pasua HOCTb Hbi Npenen HOCTb Hbi Npenen

Bepeverrbe ¥eHLyHsl  100.0% 9.1% D% B2%
(399/39) (397/399)

[yarHocTvposaHHbE/ 9%6.8% 89.0% BL% 9N5%

TOCTTa/3/POBaHHE B (61/63) (62163

MBELYEHTB|

LioHops1 Kposu 6. % 8% 1000% 8B4%

(29/30) (30/30)

[@511=2] DA% B2 P4% B%

(489492 (489492
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YyBCTBUTE/IbHOCTb
[laHHoe uccnepoBaHue npoBoaunock Ha cucteme ARCHITECT i
System.
B nccnepoBaHnn 1Ucnosib3oBanncb 06pasLpbl OT NaLMeHToB ¢
noaTeepXAeHHoN nepsituHoi CMV-iHchekuiielt. Bbinn nccnegosaHbl
TP KOMMEpUYeckMe CEepOKOHBEPCUOHHbIE NaHenu, Bcero 49
06pasyoB KpoBu, 37 M3 KOTOPbIX C MHekuymeli CMV B ocTpoii
ctagun. YysctBuTenbHocTb Tecta ARCHITECT CMV IgG Avidity 6bina
onpegeneHa kak 97,3% (36/37) (HWxHWI 95%-i AoBepUTENbHbINA
npegen: 85.8%) B cpaBHeHUW c 75.7% (28/37) uyBCTBUTENLHOCTU
KOMMepUeckoro Tecta (HWXHWA 95%-i foBepuTeNbHbIN npeaen:
58.8%). B Tabnuue Huxe npvBeAeHbl AaHHble nccnefoBaHus
CEepPOKOHBEPCUOHHBIX MaHene.

Kortso

[OHeli nooe ARCHTECT
repeoro  ARHTECT ARCHTECT QW IgG  Kommepuecknit

Obpeseyy oopa QWIgG  QWIgM  Avidty Tect
reHe/m Kposn [AUMLI [Index] [90A] [% aBraHocTH]
Hmien

aB/oHOCT . <60 <08 < 500 <%
HEPEBKTVBHb A

Ceper 30ra - 0.85-0.99 50.0-59.9 35-45
Boiookast

W >6.0 >1.00 >60.0 >45
peakvBHbIA

RP-003-01 1 81 160 10

RP-003-02 4 218 471 24

RP-003-03 8 511 570 105 -
RP-003-04 5 8.2 174 254 241
RP-003-05 % Al 144 247 312
RP-003-06 5] 912 129 04 279
RP-003-07 &b .0 120 318 26
RP-003-08 67 &1 118 R7 03
RP-003-09 Yz a8 108 379 50.2
RP-003-10 74 84 105 309 284
RP003-11 rel 0.3 107 405 3L0
RP-003-12 A &1 107 204 433
RP003-13 8 A7 115 40.3 26.7
RP003-14 b 871 106 51 457
RP-003-15 2] 8.4 102 249 4.t
RP01901 1 12 026

RP-(01902 5 11 024

RP-(01903 8 11 025

RP-01904 12 11 027

RP-(01905 15 11 024

RP-019-06 2 14 035

RP-01907 2% 18 041

RP-(01908 2 33 0.9

RP-(01909 3 109 422 12

RP019-10 36 186 6.30 83

RPO19-11 43 765 706 129 140
RP019-12 50 &1 6.06 92 129
RP(01913 57 B0 530 188 130
RP019-14 1074 411 01 137
RP019-15 » 1099 368 219 181
RP-019-16 3% 1080 29 28 185
RP019-17 86 107.8 319 283 17.8
RP01918 s8] 1027 287 25 182
RP01919 %6 1064 266 283 243
RP019-20 104 1001 250 29 21
RPO1921 109 B8 224 A1 245
RP019-22 113 1014 243 3L9 216
RP019-23 116 1089 266 R4 205
RP019-24 vl 101.8 212 201 23
RP019-25 124 104.2 218 376 182
PTCo01-01 0 32 015

PTC01-02 2 20 012
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Kartso
[OHevi nocne ARCHTECT .

repsoro  ARCHTECT ARCHTECT QW IgG  Kommepeckmii
Ofpeset] fom  OWIgG  CWMgM  Avidty Tect
reHerv KpOBU [AUm] [Index] [9A]  [%aBuaHocTH]
PTC01-03 7 19 013 - -
PTC01-04 10 17 013 -
PTC01-06 17 36 309 - 161
PTCO01-06 24 28 529 158 168
PTCR01-07 k% 770 487 253 177
PTCR01-08 5 1011 450 27 17.3
PTCo01-09 67 1261 407 27 193

- B Tabnuue ykasblBaeT, YTo aHTuTena IgG k CMV 6bm He
06HapyxeHbl (B KOMMepYeckom TecTe), Mo pe3ynbTar bbul
"HepeakTuBHbIN" (B Tecte ARCHITECT CMV IgG). MNoatomy Henb3s

6bI7I0 MONYUNTH pesynbtar no aBUAHOCTU.

MpoueHTHasa cornacoBaHHOCTb

Bbino npoBefeHo nccnefoBaHue ¢ Lenbio onpeaenvTb NPOLEHTHYHO
cornacoBaHHocTb TecTtoB Allnity | CMV IgG Avidity 1 kommepueckoro
Tecta CMV IgG Avidity npu nomolun nccneposanms 80 o6pasLoB
nonynaumm, coctosiein n3 35 06pasLoB C HU3KOl aBUAHOCTLIO U
44 06pa3uoB C BbICOKOW aBUAHOCTLI. OauH obpasel c
pesynbTatamy B CEpOil 30He Gbl1 UCKNOUYEH U3 oueHKn. O6pasLpl
nccnepoBasinck 6e3 NoBTOpoB Ha 3 aHanmsaTopax Allnity |

0 ucnonb3oBaHvem 3 cepuit CMV aBugHoCTb aHTuTen IgG
PeareHToB (Allnity | CMV IgG Avidity Reagent Kit) n 1 cepun CMV
aBMAHOCTb aHTUTeN IgG KoHTposnbHbIX Matepuasnos (Alinity | CMV
1gG Avidity Controls). O6pasLbl Takxe uccnegoBaincb 6e3 NoBTOPoOB
C ncnosib3oBaHneM kommepyeckoro Tecta CMV IgG Avidity.

[ns Kaxaon cepun peareHTa NofoXUTENbHAasA COrMacoBaHHOCTb
coctaBuna 100% (35/35) n oTpuuaTenbHas coriacoBaHHOCTb
coctaBuna 100% (44/44). HnuxHuiA 95%-1 foBepUTeNbHbIA MHTepBas
(Npu nNpegnonaraemoi cpaBHUTENbHONM CneundYHOCTU TecTa,
paBHoli 100%) coctaBun 91.96%. HumxHWin 95%-ii fLOBEpUTENbHBII
WHTepBan (Npu npegnonaraemoi cpaBHUTENbHOM cneuntUnyHOCT
TecTa, paBHoi 100%) coctasun 90.00%.

Kommepueckuii Tect QW IgG Avidity Assay

Allnity 1QWV 1gG Avidity Hvizkan aBAIHOCTL Bbicokas aBvIHOCTL
H/3Kan aBMIHOCTD €3 0
BbIcokas aBIHOCTL 0

(90.00 - 100.00%)

% oTpuLaTenbHO cornacosaHHocTy - 100.00% (44/44) 95%-ii AN
(91.96 - 100.00%)

NHTepdepeHuns

MoTeHunanbHO MHTepdepUpyoLLne 3HAOTEHHbIE BellecTBa
[laHHoe uccneposaHue nposoAwiock Ha cucteme ARCHITECT |
System.

NHTephepeHums He Habnganacb Mexay aKcnepumeHTanbHbIMU
KOHTPONAMK 1 o6pasuammn C HU3KOM U BbICOKON aBWAHOCTbLIO,
nccnefoBaHHbIX NPU MOBbLILEHHBIX YPOBHAX NEePevnCIeHHbIX HukKe
noTeHUManbHO UHTEPdEPUPYIOLLMX BELLeCcTs:

MoTeHLyarbHO VHTEpGEppyiaLYe

Bewectsa KoHuHTpaLWA vHTEpChepeHTa
Bwrvpyom <20 myd.
Tl < 3000 my/dL

Berx <12g/dL
revormoo/H < 500 ngfdL

[pyrue noteHumanbHO MHTEpdEpUpYOLLME COCTOSHNS

[aHHoe nccneposaHve nposoausiock Ha cucteme ARCHITECT |
System.

[anee nuccnegosany noTeHUmanbHy UHTEpEpPeHLMo ¢
MCnosib3oBaHnem 06pasLoB OT NaLMeHTOB, CTpadaoLLmX
3a60n1eBaHMAMM, He cBs3aHHbIMU ¢ CMV-uHpekumeir. Kak n
0XMAAN0Chb, pe3ynbTaTbl NOKas3anu BbICOKYHD aBUAHOCTb, MNOCKO/bKY
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BCe 06pasLpbl 6bUM peakTBHbI Ha aHTUTena IgG k CMV u He
peakTuBHbI Ha aHTUTena 1M k CMV, uTo yKasblBaeT Ha OTCyTCTBUE
nepBuYHON MHAEKUUW. [laHHble NpeacTaBneHbl B Tabnuue Huxe.

Boero m BbIcokast Hskan
VHTepdep/pytaLee kareroom  aBupHocT  CeperisoHa 8BAJHOCTL
BELLECTBO [kor+B0] [kor+B0] [kartB0] [kortBo]
AHSIEDHBE aHVITRTR 9 9 0 0
Bpyc Snureita-Bapp 8 8 0 0
Mpoveorp/iosHast 2 2 0 0
BakyHa
Yeroeeveawe aHViera 5 4 0 1
MPOTVB MbLLVHBIX
aHTen
Bpyc npoctoro 9 8 1 0
repnecaria 1
Bpyc npoctoro 9 8 1 0
repneca a2
MreprovoHarBHbE 9 9 0 0
IgG
TNep VKR bHLEE 8 8 0 0
M
Kope 6 6 0 0
PesvaroaHb I dekrop 6 5 1 0
QrcrevHan KoacHast 6 5 1 0
BOMEH@
Bapea-30cTep 7 7 0 0
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BHumaHne

CM. MHCTPYKLMIO MO NPUMEHEHUIO

N3roTtoButens

[ocTtaTouHo ansa

TemnepaTypHbiii AnanasoH

Vcnonb3oBatb [0/CpoOK rogHOCTH

KoHbtorat

CofepxuT asug HaTpus.

Mpn KOHTaKTe c KucnoTamu
06pasyeTcsi BbICOKOTOKCUYHbINA
ras.

MepesBopaumBath (k0/1-BO) pas
MeguunHckoe nsgenve ana
auarHoctuky In Vitro

Howmep cepun

MukpoyacTuLbl

PeareHT npegsapuTensHoi
o6paboTkm 1

PeareHT npegsapuTenbHol
06paboTkm 2

MpoaykT Npnaxawm

KaTanoxHblii Homep

CepuliiHblii Homep
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MPUNOXEHNE
K MHCTPYKUMN MO npyMeHeHnto CMV aBugHocTb aHTuTen IgG PeareHTbl (Alinity i CMV 1gG Avidity Reagent Kit) ans Poccun

YCNnoBunA TPAHCMNOPTUPOBKN U XPAHEHNA

W3pnenve pekomeHayeTCs TPaHCMOPTUPOBATb U XpaHUTb Npu TemnepaTtype 2-8°C. MeAnUMHCKME U3AeNUs JO/MKHbI XpaHUTCA B
XONOAWNbHBIX Kamepax Wi B XONOAU/IbHUKAX, 06GecneunBatoLmx perfiaMeHTMpoBaHHbI TeMNepaTypHbIi PeXmM C exenHeBHOM
perncrpauperi TemnepaTypbl.

TpaHcnopTMBKa AO/MKHA OCYLLECTBNATLCS B TEPMOKOHTEiHepax 04HOPa30BOro Nosb30BaHKs, COAePXKaLLMX X1a403/IEMEHTbI, WK B
TEPMOKOHTEHEPAX MHOrOKPaTHOTO MPYMEHEHUsI C aBTOMATMYEeCKU MoAAePKMBAEMON TeMMepaTypoi win B aBTopedpmkepaTopax ¢
MCMOMb30BaHeM TePMONHAMKATOPOB.

M3penve octaetcs CTabu/ibHbIM 4O OKOHYaHWUS CpOKa rogHoCTH1, yKa3aHHOro Ha ynakoBKe.

Mpy TPaHCMOPTMPOBAaHUM C HAPYLLIEHVWEM TEMMNEPATYPHOTO Pexvma usgesnve He NoA/exuT npuMeHeHno. TPpaHCNopTUPOBKa
OCYLLECTB/ISIETCS BCEMU BMAAMU TPAHCMOPTA B KPbITbIX TPAHCNOPTHBLIX CPEACTBaX B COOTBETCTBUM C NPaBUiamMmn Nepeso3kv rpy3oB,
[eNCTBYIOLMMMN Ha KaXKAOM Buie TpaHcrnopTa.

rapaHTuiiHble o6sa3aTenbcTBA

MpousBoanTe/b rapaHTMPYET, YTO MPU MPaBUILHOM XPaHEHWU U O6palleHnn U3fenive OCTaeTCsi CTabW/bHbIM [0 WCTEYEHUs CpokKa
roAHOCTU. MakCUMasibHbIi CPOK FOAHOCTM:

eMy aBuaHocTb aHTUTeN loG PeareHTbl (Alinity | CMV IgG Avidity Reagent Kit) - He 6onee 12 mecsueB € AaTbl NPOV3BOACTBA:

eMy aBugHocTb aHTuTen loG KoHTposnbHble maTtepuanbl (Alinity | CMV 1oG Avidity Controls) - He 6onee 12 mecsueB C AaTbl
NpoV3BOACTBA.

CpoK rogHOCTN OCHOBHOU Cepun Kaxaoro MeamumHCKoro usgenvs: CMV aBungHocTb aHTUTen IgG PeareHTbl (Alinity | CMV IgG Avidity
Reagent Kit), CMV aBugHocTb aHTMTENn IgG KoHTponbHble Matepuansl (Alinity | CMV IgG Avidity Controls) ocHOBHOW cepumn
onpeaensiaiv no KOMMOHeHTY Ha6opa ¢ MUHUMa/IbHbIM CPOKOM FOHOCTU.

N3genve, XxpaHuBLUeecsi C HapylleHVWeM perfiaMmeHTMpPOBaHHOIO MPOM3BOAUTENIEM pexuMa, MPUMEHEHMIO He MoanexuT (B
cooTtBetcTBUKM ¢ TOCT P 51088-2013).

TEXHUYECKOE OBCYXVWBAHUE
He TpebyeTcs.

TEKYLWWA PEMOHT
He TpebyeTcs.

NMEPEYEHb CTAHOAPTOB, KOTOPbIM COOTBETCTBYET MEANUNHCKOE U3AENVE
EN 1SO 9001
1ISC113485

EN ISO 14971
EN 13641

EN 13612

EN ISO 15223-1
EN 980

EN ISO 18113-1
EN ISO 18113-2
EN ISO 18113-3
EN 1SO 23640
EN ISO 20776-1
EN 13975

EN ISO 17511

MOTEHUWANBHbLIV MOMIb3OBATE/b

Tect CMV aBugHocTb aHTuTen IgG (Alinity i CMV 1gG Avidity) npegHasHaveH AN UCNOMb30BaHNA B Pa3/IMYHbIX KIUHMKO-
nabopaTtopHbIX YCIOBUSIX, BK/IOYas, 6e3 orpaHnyeHus, 60sbHNLbI U KOMMepYeckme slabopaTopum, NepcoHas KOTOPbIX MpoLues
06yueHMe no UcnosbL30BaHUIO aHasmsaropa Alinity i.

NH®OPMALIMA O HAANMYMX B MEANLIMHCKOM U3AOENNN NEKAPCTBEHHOIO CPEACTBA
He copepxur.

CTEPWIBHOCTb
MocTaBnsieTcsi B HECTEPUIbHOM Bude. CTepunmsauuns nepes npvMeHeHnem He TpebyeTcs.

NH®OPMALIMA O BO3MOXHOCTW NMOBTOPHOIO NMPUMEHEHNA
He noanexuT NOBTOPHOMY MPUMEHEHMIO.

TEXHUYECKUWE XAPAKTEPUCTUKN

MnotHocTb Npn 20 X:
Mukpoyactumubl: 1,047 r/crn3
KonbtoraT: 1,031 r/crn3

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



PeareHT npegaputensHoli 06pa6otkn 1,2: 1,047 r/cT3

3HauyeHue pH npu 20 °C:
Mukpoyactuupbl: 8,4
KoHbtorat: 6,6
PeareHT npesBapuTensHoli 06paboTkn 1,2: 8,4

CBEOEHUA OB W3BECTHbIX OMPAHUYEHUAX MO COBMECTHOMY MPUMEHEHWIO MEAUUMHCKUX W3LENVA MO

HA3HAUYEHUIO
OTCyTCTBYIOT.

MATEPWA/bI XXMUBOTHOIMO/MENNOBEYECKOIO NMPOUCXOXAEHUA
Matepuasnbl XWBOTHOTO MPOUCXOXAEHWUS NpPOBEPeHbl U PUCKU npuMeHeHus MW ykasaHbl B [lacnopTe 6esonacHocTu. [lacnopTa
6€e30nNacHOCTN MOXHO HallTu Ha caitTe www.abbottdiagnostics.com unm o6patutecb K MECTHOMY NpeAcTaBUTENO.

MOKA3AHUA K MPUMEHWIO
He npumeHumo.

NMPOTUBOMOKA3AHNA K NMPUMEHEHWIO

He npumeHumo.

AHANTMTUYECKNE XAPAKTEPUCTUKW

TECT KAT. Na OMNMNCAHNE TPEB<"HUHA
BocnpovssogymocTb . .
B B —— S KB nns 06pa3uos, NpBACTaBNAKOWM* Avana3oH aBMaHOCTM i cepoii 3oHe
HYTP! parop! (50.0'S) Avi m59.91-i Avi)
(o6Lait)
YyBCTBUTENLHOCTb [O/HKHA ObITb GOJIbLUE UM PABHOW YyBCTBUTENILHOCTN
koMmMepueckoro Tecta IVD CMV 1gQ Awdrty assay npu rrccrnegoBaHin
OfHOIA 1 TOl Xe TonyLWuMn ¢ NpaTeepXaeHHON NepBUYHO NHMeKLVen
YyBCTBUTE/ILHOCTb 'q nywiy PATEEKA P chery
CMV. onpefiesieHHOl O y4eToM Mnepuoja BpemMeHn Mexay rnocregavmm
CMV Igo 0epoHeraTVBHbIM U CEPOMNO3UTVBHBLIM 06pasLaMy KPOBU MEHbLUIE WK PaBHOTO
Avidity 07P43 4 MecaLam
CbIBOpOTKa/nnas-
Ma KpoB# CneumdyHOCTb AOTOKHa Gb/b PaBHOM MM Gosblue crieyydyHoCTY
KoMmepueckoro Tecta EVD CMV IgG Avidity npu nccrnepgoBaHny ofHol 1 TO e
CneuudmyHocTb nonysIALmN, CoCTosILLEel 13 AOHOPOB UMMYTa0M KPOBY, AYarHOCTUPOBaHHbIK,'
rOCMUT/IN3MPOBaHHBIX NaLMeHToa N GepeMeHbIX XEHLLVH, BCe pesy/ibTarbl
KOTOPbIX OTpULATeNIbHbI Ha aHTuTenna K CWV 1M n nomxutensHbl Ha CMV IgG
TecT He JOXOKEH bLUBTb Ka4eCTBEKHbIX OT/IMYMH B PaGOUMX XapaKTepucTmKax B npu
WHTepchepeHuunna CYTCTBUM UCCNEAyeMbIX MNOTEHUMAILHO MHT A MpytoLwo! BelwecTB B NPesBrTx

AmnanasoHa meHee 50.0% Avi - paBHO unm 6onblue BO.OK Avi.
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3660TT UNpnaHams JwnarHoctnyeckoe T: +353 719156200
nogpasgeneHvie
PUHUCKNNH BusHec lMapk,
Cnaiiro, VpnaHgns

MoanucaHo; /nognucaHo/ [Jata; 29 mas 2019 .

CenmH KioppaH (Celine Curran),

CreLanicT ro HopMaTVBHO-MPABOBOMY Pery/iMpoBaHNo
9660TT NpnaHaws,

JunarHoctnyeckoe nogpasaeneHune

PUHUCKINH BrsHec Mapk,

®duHucknuH, Cnaviro, ipnaHaus

/MeyaTb: I660TT VpnaHans,
[marHocTunyeckoe noapasgeneHuve
®UHUCKINH BusHec Mapk,

Cnaiiro

WpnaHgwns/

/MeyaTb: TOPTOBAATAJIATA CNTAVIO (VHK)
3ABEPEHHbIVN CEPTUDUKAT O NMPOUNCXOXAEHNIN/

/MeyaTb: TOPTOBAA MANATA CNANTO (MHK)
NOAJ/TMHHOCTL 3ACBNAETE/IbCTBOBAHA JJOEPOCOBECTHO
YnonHomoueHHoe nnuo /nognucado/ 29.05.2019 r./

/MopanucaHo/ 29 masa 2019r.

CrpaHnua 2

PykosoguTenu; BpaitaH B. Mop (Brian B. Yoor), Mon ™. XeHHecn (Paul G. Hennessy), [eknaH .
Byac (Declan J. Woods)
KomnaHust 9660TT AlipnaHa VHKopropeiTe Ha Bepmyackmx ocTpoBax

MepeBoA, C aHrIMINCKOrO Si3blKa Ha PYCCKMIA 13bIK BbINONHEH NMEPEBOAUNKOM
LLlaTHeBbIM Unbeit AnekceeBnyem
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Poccwiickaa ®epepauns. Nopog Mocksa.
MAToro noHA aBe ThiCAYM AeBATHaALaTOoro roga.
A, bBaxTagse 9nbmupa KOpbeBHa, HoOTapuyc r. MOCKBbl, CBUAETENbLCTBYO MOAJIMHHOCTb

noanucu nepesogynka LWatHeBa nabun AnekceeBuua.
Mognucb caenadHa B MOEM MPUCYTCTBUMN.

JInyHOCTbL NognucaBLWero OOKYMEHT yCTaHOBJ/IEHA.

3apeructpuposaHo B peectpe: Ne77/52-1/77-2019-J " /610

B3bickaHO no Tapudy 100 py6.
YnnayeHo 3a okasaHue ycnyr npaBoBOro n TeXxHM4Yeckoro xapakrtepa: --

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



