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CbIBOPOTKE Y Na3Me KPOBW YeNoBeKa Ha
NMMYHOXMMMYECKNX aHanmsaTopax Alinity i
"CMV aHtutena IgM Kanmbpatop (Alinity i
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Alinity i
CMV IgM Reagent Kit

Created December 2016.

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

HE name
Alinity i CMV IgM Reagent Kit

BINTENDED USE
The Alinity i CMV IgM assay is a chemiluminescent microparticle
immunoassay (CMIA) used for the qualitative detection of IgM
antibodies to Cytomegalovirus in human serum and plasma on the
Alinity i analyzer.

ISUMMARY 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 remain without symptoms. In
utero infection may result in sequelae of varying degree including
mental retardation, chorioretinitis, hearing loss and neurological
problems. Since the risk of in utero virus transmission and CMV
related damage of the fetus is strongly increased during primary
infection, reliable recognition of primary CMV infections is of high
importance for pregnant women.Reinfection with exogenous virus
or reactivation of latent virus may lead to the presence of anti-CMV
IgM in absence of a primary CMV infection. Although presence of
anti-CMV 1gG 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 cenvix® 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. Children beyond the neonatal period are
susceptible to infection and subsequent transmission of CMV when
in day care.

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 connection with low avidity result is a strong indicator of
a primary CMV infection within the last 4 months.
aw G awigM QW IgG Avidity
nonreactive nonreactive N/A

high avidity

Indication far...

no infection
past infection;
low risk

for in utero
transmission
primary
infection; high
risk for in utero
transmission
non-primary
infection; low
risk for in utero
transmission

reactive nonreactive

reactive reactive low avidity

reactive reactive high avidity
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IBIOLOGICAL PRINCIPLES OF THE PROCEDURE
This assay is a two-step immunoassay for the qualitative detection of
IgM antibodies in human serum or plasma using chemiluminescent
microparticle immunoassay (CMIA) technology.

Sample, CMV virus lysate (strain ADI69) and recombinant CMV
antigen coated paramagnetic microparticles, and assay diluent are
combined and incubated. The anti-CMV IgM present in the sample
binds to the CMV virus lysate (strain ADI69) and recombinant CMV
antigen coated microparticles. The mixture is washed. Anti-human
IgM 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). There is a direct relationship between the amount of
anti-CMV IgM in the sample and the RLUs detected by the system
optics.

The presence or absence of anti-CMV IgM in the sample is
determined by comparing the chemiluminescent RLU in the reaction
to the cutoff RLU determined from an active calibration.

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

IREAGENTS

Kit Contents

Alinity i CMV IgM Reagent Kit 07P44

NOTE: Some kit sizes are not available in all countries. Please
contact your local distributor.

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

07P4422 07P4432
Tests per cartridge too 500
Number of cartridges

- 2 2

per kit
Tests per kit 200 1000
IMICROPARTICLES | 6.6 mL 27.0 mL
1CONJUGATE ! 6.1 mL 26.5 mL
IASSAY DILUENT | 10.4 mL 471 mL

MICROPARTICLES

CMV antigen coated microparticles in Tris buffered saline. Minimum
concentration: 0.08% solids. Preservatives: ProClin 300 and
antimicrobial agents.

JOONJUGATE 1IMurine acridinium-labeled anti-human IgM conjugate
in MES buffer. Minimum concentration: 48 ng/mL. Preservatives:
ProClin 300 and antimicrobial agents.

Tris buffer and goat anti-human 1gG. Preservatives:
sodium azide and ProClin 950.

Warnings and Precautions
Lin

« For In Vitro Diagnostic Use

Abbott



Safety Precautions

. . GAUTION: 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
assurancs that products derived from human sources or inactivated
will not transmil infection. Thersfore, all human-

Pathogens. Blosalety Level 2 or other appropriate biosalety practices
shouki be used for materials that contain or are suspected of

containing infectious agents.®2

ﬂnngsandmuﬁawawlyw:
and [oousmeare]

Reagent Handling

*  Upon receipt, gently invert the unopened reagent kit by rotating
it over and back for a full 180 degrees, § imes 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 botties
within the cartridges. During reagent shipment, microparticles
can settle on the rsagent septum.

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

o After mixing, place reagent cartridges in an upright position for
1 hour befors use 10 allow bubbles that may have formed to
dissipats.

« If & 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 suscepiible to the formation of foam and bubbles.
Bubbles may interfere with the detection of the reagent level in
the cartridgge and cause insulficient reagent aspiration that may
adverasly affect results.

For a detailed discussion of reagent handiing precautions during

WARNING |Contains methylisothiazolones. system operation, refer to the Alinity ci-series Operations Manual,
[Hs1z |May cause an allergic skin resction. Section 7.
[Prevention Reagent Storage
[pest J/uvoid beeathing mit / vapors | spray. Slomge  Maximom  Addiions) Stomge
allowed out of the workpiace. Unopened 210 8C Lot Stors In upright position.
|m0 Wear protective gloves / protective expiation  If cantridge does not
clothing / eye protection. date remain upright, gendy
[Response invert the cantridge 10
|Pa02+P3s2 |IF ON SKIN: Wash with plenty of water. times and plece in an
|P333¢P313 If skin irritation or rash occurs: Get upright position for 1 hour
medical advice / attention, before uss.
|P382+P354 Take off contaminated clothing and wash Onboard  System 19 deys
it bafore reuse, Temperature
IDisposal Opened 210 8C Until Store in upright position.
|P501 Disposs of contents / container in expiration I gartridgs does not
accordance with local reguiations. date remain upright during
The foklowing warmings and precauions apply to: [ASEAT SkweNT] e the
@ Do not reuse original
reagent caps or
replacement caps due to
WARNING Contains methylisothiazolones and sodium the risk of contamination
Im and the potential to
(a1 [May cause an alergic skin reaction. OMPICITISS FEagont
[EHos2 [Contact with acids libscates very tomic gaa performance.
|Pravention Reagenis may be stored on or off the system. |f removed from the
{P261 Avold breathing mist / vapors / spray. system, store reagents with new repiacement caps in an upright
[9272 Contaminated work clothing should not be |  position at 2 to 8°C. For reagents stored off the system, it is
allowed out of the workpiace. recommended that they be stored in their origing) trays or doxes to
IPEOO Wear protective gloves / protective ensure they remain upright.
clothing / eye protection. For information on unioading reagents, refer to the AlinRty ci-series
|Response Opecations Manusl, Section 5.
P302+P352 IF ON SKIN: Wash with of water. Indications of Reagent Deterioration
P333+P313 it skin ieritation or rash occurs: Get Deterioration of the reagents may be indicated whea a calibeation
medical advice / aitention. eror ocours or a control value ks out of the specified range.
lPaezwsu Take off contaminated clothing and wash |  Associeted test results are inwalid, and samples must be retested.
& before reuse. Assay recalibration may be necessary.
[Disposal For troubleshooting information, refer to the Alinity ci-series
‘P&t Dispose of contents / container in Opecations Manual, Saction 10,
accordance with looal regulations.

Safety Deta 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.
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BINSTRUMENT PROCEDURE
The Alinity i CMV IgM assay file must be installed on the Alinity |
analyzer prior to performing the assay.
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.

Alternate Result Units

Edit assay parameter "Result Units" to select an alternate unit.
Conversion formula:

(Concentration in Default result unit) x (Conversion factor) =
(Concentration in Alternate result unit)
Default Result Unit Conversion Factor
Index 10

Alternate Result Unit

s/co

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.e

Specimen Types Collection Tubes

Serum Serum
Serum separator
Plasma Plasma separator (lithium

heparin)
Potassium EDTA
Sodium citrate
Lithium heparin
Sodium heparin

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

« Liquid anticoagulants may have a dilution effect resulting in lower
index 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.

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.

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
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« 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.

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:

ini i i : : 100 000 g-minut
Minimum Centrifugation time (minutes) =- g-minutes

RCF
Recentrlfugatlon Time
(Minutes) RCF(xg) g-Minutes
10 10 000 100 000
20 5000 100 000
40 2500 100 000

RCF = 112 X Iuex (rpm/1000)"

RCF - The relative centrifugal force generated during
centrifugation.

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.

rpm -

Centrifugation
Time -

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 @)
and centrifugation time (minutes).

[imex -

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/ 2to 8C 14 days Specimens may be
Plasma 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 storage
time. Specimens may be stored for up to 14 days refrigerated at
2-8'C prior to being tested. If testing will be delayed more than
14 days, store frozen (-IO'C or colder).

Avoid more than 6 freeze/thaw cycles.

a. Abbott



Specimen Shipping This assay may require recalibration after maintenance to critical
Package and label spacimens in compliance with applicable state, pans or subsystems or after service procedures have been
fodersl, and intemational regulations covering the transport of clinioal  Performed.

specimens and infectious substances, Quality Control Procedures
il PROCEDURE The recommended comrol requirement for the Alinty | CMV IgM
Materials Provided assay s that a single sample cf sach control level be tested once
07P44 Alinity | CMV IgM Kt overy 24 hours each day of use.
"0 Addhional controls may be tested in accordance with local, state,

Materials Required but not Provided andjor federal regutations or accreditation requirements and your
* Alinity i CMV (gM assay file laboratory’'s quality control policy.
¢ O7P4401 Alinity | CMV IgM Calibrator To establish statisticaliy-based control limits, each laboratory should
*  D7P4410 Alinity i CMV IgM Controls or other control material establish its own concentration target and rangea for new control lots
o 0BP1160 Alinity Trigger Solution # each clinically relevant control level. This can be accomplished
»  08P1265 Alinky Pre-Trigger Solution bu:mzhgamhhwmdéorm:.wsmw-s)u(yow

08P1368 Concentrated ng the reported resuks to establish the expectad average (target)
: Aty k-ssries Wash Butfer and variabiity about this average (range) for the laboratory. Sources
For information on materials required for operation of the instrument, of variation that shoukd be inchuded in this study in order to be
refer to the Alinity ci-series Operations Manual, Section 1.

For on or . rapresentative of future system performance include:

refer to the Alinity ci-series Operations Manual, Section 9, : utiple stored o
For a detailad description of how to refer to the Alinity : Mukolo
a fun an assay,
. ¢ Muliiple processing modules (if appicabie)

Data points collected at different times of the day
s [f using primary or aliquot tubes, refer to the Alinty ci-series

published guidelines for information or general control
Opsrations Manual, Section 4 to ensure sufficient specimen is mmhm:kcmmdmw

institute (CLSI) Document C24-A3 or other published guidelines, for
¢ To minimize the effects of evaporation, verify adequate sample mwwma

cup volume is present prior to running the test. « It more frequent control monitoring is required, follow the
¢ Maximum number of replicates sampied from the same sample established quakty control procedures for your laboratory.

cup: 10 o ¥ quality control results do not meet the acceptance crteria
= Priority: defined by your laboratory, sample resulls may be suspect.
*  Sample volume for first test: 75 L Folow the established quaity control procedures for your
+  Sample volume for sach additional test from same sample lehoratory. Recalibration may be necessary, For troubleshooting
cup: 25 L. mrmw::.mwmmzyc»mommm
= £ 3 hours on the reagent and sample manager: Section 10.
+  Sample volume for first test: 150 L ¢ Review quality control results and acceptance criteria following a
+  Sample volume for each additional test from same sample change of reagent or callbrator fot.
cup: 26 ul. Baiy Comtwal Guidence
- >3 hours on the reagent and sample manager: Ww“gnmocmﬁ::ywmow Ph.D. for
* Repiace with a fresh aliquot of sample. guidance :“'m'cb' s ONMrol practices,
* Refer to the ASinity § CMV IgM calibrator package insert and Vorifioation of Aseey
Alinity | CMV IgM control packsge insert for preparstion and Faprmcobt;;‘fypwk:pmnmm«wmnoi
usage. Assay Claims Alinity ci-series Operations Manual,
o For general operating procedures, rafer to the Afinity ci-series B RESULTS
Operations Manual, Section 5. Caloutation
¢ For optimal parformance, R is important to perform routine The Alinity i analyzer caloulates results for the Alinity | CMV igM

maintenance as desoribed in the Alinity ci-series Operations

assay using the ratio of the sample RLU to the cutoff RLL {Index) for
Manual, Section 8. Petform maintenance more frequently when ¢

sach specimen and control,

required by laboratory proceduses. Cutoff AL = Calibraior 1 Mean LU x 1.00.

Sampie Dilution Procedures The cutof! RLU is stored for sach reagent lot calibration.

Sampiles cannot be diluted for the Alinity | CMV IgM assay. Index = Sample RLU/Cutolf RLU

Calibration interprotation of Results

:mmwm;"mmsémms refer 1o the Alinity cl- The cutofl is 2 1.00 Index § S/CO.

Each assay control must be tested to evaluate the assay calibration. m;m Nonreactive

Once a calibration Is accepied and stored, all subsequent samples Indicates the abeence of acute

may be tested without further cakibration uniess: infection.

o A reagent kit with 2 new lot number is used. = 1.00 Reactive

+ Daily quality control resulis are outside of statieticall-based Indicates acute infection. Such
quality control kmits used to monitor and control system individusls are potentially at risk
performance, as described in the Quality Control Procedures of transmitting CMV infection,
section of this package insert.

- | statisticaibased quality comrol limits are not available
then the calibration should not excead a 30-day mit for
recalibration frequency.
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NOTE: It is recommended to confirm the clinical relevance of results
a 0.85 Index / S/ICO by testing the sample for CMV IgG Avidity. If
the results continue to be unclear, consider taking a second sample
within an appropriate period of time (e.g. 2 weeks) and repeating
testing.

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

« If the Alinity i CMV IgM results are inconsistent with clinical
evidence, additional testing is suggested to confirm the result.

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

¢ IgM rheumatoid factor (RF) in combination with CMV specific
IgG can lead to false reactive results in IgM detecting
assays. The Alinity i CMV IgM Assay Diluent minimizes RF
interference, however, in rare cases interference caused by
high concentrations of RFs and CMV specific IgG cannot be
excluded.

« 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 (such as Alinity | CMV IgM) 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 ARCHITECT | System utilized 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 IgM Reagent
Kit, 3 lots of the Alinity i CMV IgM Calibrator, and 3 lots of the Alinity
i CMV IgM Controls and 1 instrument. Two controls and 2 human
plasma panels were assayed in a minimum of 2 replicates at 2
separate times per day on 20 different days.

Within-Run

(Repeatability) Within-Laboratory (Totat)*

Mean SD %CV
Sample n  (Index/S/CO) SD Y%ecv (Range*) (Range*)
Negative 360 0.17 0.008 4.4 0.009 53
Control (0.008-0.010)  (4.7-6.0)
Positive 358 2.33 0.048 2.0 0.083 3.6
Control (0.081-0.084)  (3.3-3.7)
Panel 1 359 0.71 0.019 2.7 0.025 35
(0.022-0.027)  (3.0-3.8)
Panel 2 360 1.16 0.031 2.7 0.040 34

(0.037-0.043)  (3.2-3.7)

®Includes within-run, between-run, and between-day variability.
Minimum and maximum SD or %CV for each reagent lot and
instrument combination.
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Seroconversion Sensitivity

To determine the seroconversion sensitivity, 3 seroconversion

panels obtained from commercial vendors were tested on the

Alinity | analyzer using the Alinity i CMV IgM assay. The results

were compared to a commercially-available CMV IgM assay and
showed equivalent performance. Representative data from 1 panel is
summarized in the following table.

Commercialty-Availabte

Atinity 1CMV tgM CMV IgM Assay

Day Since (tndex / S/CD) (Index / SICD)
Panet tD 1st Bteed Reactive: >1.00 tndex Reactive: >1.00 Index
RP-019 0 0.19 (nonreactive) 0.26 (nonreactive)
(BioMex GmbH) 4 0.19 (nonreactive) 0,25 (nonreactive)
7 0.21 (nonreactive) 0.23 (nonreactive)
1 0.20 (nonreactive) 0.27 (nonreactive)
14 0.18 (nonreactive) 0.25 (nonreactive)
20 0.26 (nonreactive) 0.24 (nonreactive)
25 0.31 (nonreactive) 0.38 (nonreactive)
28 0.96 (grayzone) 0.88 (grayzone)
32 4.34 (reactive) 4.30 (reactive)
35 6.28 (reactive) 6.12 (reactive)
42 7.14 (reactive) 7.11 (reactive)
49 6.21 (reactive) 5.96 (reactive)
56 5.45 (reactive) 5.28 (reactive)
67 4.20 (reactive) 4.15 (reactive)
74 3.63 (reactive) 3.55 (reactive)
81 3.15 (reactive) 3.06 (reactive)
85 3.13 (reactive) 3.23 (reactive)
88 3.04 (reactive) 2.92 (reactive)
95 2.63 (reactive) 2,62 (reactive)
103 2.52 (reactive) 2.37 (reactive)
108 2,35 (reactive) 2.29 (reactive)
112 2.49 (reactive) 2.36 (reactive)
115 2.57 (reactive) 2.30 (reactive)
120 2.24 (reactive) 2.14 (reactive)
123 2.25 (reactive) 2.21 (reactive)

Resolved Relative Specificity
This study was performed on the ARCHITECT | System.
From the 1085* specimens evaluated 24 specimens were confirmed
positive after discordant resolution.
*Note; Specimens that couid not be resolved or showed grayzone
result interpretation were not included in the evaluation of relative
specificity.

Resolved Relative Specificity

ARCHITECT CMV IgM Comparator CMV IgM Assay
Lower 95% Lower 95%

Sample Type Observed Confidence Limit Observed Conlidence Limit

Blood Donors 99.63% 97.95% 98,88% 96.78%

(Serum) (268/269) (266/269)

Blood Donors 100.00% 97.52% 97,96% 94.15%

(Plasma) (147/147) (144/147)

Pregnant Women 99.30% 97.49% 96.84% 94.09%

(283/285) (276/285)

Diagnostic/ 99,44% 98.01% 95.83% 93.22%

Hospital Patients  (358/360) (345/360)

Total 99.53% 98.90% 97,17% 95.99%
(1056/1061) (1031/1061)

Negative Percent Agreement

A study was performed to determine the negative percent agreement
between the Alinity i CMV IgM and a commercially-available CMV
IgM assay by testing 371 specimens on a population consisting of
pregnant women, random diagnostic individuals, and blood donors.
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The specimens were tested in singlicate on 1 Alinity | analyzer using
3 lots each of Alinity | CMV IgM Reagent Kit, Alinity | CMV igM
Calibrator, and Alinity | CMV IgM Controls, The specimens were also
tested in singlicate using a commercially-available CMV IgM assay.
The negative percent agraement sanged from 99.19% (388/371)

to 99.48% {369/371). The lower 95% confidence interval (of the
assumed comparator assay specificity of 100%) was 89.01%.
Interference

This study was performed on the ARCHITECT | System.

Potenti E Substances

No interference was observed between experimental controls and
nonreaciive or reactive specimens testad with elevated levels of

compounds Ksted in the table below.

Potentially interfering Substance Ivarforomd Lavel
Bilirubin < 20 myidl
Trigtycendes < 3000 mgfdL
Protsin <1290
Hemoglobin < 500 mg/dL

Potentially Intertering Other Conditions

Potentially interfering other conditions were evaluaigd by testing
351 specimens positive for anti-nuclear anibody, systemic lupus
erythematosus, theumatoid factor, herpes simplex virus types 1
and 2, Epstein-Barr virus, measies, parvovirus B19, varicella zoster
virus, hyperpolycional igM, hyperpolyclonal IgG. human anti-mouse
antibody, high titer CMV IgG, and influenza vaccing reciplents.
With these specimens, ARCHITECT CMV IgM and the comparator
CMV IgM asaay showed 95.44% agreement (335/351) (lower

85% conlidence fimit: 82.70%). Of the 16 discordant specimens 3
specimens were false reactive, 8 specimens wrue negative, and 4
specimens true positive by the ARCHITECT CMV IgM assay after
discordant resohstion.
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Note for number formatting:

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

* A period is used 1o separate the integer part from the fractional
part of & number written in decimal form (example: 3.12%).
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ADDENDUM
to the Instruction for Use Alinity i CMV IgM Reagent Kit for Russia

SHIPPING AND STORAGE CONDITIONS

Recommended shipping conditions for devices are 2-8X. 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
h?ve 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 laM Reagent Kit- 12 months from date of manufacturing

The dating of each Alinity i CMV IgM 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 ISO 14971
EN 13641

EN 13612

EN ISO 15223-1
EN 980

EN ISO 18113-1
EN 1SO 18113-2
EN I1SO 18113-3
EN ISO 23640*
EN 1SO 20776-1
EN 13975

EN ISO 17511

POTENTIAL USER
The Alinity i CMV IgM 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 is intended for single usage

TECHNICAL CHARACTERISTICS
Density at 20 °C;
Microparticles: 1,047 g/cm’
Conjugate: 1,027 g/cm3
Assay Diluent: 1,04 g/cm3

pH value at 20°C:
Microparticles: pH-value at 20 °C: 8,4
Conjugate: pH-value at 20 °C: 6,6
Assay Diluent: pH-value at 20 °C: 7,5
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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.abbottdlagnostics.com or contact your local representative.

INDICATIONS
Not applicable.

CONTRAINDICATIONS
Not applicable.

ANALYTICAL CHARACHTERISTICS

DESCRIPTION PRODUCT REQUIREMENT
Within Laboratory ¢ a 10% CV far positive samples within the range ol | to 4 times the cutoff vaJue,
(Total) Precision which is the medical decision point

«  SetDOonveraion Sensitivity: The total nuntoer of ble®fs detected with AliniV i
Sensitivity CMV IgM assay on the ascending part of setooonversion panels should be
equivalent or better, compared to commercially amxlable VD CMV IgM Asss™

*« The assay shall have a resolved relative specificity that is equal to or better than
that of a oommercially available WD CMV IgM assay when tested on the same
population consisting of pregnant womea random diagnostic indwiduals, and
blood donations, which will be analyzed as combined population

Specificity

The ass;™ sh”f heve no quzditasiive performance difference for the tested pofenfialty
Imerference interferirrg substanoes ior negative samples and positive samples within the range of
1 to 4 limes the cutoff vtiue.

MEDICAL DEVICE - COMPARATOR
ARCHITECT CMV IgM, Registration certificate in Russia Ne FSZ 2008/02931 issued 30.06.2017
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Alinity |
CMV aHTuTena IgM PeareHThl
(Alinity i CMV IgM Reagent Kit)

Pepakuus: nekabpb 2016 T.

Heo6Xx04MMO TOUHO CNneaoBaTb WHCTPYKLUMAM. Mpyu OTKIOHEHUM OT
VIHCTPYKUUIA HAAEXHOCTL PE3y/IbTATOB TeCTa He rapaHTUpyeTcsi.

IHAVIMEHOBAHME (CokpaltyeHHoe)
CMV aHtutena IgM PeareHTbl (Alinity | CMV IgM Reagent Kit)

IHA3HAUEHVE
TecT ¢ ucnonb3oBaHvem CMV aHTuTena IgM PeareHnTbl (Alinity
i CMV IgM Reagent Kit) aBnseTcs XeMUIloMUHECLEHTHbLIM
MMMYyHOaHaIM30M Ha MukpodacTuuax (CMIA) gns KauecTBEHHOro
onpegeneHns antuten IgM K LMTOMeranoBmpycy B CbIBOPOTKE U
nnasve KpoBMW yenoBeka Ha aHasmsatope Alinity I.

IKPATKOE OMWCAHUE TECTA

NHdurumposaHue uutomeranosupycom (CMV), npegcrasutenem
cemelicTBa BMPYCOB repreca, 4acTto BCTpeyaeTcs y nogeli un
06bI4HO HOCUT Nerkuii 1 6eccMMNTOMHbIV xapaktep. OgHako ans
6epeMeHHbIX XEeHLUVH,' HOBOPOXAEHHBIX, 1 Ntofel ¢ HapyLleHnem
MMMYHHOrO ctatyca® A CMV-UHeKLMs MOXeT NpeAcTasnsTh
Cepbe3Hyl0 onacHoCTb. JuarHocTuka uHgekuum CMV Ha
OCHOBaHUM CUMMTOMOB MO-NPEXHeMy BbI3blBAET 3aTpyAHEHUS,

TaK Kak BbICOKMI MPOLEHT ClyyaeB 3apaxeHusi Npoucxoaut
6eccMnToMHO. VHduumposaHue In Utero MOXeT nNpuBecTn K
pasnyHbIM MOCNeACTBUAM, BK/IHOYASA YMCTBEHHYIO OTCTa/loCTb,
XOPVOPETUHUT, NOTEPIO C/lyXa U HEBPOJIOrMYECKMe HapyLLeHNS.
Tak kak puck nepegauu supyca In Utero n cBsizaHHble ¢ CMV
HapyLleHus pas3BuTUA Maofa 3HaunTeslbHO BO3pacTaloT npu
NepBUYHOIA MHEKLMM, [OCTOBEPHOE Onpe/esieHne nepBuyHbIX
CMV-vHeKUMA YpesBblyaiHoO BaXHO 41 6epeMeHHbIX XEHLUWH,®"
PenHduLmpoBaHne 3K30reHHbIM BUPYCOM WM peakTuBauus Bupyca
B /IAaTEHTHON CTaAun MOXeT NMPUBECTU K MPUCYTCTBMIO

aHTn-CMV IgM npu OTCTYTCBUM NepBUYHO MHApekumn CMV, Xots
Hanuune aHtuten 1gG Kk CMV cHMXaeT BepOATHOCTb OCNOXHEHWIA,
cBA3aHHbIX ¢ CMV, OHO He obecneymBaeT NOSHOM rapaHTUK 3aluThl
oT 60/1€e3Hu.

MosiBneHne CMV y mnageHues MOXeT NPOUCXOAUTb nyTem
TpaHcnnaueHTapHol nepefaun MHekuMm ot matepu, npu
pOXAEeHUN NyTEM KOHTaKTa C BMPYCOM, MOCTYNAaOLWMUM U3 LUENKU
MaTKM® WM Nocne PoxaeHWs Yyepes MaTepPUHCKOe MOJIOKO.
CepoHeraTuBHble nauneHTbl ¥ MAageHLbl MOryT NpuobpecTtn

CMV uepes 3apaXeHHble MpoAyKTbl KPOBU® UM KOHTAKT C
MHMLMPOBaHHBLIMW MTloAbMY. [leTw, Bbillealuvie U3 craryca
HOBOPOX/EHHbIX, NOABEPXeHbl NHMDEKLMN U nocneaytoLlei
nepegade CMV B fieTCKOM cagy.

Mpy HEOGXOAMMOCTY UCKTIOYEHNA AUarHo3a NepBUYHON MHMeKLMn
o6pasubl, peakTnBHble Ha CMV IgG, cneayeT npoTecTupoBaTtb Ha
CMV IgM 1 CMV IgG Avidity, CMV IgM NonoXuTenbHblii pesynbtat
B COYETaHWUN C HWU3KON aBUAHOCTLIO ABNSETCA OTHYET/IMBbIM
MNHAMKATOPOM NepBUYHOW MHGekuun CMV, npuobpeTeHHon B
TeyeHne nocnefHux 4 MecsiLes.
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CMV IgM
07P44
G76293R02
B7P44R

fi?l 07P4422
rsE72107P4432

QWG
HepeakTuBHbIi

CwWIigM QW IgG Avidity
HepeakTuBHbIA -

Yka3bBa€eT Ha...
WHdbekuma
oTcyTcTByeT
MepeHeceHHas
MHbeKumS;
HWU3KWIA pUck
nepegayn

In Utero
MepBuryHas
NHOEKUWS;
BbICOKWIN pUCK
nepegauu

In Utero

Bbicokas
aBUAHOCTb

PeakTuBHbIi HepeakTuBHbIit

Huskas
aBMAHOCTb

PeakTuBHbIl PeakTuBHbIl

Bbicokas
aBUAHOCTb

PeakTuBHbIli PeakTuBHbIi HenepsunyHas
MHeKUmS;
HU3KWIA prcK
nepegaiu

In Utero

IBMONOMMYECKUE MPUHLWMbLI NMPOLEAYPbI
[aHHbIll TecT ABnseTca ABYXCTYNeHYaTbiM UMMYyHOAHa/IM30M A/
KayeCTBEHHOrO onpefesnieHns aHtuTen IgM B CbIBOPOTKE WK nnasme
KPOBM YesioBeKa Ha OCHOBE TEXHOI0TN XeMUIIOMUHECLLEHTHOrO
MMMyHOaHanun3a Ha mukpovactuuax (CMIA).

CMelLmnBatoTCs M MHKYOGUpytoTcs obpasel, napamarHuTHble
MUKPOYACTHULbI, CEHCMOMNN3NPOBaHHbIE BUPYCHbIM Nn3atom CMV
(wtamm AD169) 1 pekoMBUHaHTHbIM aHTureHom CMV, a Takke
avnoeHT Tecta. AHTM-CMV IgM, npucyTcTeytolie B obpasLe,
CBA3bIBAIOTCA C MUKPOYACTULLAMMN, CEHCUONIN3NPOBAHHBIMU
BUPYCHbIM m3atom CMV (wTtamm AD169) 1 pekomMbUHaHTHbIM
aHTureHom CMV. lMocne NpoMmbIBKM J06ABMSETCH aKpUavH-MeyeHbli
KOHBlOraT aHTuTen K IgM yenoseka A 06pa3oBaHUs peakLoHHOM
CMecu, cMecb WHKybupyeTcs. Mocne cneaytowero Lukia npombIBK1
K peakLVOHHOIM cMecn A06aBnsaloTcs npe-Tpurrep u Tpurrep.
Monyyaemasn B pe3ynbTare XeMUIIOMUHECLIEHTHAA peakums
MN3MepPSIeTCA B OTHOCUTE/IbHbIX CBETOBbLIX eanHuuax (RLU). Mexay
KonnM4ecTsom aHTU-CMV IgM 1 RLU, feTekTMpoBaHHLIMU ONTUKOM
CUCTEMBI, CyLecTBYeT MnpsiMasi 3aBUCUMOCTb.

Hanuune nnn otcytcteue aHTM-CMV IgM B 0bpasue onpegensietca
MeTof0M cpaBHeHVss RLU XeMUTIOMUHECLLEHTHOTO CUrHana

B peakuum 1 noporosoro 3HayeHns RLU, onpegensaemoro no
AelicTBytoLLell kanmbpoBke.

Moppo6Hy0 MHOPMAaLMIo 0 CUCTEME U TEXHOMOMUK aHanmnsa

cMm. B PykoBoacTee no akcnnyatauumm Alinity ci-series, Pasgen 3.

IPEAMEHTbI

Copgep>knmoe Habopa

CMV aHTtutena IgM PeareHTbl (Alinity i CMV IgM Reagent Kit) 07P44
MNPUMEYAHWE: HekoTopble hacoBkv AOCTYNHbI He BO BCEX CTpaHax.
O6paTuTech K BalleMy MEeCTHOMY AUCTPUOLIOTOPY.

O6beM (M), ykasaHHbI B Tabnuue Hwke, 0603Ha4aeT 06bemM Ha
KapTpuaX.
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] 07P4422 07P4432
Konnuwactso Tecroa B 100 §00
KEpTPIIDNE

Kamwsoveo 2 2
KAPTPUIDRER B HABOPe

'W‘“""""” recTos & 200 1000
&8 mL 270 mL
6.1 mL 268 mL
10.4 mL 471 mL

MMHKPOHACTHUD), COHCHEUMIZUPOBRHHIE
BUDYCHLM NKUSATOM CMV (wramm AD168) n pexomBHHaHTHLM
anTrerion CMV, 8 TRIS-Eybephon GrasoNOriueckom pacTeops.
MUHIMANLHANS KOHUOHTPAUMR: 0.08% Tespnoro sawecTea,

KoxcepeaHTel: ProClin 300 ¥ npOoTHEOMWKDOGHLIS Npenapare.
AXDHANH-MEMEHLI KOHBIORAT MHTHTN K IgM 4enosexa
{(MpiwMmoix) B MES-Gydepe. MIHIMANLHAR KOHLSHTPALMA:

|Pearwposstne

P302+P362 P NOMALIAHVIA HA KOXKY: MpomeiTe

| GONbUIMM KOMMMOCTBOM BOZbI.

|P333+P313 My paIaPANIHIN KOKI MW NORBNSHHN
conm: OBpaTUTLCA X BpaMY.

[Pao2+P364 CHATD SATPASHEHHYIO OREARY W
BHICTHRATD 89 NEPAA NCNIONLIOBAHNEM,

Yrummsauns

P501 YIHIUM3NPYATe CORSpIMOoa/KonTeHHeD B

COOTRGTCTENH C CAHNTADHLIMK HOPMAMNH
PO (CanluH 2.1.7.2790-10 or 09,12.2010),

HATPUA,
48 ng/mL. Koncepsantor: ProClin 300 1 npoTvaospobinee lHW MONST BLISHIBATD ANNEPFMOCKYID
npenapamt. KOKHYIO PEAKLINO.
[Asaay SaURNT] TRIS.Gydep 1 anTHTENA K IgG venoseKa (KobW). IE!.Moae |Mxmcmmmoﬁpuynea
KoncepaaHThl: A3wa HaTpus n ProClin 950, BLICOKOTORCHUMbIH ra3.

[MpeaoTepaense
np%npmkmmn W MOPLI NPEAOSTOPRKHOCTH Ist‘l WoGeraTe Bapncen TyMaKa/napos/
¢ 23P020NeH.
o L auarsocTunn in Vito IPm He BuHOCHTL FATPAIHEHHYIO ORENEY ©
Mepw npenocTopoikHocTH MOCTS,

‘Pm MQNbIOBRTLCR SAUINTHAAKN NEPUATKEMN/

SAULIKTHOA OQSNTON/CPERCTBAMM JAUNTEI

. ' : APORACT CaAek Y 7 [Pesrmpossme =
HONOBEKA NIWNW NOTSHLMANLHO WHOSXLIMONHLIS KOMMTONONTLL.
Cw. pa3Nan PEATEHTDE ARHON MHCTRYKUMH NO NPHNEHENIND, |"°°2*m NP NOMALAHIAA HA KIDIKY: Npomeite
HY O M3 HIBECTHLIX METOROB TECTMPOBAHMA HE G0NbUINM KONWMOCTBOM B,
MONET FRPRHTHPOBATD, HTO GHOMATEPHAN YBNOBEKA UM ||’333"'|’31s Flpv PRIAPAKBHUN KON HNH NOMNGHIM
HHOKTIBUPOBAHHLIC MHKDOOPIAHM3MEL HE NOPEHOCRT UHGBKLNIO, coim: OGpaTHTLEA Kk BpaMY.
MoSTOMY BCS BHOMETEDWANG! HENIOBOKA CIILYET CuMTaTH P382+P304 CHATL JATPAIHOHITYIC ODENTY W
NOTSHILHANBHO HHPBXLUNOHHEIMIL. POKOMSHIYeTCs 0GPAILATLOR BLICTUPATL 06 NEPSI UCNCALIOCAHWEM,
© POATOHTOMN W OEPASLAMI, NONYHEHHLIMG OT YBNOBSKA, B Yrnausaumn
GOOTBETCTEMN 60 CTAHAAPTOM N0 OOPALIOHNO G reMokoHTaKTHUMN  |PSO0Y YIMAKIUPYRTS CORSOIKUMOB/KOHTEHHEP &
narorenasmn, paspaotambm Ynpasneunerm CLUA no oxpaxs Tpysa COOTRATCTRIN C CAHHTADNLIMI HOPMAMM

W NPOMBILINGHHOA rurwene {OSHA). MNpwn pabore ¢ maTepHanamn,
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|P® (Caniini 2.1.7.2780-10 ot 09.12.2010).

Nacnopra H830NACHOCTH AOCTYNHL KA CARTS

v abbottdiagnostics.com WK Y MECTHOTO NPARCTAHTENA.
Moapobuy1o wHGOPMALIMG O HOOGXORMMBIX MOPAX
NPOALCTOPOKHOCTH NPW PABOTE ¢ AHANMKINTOPOM

cw. B Pyxosonctee no sxonnyarauum Aliny cl-series, Paxaen 8,
OBPANSHUE O PSATSHTAMI

+  [locne nonywsHin HABOPA PACNIONONITE HERCKPHITYIO KOPOBKY
38NOHOA NONOCOR CBENXY W AKKYPATHO NEPSBepHMTe K Co68
M o coba (Ha 180 rpaaycos) 5 pas, 3aTem pacnoKHTS
KOPOGKY JBNEHON NANOCOR CHA3Y M CHOBA NEPEBSPHNTS
K cobe n or ceba (Ha 180 rpanycos) § pas. B paayneTare
MHOKOCTL GYRBT PABHOMODHO PACNPEASHOHR NO BHYTREHHEN
(I00ORXHOCTY QNAKOHOR, HAXORMUMXCA BHYTIM KAPTEWDXA, Mpy
TPAHCNODTHPOBKS POANGHTOB MUKPOMBCTHLIE! MOTYT 0CECTL HA
MOMEPANY KPLILLKK PSAFeHTA.
= [OCTABLTS OTMATKY HA YNAKOBKS PEANSHTA, OIHENMOLIYIO,

uTO OKa Goina NEPEBOPHYTA 8 COOTBATCTBMK ¢
MHCTRYKUMIMM,

¢ [locNe NEpeMeIINBAHIA | NEPAL WCNONLICGAHKAM OCTALTS
KAPTPWIDK POAreHTA HA 1 UAC B BOPTIKAMHHOM NOONBHNK 00
WCUGIHOBOHUA MYILPLKOB, KOTOPHIE MOIMKW 0BPAIDBATLCA NPK
NOPOMOLIHBAHWA,

) Abbott



«  EC/M KapTpUaX peareHTa onpoKUHY/ICs, NpUBeauTe ero Mozpo6Hyto Hhopmauuio 06 ycTaHOBKe (aiina Tecta, npocMmoTpe

B BEPTMKa/IbHOE MOJSIOXKEHWE M OcTaBbTe Ha 1 yac Ao 1 pefakTMpOBaHUU NapamMeTpoB aHanmsa cM. B PykoBoAcCTBe Mo
MNCYE3HOBEHUSA My3bIPbKOB, KOTOPbIE MO 06pa3oBaTbCs. akcnnyatauum Alinity ci-series, Pasgen 2.

¢ PeareHTbl noasepXxeHbl (DOPMUPOBAHUIO NEHbI 1 NYy3bIPbKOB. WMHbopmaumio o BbiBOZE Ha NeyaTb NapaMeTpoB aHam3a
My3blpbkn B peareHTe MOryT nomellaTb onpeaeneHunto cMm. B PykoBogcTtse no akcnnyataumm Alinity ci-series. Pasgen 5.
YPOBHsI peareHTa B KapTpumke v NPUBECTU K HEA0CTATOUHOV Moppo6Hoe onucaHue npouenyp paboTbl C CUCTEMOIA
acnupaumnmn peareHta, Kotopasd MOXeT 3HauuTeNlbHO B/IMATbL Ha CM. B PyKOBOACTBe no akcnayaraumm A||n|’[y ci-series.

NpaBU/IbHOCTb Pe3y/bTaToB.

Moapo6Hyto nHchopMaLmio 06 06paLleHun ¢ peareHTamu npu
pa6oTe ¢ aHanM3aTopoM CM. B PykOBOACTBE MO 3KCniyataumu
Alinity ci-series. Pasgen 7.

AnbTepHaTMBHbIE eAVHNLbLI N3MePEeHUsa pesynbTaTta

[ns Bbl6opa anbTepHaTUBHON efAMHULbBI M3MEHUTE napameTp TecTa
"EANHULI n3MepeHns”,

dhopmyna nepecuyeta:

(KoHueHTpaums B cTaHAApPTHbIX eAuHULAX U3MepeHns pesynbTtara) X

Makcumanb- [lononHuTeNbHble (chakTop nepecueta) - (KOHUEHTpaUMsi B aflbTEPHATUBHbIX
Temnepatypa HOe BPEMS  MHCTPYKLWK MO EAMHALAX U3MEpeHs pesynbTara)

XpaHeHuWe peareHToB

XpaHeHus XpaHeHUsi  XpaHeHWto
S oo o CraHfapTHble AnbTepHaTUBHblE
HesckpeIThi 2 - 8°C Ao Xpanure B €AVHNLBI U3MepeHNs €AVHNLBI N3MEpeHUs
kapTpna>k OKOHUYAHUA  BEPTUKANLHOM pesynbTara ®dakTop nepecueta  pesy/bTara
cpoka NOJOXKEHMU, VHaekc 10 S/CO
rogHocTy  Ecin kapTpuax
XpaHunes He 1 CBOP OBPA3LUA 1 MOATOTOBKA K AHANN3Y

BEepTUKas/IbHO, aKKypaTHO

Tunbl 06pasLos
nepeBepHUTE KapTpUoK
10 pas 1 nepen MepeuncneHHble Huxe TuMnbl 06pa3LoB Gbinv BepUULMPOBaHbI

Ha NpUrogHoCTb K NCNO/Ib30BaHMKO B AaHHOM TeCTe Ha cuctemax

MCNoNb30BaHNEM
ocTaBbTe Ha 1 uac ARCHITECT i System.
B BEPTUKANILHOM [Opyrvne Tunbl 06pasLos 1 NPo6bUPOK Ana cobopa 06pasLoB He bbun
[TO/IOKEHMN. BEPUCHULMPOBaHbLI HA MPUrOAHOCTb K UCMO/b30BaHNI0 B JAHHOM
Ha GopTy Temnepatypa 19 gHeit Tecre.
B cucTeme Tunbl 06pasLoB Mpo6upkun gns céopa 06pasLoB
BekpbIThii 2 - 8'C o XpaHute B CbIBOPOTKa KpPOBU CbIBOPOTKa KpOBU
KapTpua>K OKOHYaHWA  BEepTUKasIbHOM CblBOpPOTKa KPOBM C
cpoka NOJIOKEHNN, pasfenuTenbHbIM renem
rogHocTn  Ecnmn kapTpuax Mnasma KpoBu Mnasma kposu ¢
XpaHuca He pasfenutesnbHbIM renem (IuTuii
BEPTUKasIbHO, renapuH)
YTUNU3NPYITE KapTpUaX. Kanvesas conb EDTA
He vcnonb3ayiite Liutpar Hatpus
MOBTOPHO KPbILLKN NuTunii renapuvH

peareHTa npousBoauTeNs
WM 3aMeHsieMble

Hatpwii renapuH

KPbILLIKW BBUAY pUcKa e Paboune xapakTepucTUKN TecTa He YCTaHOB/IEHbI A/1si ClyYaeB
KOHTaMuHaLm nccnefoBaHns 06pasLoB TPYMNHOW KPOBU UM NOBbIX XMAKOCTEN
N BO3MOXHOCTU opraHvama, Kpome CbIBOPOTKM UK NnasMbl KPOBU YesioBeka.
HapyLleHns pa6oumx e XKugkue aHTMKOArynsHTbl MOryT AaBaTb adhhekT pasBeneHust,
XapaKkTepucTuk UTO MOXET MPUBECTN K 3aHWKEHHbIM 3HAYEHUSIM MHAEKCA B
peareHTa. oTAeNbHbIX 06pasLax nalyeHToB.

« [51s aHasM3aTopa He NpeAycMOoTpeHa onuus BepudmKaumm
TUMNOB WCMO/Mb3yeMbIX 06pasLoB. B 0653aHHOCTU onepaTtopa
CUCTEMbI BXOAWT NPOBEpKa NpPasuibHOCTM TUMOB 06pa3LIoB,
UCMOSb3yeMbIX B TeCTe.

PeareHTbl MOXHO XpaHWUTb Kak Ha 60pTy CUCTEMbI, Tak U BHE
ee. Mocne n3BNeYeHVss peareHToB U3 CUCTEMbI XpaHUTe UX B
BEPTUKA/IbHOM MNOJIOXEHUN C HAAETbIMWA HOBbIMU 3aMeEHSiEMbIMU
KpbiWKamy npu Temnepartype 2 - 8'C. PeareHTbl, xpaHawmecs

BHE CUCTEMbI, PEKOMEH/YETCH XPaHWUTb B DabpuuHbIX OTKaxX U CocTosiH/e o6pasLoB
ynakoBKax /1l 06ecneyeHns BEPTUKAIbHOTO MOOXEHUS. e He ucnonbayiite:
Moapo6HY0 MHGOPMALIMIO O BbIFPY3KE PeareHToB U3 CHUCTEMbI 06pasLibl, MHAKTVBMPOBAHHbLIE HarpeBaHWEM
cMm. B PykoBoacTee no akcnnyatauum Alinity ci-series. Pasgen 5. ny/IMpoBaHHble 06pasLybl
MokaszaTenn NopuM peareHToB - CWIbHO reMO/MIM3MPOBaHHbIE 06pasLbl
OwmbKa KaMBPOBKN WM BbIXOM, 3HAYEHUS KOHTPOMA 3a Npeaesbi 06pasLibl ¢ 3aMeTHOM MUKPOGHOI KOHTaMuHaumeit
[AvanasoHa JonyCTUMbIX 3HAUYEHUI MOXET CBUAETENbCTBOBATL O *  YT06bl NOMY4NTL MpaBW/bHblE pe3ysnbTaTbl, 06pasLibl
nopye peareHToB. Pesy/bTaTbl COOTBETCTBYIOLMX TECTOB CreayeT CbIBOPOTKM M NIa3Mbl KPOBW CreflyeT oTAeNUTb OT (hnbpuHa,
cuMTaTh HEBEPHbIMW, 06pasLbl 4O/MKHbI 6biTb NPOTECTUPOBAHbI 3pUTPOLMTOB 1 PYruX TBepAblX yacTul. O6pasLpl CbIBOPOTKM
NOBTOPHO. MoXeT noTpe6oBaThCA NOBTOPHAs KannGpoBka TecTa. KPOBU NaUMEHTOB, NOJyYatOLLUX aHTUKOATYSLVMOHHY W
WHdopmaumio 06 ycTpaHeHun HeucnpasHocTeli cM. B PykoBoacTee TPOMGO/IUTUYECKYIO TEPaNUIo, MOTYT cofiepxarb hnbpuH B
no akcnnyatauun Alinity ci-series. Pasgen 10. pesynbTare He3akOHYEeHHOro 06pa3oBaHWs CryCcTKOB.

e PekomeHzyeTcs UCMONb30BaHNe OfHOPA30BbIX MUMETOK

INPOLEAYPA PABOTbHI HA AHAJIM3ATOPE Y AHOP

N HaKOHEYHUKOB 4/17 NUNEeTOoK ANnd npeaoTspalleHus

Heobxoaumo yctaHoBuTL haiin Tecta Alinity i CMV IgM nepep, NepeKPECTHOM KOHTAMUHALMN

nposegeHneM Tecta Ha aHanmsartope Alinity i.

Abbott
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NMopgrotoBKa K aHanusy

e CnepyitTe UHCTPYKUMAM U3rOTOBUTENS NPOBUPOK An1si cbopa
06pasuo.. MNpy NoarotoBke 06pasLoB K TECTUPOBAHUIO
rpaBUTALMOHHOTO pasfeneHns HefoCTaTouHo.

* B o6pa3uax He AO/MKHO BbiTb Ny3bIPbKOB. YAa/nTe Ny3blpbKu
annauMkaTopom [o Havana TecTuposaHus. cnonb3yiite
HOBbI annankaTop 4715 Kaxaoro obpasua, 4tobbl nsdexarb
nepekpecTHON KOHTamuHaLMn.

[ns nonyyeHus cornacoBaHHbIX PesysibTaToB pekoMeHayeTcs

NpoBOANTL NOBTOPHOE LeHTpUhyrmposaHne obpasLos nepes

TeCcTUpOBaHWeM, ecn

* OHM cofepxat (MOpVH, 3PUTPOLUTLI UK Apyrue TBepable
yactuupl

* TpebyeTcs NOBTOPHOE MCCrefoBaHue.

MNPUMEYAHWME: Ecnu obpasubl cogepxaT qmopyH, 3puTpoLmThbl

1K Apyrue TeepAble YacTulbl, Nepemellante Ux Ha BopTekce

Ha HWU3KOI CKOpOCTM unn nepesepHyB 10 pa3 nepef NOBTOPHbIM

LieHTpUdoyrmpoBaHmnem.

MoaroToBbTe 3aMOPOXEHHbIE 06pasLbl credyowmym o06pasom:

* [lepep nepemellviBaHNEM 3aMOPOXEHHbIe 06pasLbl HEOOX0ANMO
MOSIHOCTbIO Pa3MOPO3UTb.

* TwarenbHo nepemellainTe pasmMoOpoXeHHble o6pasLbl Ha
BOPTEKCE Ha HU3KOI CKOPOCTM WM aKkypaTHO NepeBepHyB
npo6upkun 10 pas.

* BusyanbHo nposepbTe o6pasLbl. Ecnn Habnopaetcs
paccrnoeHve wu cTpatudukaumus, nosTopsiiTe nepemelumsaHne
[0 Tex nop, noka obpasLbl He CTaHyT BU3yas/lbHO OAHOPOAHLIMU.

* HepoctaTouHoe nepemeluvBaHne o6pasLOB MOXET NPUBECTM K
NOJTYYEHNIO HETOUHBIX Pe3y/bTaToB.

* PekomeHAyeTCs NpOBOAUTL MOBTOPHOE LEHTpUyruposaHmne
06pasLoB.

MoBTOPHOE LEeHTpUdyrupoBaHne o6pasLoB

* TlomecTute 06pasLpbl B LEHTPUDYXHbIE NPOBUPKN 1
LeHTpudpyrupyiite He meHee 100 000 A-MUHYT.

* Tpvmepbl NpUeMIeMbIX 3HAUYEHWUIA BPEMEHWN W CUbI
npejcTasnieHbl B TabnuLe Huxke.

Bpems LeHTpUYrnpoBaHus paccuntbiBaeTCs Ha OCHOBe
3HauveHuii RCF no dopmyne:

MuHuManbHoe Bpems 700 000 g-mMuHYT

LeHTprdyrmpoBaHnsa (MUHYTbI) = " RCE
Bpems noBTOpHOro
LieHTpudhyrmpoBaHus
(MUHYTbI) RCF (x ) L-MUH/TbI
10 10 000 100 000
20 5000 100 000
40 2500 100 000

RCF = 112 X 'tax (rprn/1000)2

RCF - OTHOCUTENbHAA LeHTPo6exHas cuna, Bo3HMKaoLlas
npy LeHTpudyrnpoBaHnm.

CkopocTb BpalleHus (060poTOB B MUHYTY)

poTopa, B KOTOPOM pacnosfioxeHbl obpasupl (rpT
06bI4HO 0603HaYaeTCs Ha LMMPOBOM MHAMKATOpE
LEeHTpUdoyrn).

Bpems OTCYET BPEMeHU NPOoMCXOAMT C MOMEHTa
LeHTpudyrn- [OCTUXEHUA poTopom Tpebyemoli RCF unm rpT go
poBaHWs -  Havana CHUXEHWUS CKOpPOCTM.

Muex - Pagunyc potopa B munnmmetpax. NMPUMEYAHNE:
Ecnn ncnonb3ylotea cneunanbHble gepxarenu
npobupok (Hanpumep, Aepxarenu, He ykasaHHble
npov3sBoauTenemM LeHTpudyrun), To cnegyet Umeputb
3HauYeHvne paguyca B MunaumMeTpax (rmax) Bpy4Hyto
n paccuutatb RCF.

EfnHuLa n3mepeHus, npeacrasnswoLwas

co6oii npoussegeHne RCF (x &) 1 BpeMeHu
LeHTpUdyrnpoBaHus (B MUHyTax).

rpnl -

A-MUHYTBI -
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e [lnA TecTMpoBaHUS NOMECTUTE OYMLLEHHBIV 06paseL, B
yalleuky 4 o6pasLoB MM BTOPUYHYKO Npo6upky. Ecnu nocne
LeHTpudyrmpoBaH1s B obpasue NpucyTcTByeT NUNUAHLINA
Cnoii, nepeHecuTe B Yalleuky A1a 06pasLoB UM BTOPUUHYIO
Npo6UPKY TOMIbKO OYULLEHHbIV 0bpasel, 6e3 NMMneMmnyeckoro
MaTepuana.

XpaHeHue o6pasyuos

YcnoBus xpaHeHust 06pasLoB Gbiv BeputMLMpOBaHbl Ha cucTeme
ARCHITECT i System.

MakcumanbHoe  CneunasibHble
Tvn obpasua Temnepatypa BpeMst XPaHEHWUS WHCTPYKLMK

CbiBopoTka/ 2 - 8'C 14 pHeit O6pasLpbl MoryT

nnasma XPaHUTLCS CO

KpoBY cryctkamum,
apuTpoumTamu,
pasfenuTenbHbIM

renem wnm 6es.

* Ecnn TpebyeTcst XpaHuTb 06pasLibl JOfblle MakCUMaibHOro
BpEMEHW XpaHeHusi npu Temneparype 2 - 8'C, cnegyeT oTAeNUTb
CbIBOPOTKY WM Maa3My KpoOBW OT CTyCTKOB, 3pUTPOLIMTOB
WN pasfenuTenbHOro rens Ans CbiIBOPOTKM Kposu. Mepeq
TecTpoBaHveM 06pasLbl MOXHO XPaHWUTb B XO/IOAWbHUKE
0o 14 nHeit npu TemnepaTtype 2 - 8'C. Ecnm TecTupoBaHue
oTknaabiBaeTca 6onee yuem Ha 14 gHel, obpasubl cnegyet
XpaHuUTb 3aMOpPOXeHHbIMU (-HO'C nnm Hmxe).

* He nposoanTe 6onee 6 LMKIOB 3aMOPO3KN/Pa3MOPO3KN.

TpaHcnopTupoBKa 06pasLoB

YnakoBbIBaiiTe 1 Mapkupyiite o6pasLibl B COOTBETCTBUN C
rOCYAapCTBEHHbIMM, (hefiepasbHbIMU U MEXAYHaAPOAHbIMM
Tpe6oBaHUsIMU M0 TPAHCMOPTUPOBKE K/IMHUYECKUX 06Pa3LoB U1
VH(DEKLMOHHBIX BELLECTB,

INPOLUEAYPA

MpepocTtaBnsieMble maTepuasnbl
07P44 CMV aHtutena 1aM PeareHTbl (Alinity i CMV IgM Reagent Kit)

Heobxoanmble, HO He npefocTaB/sieMble MaTepuasibl

¢ Alinity i CMV IgM dalin Tecta

¢ 07P4401 CMV aHTuTena IgM Kanuéparops! (Alinity i CMV IgM
Callibrator)

¢ 07P4410 CMV aHtutena IgM KoHTponbHble matepuans! (Alinity i
CMV IgM Controls)

« 06P1160 PactBop Tpurrepa (Alinity Trigger Solution)

* 06P1265 Pacteop npe-Tpurrepa (Alinity Pre-Trigger Solution)

¢ 06P1368 KoHLeHTpupoBaHHbIli NpomblBatoLLmii Bychep (Alinity
i-series Concentrated Wash Buffer)

NHdopmaumio 0 maTepuanax, HeO6XoAUMbIX A1t paboTbl

aHanusatopa, cM. B PykoBoacTee no akcnnyatauum Alinity ci-series.

Pasgen 1

VHdopmaumio o matepuanax, HeobxoaumbIx Ana npoeayp

TEeXHUYECKOro 06CnyxumBaHusi, CM. B PyKoBOACTBE MO aKcnayaraumu

Alinity ci-series. Pa3gen 9,

Mpouenypa aHann3a

Mogpo6Hoe onucaHne npoueaypbl NPoBefeHNs TecTa

cMm, B PykoBogcTee no akcnnyartauum Alinity ci-series. Pasgen 5.

¢ VHdopmaumio 06 obecneyeHnn 4OCTaTOuHOro obbema obpasua
nauveHTa npu UCMosb30BaHUN NEPBUYHBLIX U a/INKBOTHBIX
npobupok cm. B PykoBoacTee no akcnnyatauum Alinity ci-series.
Paznen 4.

¢ YT06bl MMHUMM3MPOBATbL 3WEKTLI UCMapeHns, nepes,
npoBsefeHnem TecTa y6eanTech, 4To B Yalleyke f/d 06pasLoB
NpUCyTCTBYET [OCTATOUHbI 06BbeM 06pasua.

*  MakcuManibHOe 4MC/I0 NOBTOPOB U3 OAHON Yalleyku A/
o6pasua: 10

MpropuTeTHble 06pasLibl:
» O6bem obpasua Ana npoBefeHus nepBoro Tecta: 75 ul

Abbott



°  O6beM obpasua ons nposeseHus KaX,0ro
[0NOMHUTENBHOMO TeCTa U3 OAHON Yalleykn ana obpasua:
25 pL
- S3 vacoB Ha 60pTy:
» O6bem obpasua 415 npoBefeHns nepsoro Tecta: 150 pL

° O6bem o6pasua  gnd nposeaeHst KaXxaoro
[IONOJHUTE/IBHOTO TECTa M3 OAHOI Yalleykn s obpasua:
25 pL

>3 yacoB Ha 60pTy:

o

TpebyeTca ceexas annksoTa obpasua.

*  WHchopmauuio 0 NoAroToBKe U UCMOJb30BaHUN KanmbpaTopos
N KOHTPONEl CM. B UHCTPYKUUM MO NpUMeHeHnto kK CMV
aHTuTena 1aM Kannépartopam (Alinity i CMV IgM Calibrator)
N B VUHCTPYKUMM MO npumeHeHuto K CMV aHtutena IgM
KoHTponbHbIM MaTepuanam (Alinity | CMV IgM Controls).

¢ VHdopmMaumio 06 o6LLmx onepaLmoHHbIX npoleaypax
cM. B PykoBoacTtse no akcnnyartauuun Alinity ci-series, Pasgen 5.

e [lna JOCTMKEeHUA ONTUMasIbHbIX Paboumx XapakTepucTmk
BaXXHO CMefoBarb CTaH4apTHbIM npoLedypaM TeXHUYEeCcKoro
06CNyX1BaHNs1 B COOTBETCTBUM C PyKOBOACTBOM MO
akcnnyataumm Alinity ci-series, Pasgen 9. Ecnv npaswuna pa6oTbl
B Balleil naboparopun TpebyroT 6Gonee YacToro TEXHUYECKOro
o6CnyXuBaHus, cnegyiite NPUHATON NpakTuKe.

Mpoueaypbl pa3BeneHs ob6pasLoB

Henb3a pa3sogutb 06pasLpl NpW MCNONb30BaHUW B TecTe

Alinity i CMV IgM.

KannépoBka

VIHCTpYKUMN O NpoBeAeHUn kannbposku cM. B PykoBOACTBE NO

akcnnyatauun Alinity ci-series, Pasgen 5.

[na oueHky kanMbpoBKM TecTa HeobxoAMMO NpoTecTnpoBaTb BCE

KOHTPONW.

Mocne NpUHATUA 1M COXpaHeHWs pe3ynbTaToB KasMbpoBKY BCe

nocnegyowe obpasibl MOXHO TecTMpoBaThb 6e3 npeaBapuTeNbHON

KanMbpoBKM, KPOMe Tex cryyaes, Koraa:

¢ Vcnonb3yeTcs Habop peareHToB C HOBbIM HOMEPOM CEPUN.

e PesynbTaTbl exefHEBHON npoueaypbl KOHTPONA kadecTBa
HaxopsATca BHE cTaTUCTMYecku 060CHOBAHHOTO AuanasoHa
KOHTPONSA Ka4yecTsa, UCMO/b3yeMOoro /i1 MOHUTOPUHra 1
KOHTPONA pabounx XxapakTepucTuk CUCTEMbI, Kak yka3aHo B
pasgene "Tpoueaypbl KOHTPONS KayecTsa" COOTBETCTBYOLLEN
MNHCTPYKLMN NO MPUMEHEHUIO K peareHTy.

- Ecnu ctatuctnyeckn 060CHOBaHHBIA Ananas3oH 3HaveHui
KOHTPONA HEeOCTYNEH, TO Nepuos Mexay KannbpoBkamMu He
[onxeH npesbiwatb 30 AHeN.

MoxeT noTpeboBaTbCA MOBTOPHAasA kaMbpoBKa TecTa nocne

npoueaypbl TEXHNYECKOro 06CNYXMBaHNA OCHOBHbIX YacTeii

CUCTEMbl UM ee KOMMOHEHTOB WM NOC/e NPOBEeAEHNS CePBUCHBIX

npoueayp.

Mpouenypbl KOHTPONA KayecTBa

PekomeHayeMble Tpe6oBaHNA NO KOHTPOMO kavecTBa TecTa

Alinity i CMV IgM 3aknto4aloTcs B TECTUPOBAHUM MO OAHOMY

KOHTPO/IO BCEX YPOBHEN Kaxble 24 yaca, TO eCTb Kaxable CyTKu

akcnayatauum.

[lononHUTEeNbHbIE KOHTPONWU cnefyeT TecTupoBaTb B COOTBETCTBUMW

C MECTHbIMW, FOCYAAPCTBEHHbIMU M/MNK dhefepasibHbIMA 3aKoHamu

VN aKKpeanTaUMOHHbIMU TPeboBaHUAMU U NONUTUKON KOHTPONSA

KayecTBa Balleil naboparopum.

[na nonyyeHns cratmcTuyeckn o60CHOBAHHOIO AuanasoHa

KOHTPONA Kaxaas nabopaTopus f0/MxHA yCTaHaBMBaTb

COOCTBEHHbIE LieNeBble 3HAYEHNS KOHLEHTPaLMA 1 avanasoH

KOHLLeHTpaLMii 4719 HOBbIX CEPUIA KOHTPOMEN Ha KaXAOoM KIMHUYECKM

3HauYMMOM YPOBHE KOHLIEHTpauuu. B xofe mccnegosaHus

npoeoauTca He MeHee 20 NOBTOPOB Ha MPOTSKEHUN HECKONbKUX

(3 - 5) AHel ¢ panbHenwnm onpegeneHnemM OXMaaemMoro cpegHero

(ueneBoro) 3HayeHus1 N BapnabenbHOCTN CPefHUX 3HAYEeHUI

(armana3soHa) B nabopaTopun Ha OCHOBE MOJTYYEHHbIX Pe3y/bTaToB.

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

YTo6bl NOMYyUYNTb penpeseHTaTuBHbIe AaHHble A5 fasibHeliLei

paboTbl cMCTEMBI, B AaHHOe WUCcefoBaHne HeobXOAMMO BKIOUUTL

BO3MOXHbIE MPUUYKNHBLI BapruabeibHOCTH:

* Heckonbko COXpaHEHHbIX KannbpoBoK

* Pa3sHble cepun peareHToB

* Pa3sHble cepun kannbparopos

¢ PasHble aHanuTU4yeckne mMoaynm (ecnv NPUMeEHUMO)

* PesynbTtatbl, Nony4yaemble B pasHoe BpeMsi CYyTOK

VHdopmaumio nnn obuimne pekomeHgaumy no KOHTPO0 kadecTBa

CM. B 0ny6/IMKOBaHHbIX PYKOBOACTBAX, Hanp,, B fokymeHTe C24-A3

VIHCTUTYTa KNnHU4Yeckmx u nabopaTopHbix ctaHaaptos (CLSI) wam B

Apyrux ony6/IMKoBaHHbIX pyKoBoAcTBax.”

« Ecnn npoueaypb! Baleli naboparopun TpebytoT 6onee yactoro
MOHUTOPWHIa KOHTPO/ISi Ka4yecTsa, crefyiite NPUHATON npaxTvike,

* Ecnn pesynbTaTbl KOHTPONA KayecTBa He COOTBETCTBYIOT
NPUHATLIM KPUTEPUAM, YCTAHOB/IEHHbIM Balleli naboparopuei,
pesynbTaTbl TECTUPOBaHMS 06pasLoB MOryT 6biTb
COMHUTENbHbIMW. CneflyiiTe NpUHATLIM Balleil nabopaTtopueii
npoueaypam KOHTpons Kavectsa. MoxeT notpe6osatbcs
noBTOpHasA KanMbpoBka aHanmsa. ViHdopmaumio 06 ycTpaHeHum
HeucnpasHocTeli CM. B PyKOBOACTBE MO 3KCMayaTaLuum
Alinity ci-series. Pasgen 10.

¢ Tlocne ycTaHOBKM HOBOI Cepun peareHTa uim kanubparopa
npoBepbTe pe3y/bTaTbl KOHTPOS KayecTsa W Kputepum
npremaemMocTy.

PexkomeHgaumn no npoleaype KOHTPOSIA KayecTBa

PekomeHgauum no npotegypam KOHTPONsA kavecTsa flaboparopum

cm. B "Basic QC Practices”, James O Westgard, PP.C."*

MoaTtBepAraeHne 3asiBNeHHbIX XapakTepUCTUK TecTa

MpoTOoKObI A/ NOATBEPXKAEHUA 3aAB/IEHHLIX B UHCTPYKLMU

N0 NPUMEHEHNIO XapaKkTepPUCTUK TecTa cM. B PykoBoacTee

no akcnnyatauun Alinity ci-series, Pasgen "MoareepxaeHue

3a51B/IEHHbIX XapakTepucTuk TecTa’.

IPE3YNLTATHI

Pacuet

AHnanuzatop Alinity i paccunTbiBaeT pesynbtarbl gaa Tecta
Alinity i CMV IgM ¢ ucnonb3oBaHnem oTHoweHuss RLU o6pasua
K noporosomy 3HaueHuto RLU (MHAekc) ana kakgoro obpasua u
KOHTPOSIS.

Moporosoe 3HaueHne RLU = Kanu6patop 1, cpegHee RLU x 1.00.

Moporosoe 3HaueHne RLU coxpaHseTcs nocne kanubposBku gns
Kabkgoll cepumn peareHToB.
MHpekc = RLU o6pasya/MoporoBoe 3HaveHne RLU

VIHTepnpeTaumsa pesynbtaros
MoporoBoe 3HaueHne coctasnset a 1.00 nHgekc / S/CO,

WHaekc / SICO WHTepnpeTtauus

<0.85 HepeakTuBHbIi
YKasblBaeT Ha OTcyTCTBuE
OCTpOW MHdEKLUMN.

a 100 PeakTnBHbIi

YKa3blBaeT Ha OCTpyto
nHpekumio. Takre naumeHTbl
MMEIT MOTEHLMa/bHbIA PUCK
nepeHoca uHdekuun CMV.

MNPUMEYAHWE: PekomeHayeTcs NOATBEPANUTL KITMHUYECKYHO
peneBaHTHOCTb pe3ynbTatos a 0.85 nHaekc / S/ICO nytem
TecTupoBaHua obpasuya Ha CMV IgG Avidity. Ecnn pesynbTtartsl
OCTaloTCSA COMHUTENbHBIMW, NOBTOPWUTE TECTUPOBaHWe C
MCnonb30BaHnemM BTOPOro obpasua B Te4YeHne COOTBETCTBYIOLLEro
nepvoga BpemeHu (Hanp., 2 Hegenw).

3 Abbott



chnarn

PesynbTaTbl HEKOTOPbIX TECTOB MOrYT COMPOBOXAATHCS
nHchopmauueii B none "conarn”. OnucanHune chnaros, KOTopble MOryT
NOSIBNATLCA B 3TOM Mosle, CM. B PYKOBOACTBE MO 3Kcniyarauum
Alinity ci-series, Pasgen 5.

HOrPAHNYEHUSA MPOLUEAYPbI

« Ecnu pesynbTarbl Tecta Alinity i CMV IgM He cOOTBETCTBYHOT
K/IMHUYECKOI KapTWUHE, peKoMeHAyeTcsi NMPOoBOAUTbL
[ONOJHNTENIbHOE TECTUPOBAaHUE /151 NOATBEPXAEHNS
pesy/nbTaTos.

e B amarHocTnyeckux uUensx pesynbTarbl cnegyet
MHTEPNPETUPOBATL C YY4eTOM [PYrvX AaHHbIX; Hanp.,
pesynbTtatamu apyrux tectos (CMV IgG, CMV IgG Avidity),
KTMHUYECKMUN MPOABIEHUAMU 1 [p.

¢ PeBmatougHbiii chaktop (RF) IgM B coyeTaHuun co
cneuudmyeckum 1gG CMV MOXeT NpMBECTU K TOXHO
peakTViBHbIM pe3ynbTaram B TecTax Ha onpegeniexue IgM.
Alinity i CMV IgM Assay Diluent MMHUMW3VpPYeT UHTEpPEPEHLIMIO
RF, ogHako B OTAeNbHbIX Cyyasx Hefb3st UCKIoYaTh
MHTEPdEPEHLIMIO, BbI3BAHHYIO BbICOKOI KOHLeHTpaumel RF u
cneundmyHbimM 1gG CMV.

* leTepodiibHble aHTUTENA CbIBOPOTKU KPOBU YesioBeka MoryT
BCTyNnaTb B peakuuio C MMMyHOr1I00yIMHaMU peareHTa, uckaxas
pesynbTatbl UMMyHOaHann3a In Vitro. MauneHTbl, HaxogsLmecs
B NPUBLIYHOM KOHTaKTe C XMBOTHbIMU IN60 C NpoAyKTamu,
MOJTy4YeHHbIMU U3 CbIBOPOTKMN KPOBM XXMBOTHbIX, B 60MbLUEl
CTeneHn noasepxeHbl NoJo6HON NHTepdepeHLunn. PesynbTarsl
TeCTUPOBaHMs Nofo6HbIX 06pas3LoB MOryT 4EMOHCTPUPOBATbL
aHOMaJlbHble 3HayeHus. [1s NOCTaHOBKU AMarHo3a MOXeT
notpeboBaTbCcs AONONHUTENbHAA MHGopMaLms. ™

* O6pas3sLpl, NosyyeHHble OT NauWeHToB, KOTOPblE NPUHUMAIN
npenaparbl, U3rOTOB/IEHHbIE HA OCHOBE MOHOK/I0HA/IbHbIX
MbILLUMHBIX aHTUTEN, B AMArHOCTUYECKUX WM TepaneBTUYeCcKUx
Liensx, MOryT cojepxatb YefioBevyeckme aHTuTena npoTvs
MbIWKHbIX aHTUTen (HAMA). O6pasubl, cogepxatine
HAMA, MOryT feMOHCTpUpoBaTh aHOMa/lbHble 3HaYeHUs
npu nccnefoBaHun B Tectax (Takux kak Alinity i CMV IgM),

B KOTOPbIX UCMOJIb3YIOTCSA MOHOK/IOH&/IbHbIE MbILLWHbIE
aHTuTena.™

ICNEUVNDUNYECKNE PABOUVE
XAPAKTEPUNCTUKN

B [JaHHOM pasfesie NpefcTaB/eHbl faHHble N0 penpe3eHTaTUBHbIM
pa6ounm xapakTepucTukam. PesynbTarbl, NOyYeHHble B OTAE/bHbIX
nabopaTopusix, MOryT OT/IMYATLCA OT NPUBEAEHHbIX AaHHbIX.

Ha aHanusatope Alinity | n cucteme ARCHITECT | System
UCMONb3YITCA OfHW U Te Xe peareHTbl U COOTHOLLEHUS
obpasua/peareHTa.

Ecnn He ykasaHo fpyroe, BCe UCCE0BaHUA NPOBOAUNNCH HA
aHanusartope Alinity i.

BocnponssoanmMocTb

Bocnpon3soanMocTb BHYTpK nabopatopuu

Bbino npoBeaeHo uccnefoBaHe B COOTBETCTBUN C
pekomeHgauusamu gokymenTta CLSI EP05-A2.™* VccneposaHue
NpoBOAWIOCH C Ucnonb3oBaHnem 3 cepuii CMV aHtutena IgM
PearexToB (Alinity | CMV IgM Reagent Kit), 3 cepuii CMV aHtuTena
IgM Kanu6patopos (Alinity i CMV IgM Calibrator) n 3 cepwii
CMV aHtutena IgM KoHTponbHbix maTepuanos (Alinity i CMV IgM
Controls) Ha 1 aHanu3aTope. [lBa KOHTPOASA M 2 naHenu nnasmbl
KpPOBY YenoBeka OblIM NPOTECTUPOBAHbI He MeHee YeM B 2
nosTopax 2 pasa B AeHb B TeueHue 20 gHel.
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BHyTpun cepuu BHyTpn nabopatopuu

CpegHee (noBTOpAEMOCTD) (obuiee)’
Kon-  (uupexc/ Cko %KB

Ob6pasel, BO S/CO) CKO %KB  (gmanasoH’)  (guanasoH’)

OTpularenbhbiii - 360 0.17 0.008 44 0.009 5.3

KOHTPO/b (0.008 - (4.7-6.0)
0.010)

MonoxuTenbHbii - 358 2.33 0.048 2.0 0.083 36

KOHTPO/b (0,081 - (33-37)
0.084)

Maens 1 359 0.71 0.019 2.7 0.025 35
(0.022 - (30-38)
0.027)

Matens 2 360 1.16 0.031 2.7 0.040 34
(0.037 - (32-37)
0.043)

A BknovaeT BapuabenibHOCTb BHYTPU Cepun, Mexay cepusmmn u
MeXay OHAMU.

* MrHMMasibHOe 1 MakcumasibHoe 3HadeHuss CKO unm %KB ans
KaXXJ0 KOMBMHaLMN cepun peareHTa u aHaamsaTopa.

CepoKOHBEPCUOHHAasA YyBCTBUTE/IbHOCTb
CepoKoHBEpPCUOHHAsA YyBCTBUTENILHOCTL Bbl1a onpeesneHa no
pesynbTaram uccrefoBaHnst 3 KOMMEPUECKNX CePOKOHBEPCUOHHBIX
naHeneli Ha aHanusartope Alinity i ¢ ncnonb3osaHnem Tecta

Alinity i CMV IgM, [laHHble pe3ynbTaTbl CpaBHUBAINCH C
pe3ynbTataMm KoMMepyeckoro tecta Ha CMV IgM v nokasanv
3KBMBa/IEHTHbIe pe3yfbTaTbl. PenpeseHTaTuBHbIE faHHbIe NO

1 naHenn npepcTasfieHbl B TabNMLE HUXKE.

Kommepueckuii Tect

[JeHb nocne
1'° B3aTMA
Ne naHenu KpoBU

RP-019 0
(BioMex GmbH) 4
7
n
14
20
25
28
32
35
42
49
56
67
74
81
85
88
95
103
108
112
115
120
123

Alinity 1CMV IgM
(nHpekel SICO)
PeakTuBHbIi: UHAEKC
>1.00

HepeakTUBHbI
HepeakTUBHbI
HepeakTUBHbI

0.19 i)
)
)
HepeakTyBHblif)
i)
i)
i)

0,19
0,21
0.20

0.18 (HepeaKTuBHbI
0.26 (HepeaKTuBHbI
0.31 (HepeaKTuBHbI
0.96 (cepast 30Ha)
4.34 (peaKTuBHbIiA
6,28 (peakTuBHbIi
7.14 (peakTuBHbIA
6.21 (peakTuBHbIiA
5.45 (peakTuBHbIN
4.20 (peakTuBHbIiA
I

IiA

IiA

IiA

3.15 (peaKTiBHbI
3.13 (peaKTiBHbI
3.04 (peaKTiBHbI
2.63 (peakTuBHbIiA)
2.52 (peaKTuBHbIiA)
2.35 (peaKTuBHbIiA)
2.49 (peaKTuBHbIiA)
2.57 (peaKTuBHbIN)

( )

( )

)

)

)

)

)

( )

3.63 (peakTuBHblif)
)

)

)

2.24 (peakTuBHI
2.25 (peaKTuBHI

CMVigM
(nHaekc / SICO)
PeakTuBHbIA: UHAEKC
>1.00

0.26 (HepeaKTuBHbIN)
0.25 (HepeaKkTuBHbIN)
0.23 (HepeaKkTuBHbIN)
0,27 (HepeaKTvBHbIif)
0.25 (HepeakTvBHbIif)
0.24 (HepeaKTvBHbIif)
0.38 (HepeaKTBHbIif)
0.88 (cepas 30Ha)
4,30 (peaKTuBHbIif)
6.12 (peakTuBHbIN)
7.11 (peakTuBHbIiA)
5.96 (peakTuBHbIN)
5.28 (peaKTiBHbIiA)
4.15 (peaKTiBHbIN)
3.55 (peaKTiBHbIN)
3.06 (peakTuBHbIN)
3.23 (peaKTUBHbIN)
2.92 (peaKTiBHbIiA)
2.62 (peakTuBHbIN)
2.37 (peaKTuBHbIN)
2.29 (peaKTUBHbIN)
2.36 (peaKTUBHbIN)
2.30 (peaKTuBHbIiA)
2.14 (peaKTuBHbIN)
2.21 (peaKTuBHbIN)

MoaTBepsefeHHasi OTHOCUTENbHAs CNeuugUYHOCTb

[aHHoe nccnefoBaHve npoeoawnocb Ha cucteme ARCHITECT i

System,

M3 1085* nccnefoBaHHbIX 06pasLoB 24 obpasua 6bun
NoATBEPXAEHbI KaK MOMOXMTENbHbIE NOC/e NOATBEPXAEHUA cTaTyca
HecoracyoLwmxcs pesy/bTaTos.

a. Abbott



TpumeyaHune: O6pasLbl, KOTOpble He MOryT ObITb
MHTEPNPeTUPOBaHbl WU HAXOAATCA B CEpoli 30He npu
MHTEpNpeTauun pesynbTaToB, He ObiM BK/OYEHBI B OLEHKY
OTHOCUTENbHOM crneLnduyHoCTU.

MoATBEPX/AEHHAs OTHOCUTENbHAS CNELUUIHOCTL
CpaBHUTENbHbIiE TECT

CMV 1M

HWXHWA 95%-i

ARCHITECT CMV IgM
HWxXHWIA 95%-i1

Habnio-  poseputensHblil  Habnw-  goseputenbHblii
Tun obpasya naemoe npegen naemoe npegen
[loHopb! KpoBi 99.63% 97.95% 98.88% 96.78%
(cbiBopoTKa KpoBm) (268/269) (266/269)
[JloHopb! kposi (Mnasma  100.00% 97,52% 97.96% 94.15%
KpoBw) (147147) (144/147)
BepemenHble XeHuwuHsl  99.30% 97.49% 96,84% 94.09%
(283/285) (276/285)
[lnarHocTnpoBaHHble/ 99.44% 98.01% 95.83% 93.22%
rOCMMTaNM3MPOBaHHbIE  (358/360) (345/360)
NaLMeRTbI
ObLee 99.53% 98.90% 97,17% 95.99%
(1056/1061) (1031/1061)

MpoueHTHasA cornacoBaHHOCTb MO OTpUUaTesIbHbIM
pesynbTaram

Bbln0 NpoBeAeHO nccnefoBaHne C Lenblo onpefeninTb MPOLEHTHYIO
COrNacoBaHHOCTL MO OTpULATE IbHBIM pe3ynibTaTtam Mexay TeCTOM
Alinity | CMV IgM 1 kommMepyeckum TecTom Ha CMV IgM nytem
TecTupoBaHus 371 obpasLia, B3STbIX Y 6epeMEHHbIX XEHLLMH,
NPOV3BO/IbHO BbIGPAHHbIX ANArHOCTUPOBAHHbLIX MaLMEHTOB U
[OHOpPOB kpoBu. O6pasLpbl TecTpoBanncbL 6e3 NoBTOPOB C
ncnonb3oBaHvem 3 cepuii CMV aHtutena IgM Pearentos (Allnity |
CMV IgM Reagent Kit), 3 cepuit CMV aHTuTena IgM Kannbpatopos
(Alinity | CMV IgM Calibrator) n 3 cepuii CMV aHtutena IgM
KoHTponbHbIx MaTepuanoB (Alinity i CMV IgM Controls) Ha

1 aHanuszatope Alinity 1. O6pasubl Takxe TecTupoBanuch 6e3
NOBTOPOB C WCMOJIb30BaHMEM KOMMepYecKoro tecta Ha OMV IgM.
MpoueHTHas cornacoBaHHOCTL MO OTpuLaTeNbHbIM pe3ynbTaram
Haxoaunacb B AvanasoHe 99,19 (368/371) - 99.46% (369/371).
HwxHWiA 95%-i foBepuTenbHbIli MHTEpBan (Npu npegnonaraemoit
CpaBHUTENbHON cneumdryHOCT TecTa cpaBHeHuUs, pasHol 100%)
cocTtasun 99,01%.

VHTepdepeHuns

[aHHoe uccnegosaHne nposoausnock Ha cucteme ARCHITECT |
System.

MoTeHuManbHO MHTepdepUpytoLLMe 3HAOTEHHbIE BellecTBa

Mpn nccnefoBaHUM 3KCNEPUMEHTa/bHBLIX KOHTPONER n
HepeakTUBHbIX WM 060ralleHHbIX peakTUBHbIX 06pasLoB C
NOBbILLIEHHLIMW YPOBHSIMW NEPEUNCNIEHHBIX HUXE BELLecTB He 6bino
06HapyXeHo UHTepdepeHLmMm.

MoTeHuManbHo UHTepepupylLLne

BellecTsa KoHueHTpaumns nHTepthepeHTa
Bunupybux < 20 mg/dL
Tpurauuepugb! < 3000 mg/dL

Benok <12g/dL
TemornobuH < 500 mg/dL

[pyrue noTeHuuanbHO MHTEpdEepUpyoLLMe COCTOAHUA

Bbina npoBefeHa OLeHKa NOTeHUMaNbHO MHTepPdepupyoLLIMX
COCTOSHWI nyTem TecTupoBaHus 351 obpasua, NOMOXKMTENbHbIX
Ha aHTW-AepHble aHTUTeNa, CUCTEMHYIO KPaCHYH0 BOMYaHKy,
peBMaTonaHbIi thaktop, TMNbI 1 1 2 BUpYyCca NpocToro repneca,
BMpyc 3nwTeitHa-bapp, kopb, napsosupyc B19, Bupyc BeTpsHON
ocCnbl, rTMNepnonukIoHanbHble IgM, runepnonunkioHanbHele 1gG,
yesioBeyeckme aHTuTena NPOTUB MbIWMHbLIX aHTUTEes, BbICOKUI
TMTp CMV IgG, a Takxe npoTMBOrpuUNMnoO3Hy0 BakuuHy. B xoge
nccnefoBaHns aHHbIX obpasyos B TecT ARCHITECT CMV IgM
N cpaBHUTENbHbIN TecT CMV IgM npofeMOoHCTpMpoBan
COrnacoBaHHOCTb, paBHyto 95.44% (335/351) (HMXHWIA

95%-1i foBepuTenbHbIli npeaen: 92.70%). M3 16 ob6pasuos ¢
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HecornacoBaHHbIMK pesynbTatamy 3 o6pasua 6blm NoATBEPKAEHDI
KaK NOXHO peakTuBHble, 9 06pa3LoB Kak UCTUHHO OTpuULaTesbHble 1
4 obpasua Kak UCTUHHO NONOXUTESbHbIE B TEeCTe

ARCHITECT CMV IgM nocne noATBepxXAeHus craryca
HecornacylLwmxcs pesynbTaTos.
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* B kauecTBe pasfenuTens ThICSY KCMob3yeTcst Npo6en
(npumep: 10 000 06pasLoB).

* B kauecTBe pasfgenutens JeCATUYHbIX 3HAKOB WCMONb3yeTcs
Touka (npumep: 3.12%).

a. Abbott
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MPNNOXEHNE
K UHCTPYKLMM No npumeHeHnto CMV aHTuTena 1gM peareHnTsl (Alinity i CMV IgM Reagent Kit) gns Poccun

YCNOBUA TPAHCIOPTUPOBKN n XPAHEHUA

N3genve pekomeHayeTcsi TPaHCMOPTUPOBATb W XpaHWTb Mpu Temnepatype 2-8°C. MeAMUMHCKME W3AENUs [O/MKHbI XPaHWTCS B
XOMIOAUMbHLIX KaMepax WM B XONOAW/bHUKAX, 06ecrneynmBaolmx pernaMeHTUPOBaHHbI TeMnepaTypHblii pexum C exeaHeBHOl
perucTpaumeit TemnepaTypsbl.

TpaHCnopTMBKA [40/MKHA OCYLLECTBAATLCS B TEPMOKOHTEiHepax OA4HOPA30BOr0 MO/Ib30BaHUS, COAEPXALMX XNaA03/IEMEHTLI, UM B
TEPMOKOHTEMHEPAX MHOTOKPATHOTO MPUMEHEHUS C aBTOMaTUYeCKUM NoAAepXuWBaemMoii TeMnepaTtypoii unM B aBTopedpuxeparopax ¢
UCMO/b30BAHNEM TEPMOUHANKATOPOB.

MN3genve octaeTtcs CTabuibHbIM 10 OKOHYAHWSI CPOKA rOAHOCTY, YKa3aHHOrO Ha ynakoBKe.

Mpy TpaHCNOPTUPOBAHUM C HAPYLIEHWEM TeMnepaTypHOro pexuma U3fenime He MOANEeXUT MpUMEHEeHWo. TpaHcnopTMpoBka
OCYLLECTB/AETCA BCEMW BUAAMMW TPAHCMOPTA B KPbITbIX TPAHCMOPTHLIX CPEACTBAX B COOTBETCTBMM C MpaBUiamu NepeBO3KW rpy30B,
[e/iCTBYIOLMMMN Ha K&X/AO0M BuAe TpaHcnopTa.

FTAPAHTUMHBLIE OBA3ATE/ILCTBA

MpoussoguTens rapaHTUpyeT, YTO NpU NPaBUIbHOM XpaHeHuu u oGpau.l,eval n3genue octaeTcst CTabunbHbIM A0 UCTeYEeHMUs Cpoka
rogHocTn. MakcumManbHbIi CpOK rogHocCTu:

emy aHTuTena 1oM PeareHTbl (Alinity | CMV IgM Reagent Kit) - He 60nee 12 mecsiueB ¢ gatbl NPON3BOACTBA;

CpoK roAHOCTV OCHOBHOI Cepun kaxkaoro meauumHckoro nigenus: CMV antutena IgM PearenTtsl (Alinity i CMV IgM Reagent Kit), CMV
aHTuTena IgM Kanubpartopsbl (Alinity i CMV IgM Calibrators) 1 CMV aHTutena IgM KoHTponbHble maTepuansi (Alinity i CMV IgM
Controls) oCHOBHOIi cepuu onpeaensiin no KOMMOHEHTY Habopa ¢ MUHUMAasbHbIM CPOKOM FOAHOCTM.

N3penve, xpaHuBlUeeCs C HapyLUEHWEM PernamMeHTUPOBAHHOIO NPOM3BOANTENIEM PeXUMa, NPUMEHEHUIO HE MNOANEXUT (B
cooTBeTcTBUM ¢ TOCT P 51088-2013).

TEXHUYECKOE OBCNY>XWBAHUE
He TpebyeTcs.

TEKYLWWXA PEMOHT
He TpebyeTcs.

NMEPEYEHb CTAHOAPTOB, KOTOPbIM COOTBETCTBYET MEANUWHCKOE U3AENVNE
EN ISO 9001
ISO 13485

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 ISO 23640*
EN ISO 20776-1
EN 13975

EN ISO 17511

I'IOTEHLI,I/IA]'IbeII7I MONb30OBATE/b

Tect CMV aHtutena IgM (Alinity i CMV IgM) npegHa3HauvyeH ANs UCNO/b30BaHMA B Pa3/IMUHbIX K/IMHWKO-N1abopaTopHbIX YCOBUSIX,
BK/touas, 6e3 orpaHnyeHusi, 60/1bHULLbI 1 KOMMepYeckue nabopaTopun, NEPCOHaN KOTOPbIX NpoLlen o6yyeHne no Ucnosib3oBaHuo
aHanusartopa Alinity i.

NHPOPMALMA O HANNYAN B MEANLIMHCKOM U3AEANN NEKAPCTBEHHOIO CPEACTBA
He cogepxwurt.

CTEPUNBHOCTb
MocTaBnsaetcsa B HecTepusibHOM Buge. CTepunusauyma nepej npumeHeHnemM He Tpebyetcs.

VMH®OPMALMA O BOSMOXHOCTW NOBTOPHOIO NPUMEHEHWA
He noAnexuT NoBTOPHOMY NPUMEHEHMIO.

TEXHUWYECKNE XAPAKTEPUCTWKN

MnotHocTb npu 20 °C:

MukpouacTtuubl: 1,047 r/cT3
KoHbtorat: 1,027 r/cT3
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Pas6aButens Tecta: 1,04 r/ct3

3HaueHne pH npu 20 °C:
MukpoyacTuubl: 8,4

KoHbtoraT: 6,6
Pas6aButenb Tecta: 7,5

CBEAEHNA OB W3BECTHbIX OMPAHWYEHWAX MO COBMECTHOMY MPUMEHEHWIO MEAWUWHCKUX W3AEAUM MO

HA3SHAYEHWIO
OTCYyTCTBYIOT.

MATEPUWANBI XXUBOTHOIO/ME/TOBEYECKOIO MPOUNCXOXAEHWNA
Matepuanbl XUBOTHOTO MPOUCXOXAEHUSI MPOBEPEHbl U pUCKM MpuUMeHeHus MW ykasaubl B [acnopte 6e3onacHocTu. [Macnoprta

6e30nNacHOCTM MOXHO HaliTu Ha caiite www.abbottdiagnostics.com nnm obpaTutecb kK MECTHOMY NpeAcTaBUTENIO.

MOKA3AHUA K MPUMEHUIO
He npumexumo.

NMPOTUBOMOKA3AHNA K MPUMEHEHWIO

He npumeHunmo.

AHATNTUYECKUNE XAPAKTEPUCTUKN

OMNCAHNE

BocnpousBoaMMocTb
BHYTpM na6opaTopum

(o6apas)

UyBCTBUTE/ILHOCTD

CneumndomyHoCTb

tpe6osanu’Abbo N Ireland Oiaenoftica Division

i FOH KB Ans nonoxuTtenbHbix 06pasfas B n
3HAYEHWIA, »TO ABNSETCA TepaneBTUHeCKo 31140
CepokoHBepcNeHHas >|yBCTBATE/NLHOCTb: 06pasLoB KpoBY,

onpesB.'aeHHLL npu nomolm Tecta Aiini® 1 C LW IgM Ha Bocxagsalllei yactu
0B(FOLUHBBPCTHHLLU( rLLHe.nei, AO/MKHO ObiTb 3KBUBANEHTHBIM UK BonbLUe
KONW'beCTBa, NOJIyYEHHOTO NP NOMOLLM KOMMepyBckono Tecta MD CMV 1iM

TecT fO/mKeH UMETb paspeLLeHHYO OTHOCUTEbHYIO CNeLMtUHHOCTb, PaBHYHO
nnu 6onblue 'HOM nokasartenu kommepyeckoro Tecta IVD CMV tpM npu
nccnefoBaHn OAHOW 1 TOM e Nonynauumn, COCTOALLEN U3 6epeMeHHbIX
XXEHLLUMH. OTAE./IbHBDK MULL U [JOHOPOB KPOBU, alLIM3MPYEMYI0 B Ka>«<eCTBe
CMELLaHHON nonynaummn

TecT He JO/MKEH UMETb Pas/NymMii Ka'toCTBaHHba Paboumnx XapakTepucTuK A/
VHTepchepeHums nocnegyembla NOTeHUMaNbHO MHTEPdEpPMPYIOLL« BELLECTB B OTPULIATESIbHBIX
obpasuax v NonoxuTe bHbIX 0bpasuax B Avana3oHe 1 m4 NoporoBbIK 3HAYEHWIA.

MEAVNUNHCKOE WU3AENVE - KOMMAPATOP
ARCHITECT IgM aHTuTena kK uutomeranosupycy peareHt (ARCHITECT CMV

PerncrtpayvoHHoe ygocTtosepeHune - #C3 2008/02931 o1 30.06.2017

SUGO CHAMBER OF COMMERCE (INC)
CERTIFIED CORRECT IN ALL GOOD FAITH

Authorised Official
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3660TT NpnaHansa AvarHoctunuyeckoe T:+353 719156200
nogpasfeneHune
DUHNCKNUH BusHec Mapk,
Cnaliro, pnaHgus

MoanmcaHo: /nognncaHo/ [Jata; 29 mas 2019r.

CenmH KroppaH (Celine Curran),

CneupanncT no HopMaTMBHO-NPaBOBOMY Pery/MpoBaHI0
3660TT VpnaHaus,

JunarHoctmnyeckoe nogpasaeneHve

PUHNCKNNH BusHec lMapk,

®duHncknunH, Cnaiiro, VipnaHaus

/MevaTb: 3660TT UpnaHams,
[narHocTunyeckoe nogpasaeneHve
PuHUCKINH BusHec Mapk,

Cnaitro

Wpnangmns/

/MeyaTb: TOPTOBAA MAJIATA CNTAVIO (VHK)
3ABEPEHHbIVN CEPTU®UKAT O NMPONCXOXAEHWIA/

/MeyaTb: TOPFOBAA MAJTATA CNAVMO (MHK)
MOATMHHOCTbL 3ACBMAETE/IbCTBOBAHA JOEPOCOBECTHO
YnonHomoueHHoe nmuo /nognucaro/ 29.05.2019 r./

/MognucaHo/ 29 mas 2019 .

CrpaHuua 2

PykoBoauTenn: Bpaiian 6. Mop (Brian B. Yoor), Mon I'. XexHecu (Paul G. Hennessy), eknaH [x.
Byac (Declan J. Woods)
KomnaHua 3660TT AipnaHg MHKopnopeliTe Ha Bepmypackumux ocTpoBax

MepeBof, C aHIMIACKOTrO 3blKa Ha PYCCKUI A3bIK BbIMOMHEH MEPEBOAUMKOM
LLlaTHeBbIM Vnbeli Anekceesuyem
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Poccwiickasa degepauvs. Nopog MockBa.
MAaTOoro noHA ABe ThiCcAYM AeBATHaALATOro roga.

A, baxTaase 3nbmupa KOpbeBHa, HOTapuyc r. MOCKBbI, cBUAETENLCTBYIO MOAMMHHOCTb
nognucu nepesopynka WartHesa Vinbu Anekceesuya.

Mognuceb coenaHa B MOEM MPUCYTCTBUMN.
JInyHOCTbL NnognucaBLUero 4OKYMEHT YCTaHOB/EHA.

3apeructpupoBaHo B peecTpe: Ne 77/52-H/77-2019-_N'
B3bickaHO no Tapudgy 100 py6.

[Oka3aHue ycnyr npaBoBOro M TEXHWUECKOTo Xapakrepa: --

2.10. baxTapgse

Bcero npoLiHypoBaHo, NPOHYMepPOBaHO
N CKpPen/loHO neyaTbio .......-. N . INCT. AN
HoTtapu )

MpowunTo B KONNYecTBe nvicToB

« £» um?Hcr 20191r”" a

[OunpekTop Hanp%™#™ M~~~ ~NyecKkune wnccrnegoBaHnsa™
000 «/HBWT8

A. 3. HoBuk
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