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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.

51, Cenun Keppan, CneunaaucT N0 TEXHUYECKOMY peryupoBanuio, 3660TT
Hnarnocriueckoe Ioapazaenenne Hpnanaus, Gunncknuu brnanecc [Mapk, Cnaitro,
Upnaupns (Celine Curran, Regulatory affairs specialist, Abbott Ireland Diagnostics Division,
Finisklin Business Park, Sligo, Ireland), HacTosiumm yocroBepsio, ITo npunaraeMsle
ROKYMEHTBL B HH>KeNPHBEAeHHOM 00beMe CTpaHHL, ABMAIOTCA UHCTPYKIHIMH NO
HPUMEHEHHIO. ITH JOKYMEHTbI NOJHOCTBIO COOTBETCTBYIOT akTHUeCKO# JOKYMEHTALIUH

IPOH3BOAKTEIIA.

HBcTpykung 110 npuMeHeHnio Ha MeanunHckoe nageane (Insert for medical device):

Hafop pearenToB MR Ka'u1eCTBEHHOT0 U NMOJYKOJIHICCTBEHHOr0 ONPeACICHMA AHTHTEI
Kaacea IgG x uuTOMEranoBUpycy HMMYHOXeMAAIOMHHECIIEHTHLIM METOI0M B
CHIBOPOTKE H IVIA3ME KPOBH 4eJI0BEKA HA HMMYHOXHMHYECKHX aHaan3aropax Alinity i
"CMYV antutena IgG Peareursi (Alinity i CMV IgG Reagent Kit)"

Ilo TeKCTy HHCTPYKLMH BCTPEYAIOTCA BapHaHThl HAMMEHOBAHUH MEOUIMHCKHX H3Jennit,
npHBeJeHHRIE B TabNMIe HIXE, KOTOPHIE ABLIOTCS CNPABEANMBLIMUY ¥ PRBHOIHAYHLIMH
(Technical File includes the followings true and equivalent short names of medical devices

wooo e

listed in table):
Hanmenopanne | HanMenoBaHME MEAMUKMHCKOrC H3EINA HA CokpallieHHOe
HA aHIrNUicKOM | PyCCKOM A3bIKe HAHMEHOBaHHE
A3bIKE
HaGop peareHTOB I Ka4ECTBEHHOIO H CMYV anrturena IgG
Alinity i CMV [OJTY KOJTMYECTBEHHOTO ONpPEICNCHHS aHTUTEN PearenTsi (Alinity i
1eG R tKit | ©racca IgG x unromeranopupycy CMYV IgG Reagent
gG Reagent Ki .
HMMYHOXEMHIIFOMHHECIIEHTHBIM METOZOM B Kit)
) .~ | CAIBOPOTKe ¥ IIa3Me KPOBH YeJIOBEKA Ha
e | nMMymoxrMAeckux anamsaropax Alinity i
N "CMYV aursrena IgG Pearents! (Alinity i CMV
IgG Reagent’Kit)"
Alinity i CMV | Kanu6patopst ans ofecneuenus npasunsHocty | CMV antutena IgG
IgG Calibrators | KauecTBEHHOIO M NOMYKONMYECTBEHHOTO KanuGparopst (Alinity
onpeneneHua aHTuTen knacca 1gG x i CMV IgG
[IHTOMETaJIOBHPYCY Calibrators)
HMMYHOXEMITIOMHHECIIEHTHEIM METOIOM B
CRIBOPOTKE M M1/1a3Me KPOBH YeJIOBeKa Ha
HMMYHOXHMHUYECKHX aHann3aropax Alinity i
Directors: Brian B. Yoor, Paul G. Hennessy, Declan J. Woods

Abbatt Ireland tncorporated in Bermuda
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"CMV aHTtutena IgG Kanmépartops! (Alinity i
CMV IgG Calibrators)"

Alinity i CMV KoHTponbHble matepuansl ana noarsepxaeHns  CMV aHTutena IgG

IgG Controls BOCMPOW3BOAUMOCTY U NPaBU/IbHOCTU KoHTponbHbIe
Ka4yeCTBEHHOI0 ¥ NO/YKOMYEeCTBEHHOI O matepuanbl (Alinity i
onpefeneHuns aHtuten knacca IgG k CMV IgG Controls)
LMTOMeranoBupycy

NMMYHOXEMUNFOMUHECLIEHTHBIM METOLOM B
CbIBOPOTKE M Mna3Me KPOBU Ye/iI0BEKA Ha
NMMYHOXMMUYECKNX aHanm3aTopax Alinity i
"CMV aHTtutena IgG KoHTpO/bHbIE MaTepuasbl
(Alinity i CMV IgG Controls)"

Cocras:
# Title Number of
pages
1 Insert for the Alinity i CMV IgG Reagent Kit with ADDENDUM for Russia. 9
2. WNHcTpykuma no npumeHeHuto CMV antutena IgG PeareHTbl (Alinity i CMV 10
IgG Reagent Kit) ¢ MPUNTOXEHWNEM pna Poccum.
Signed: Dates 10\ 0"2c¢>/=|

Celine Curran.

Regulatory affairs specialist,

Abbott Ireland Diagnostics Division,
Finisklin Business Park,

Finisklin,

Sligo,

Ireland

CewrtySUgo

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

[Authorised OfRcial
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Alinity i
CMYV IgQ Reagent Kit

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

 NAME
Alinity | CMV IgG Reagent Kit

B INTENDED USE

The Alinity | CMV IgG assay Is a chemiluminescent microparticle
Immunoaasay (CMIA) usad for the qualitative dstection and semi-
quantitative determination of IgG antibodies to Cytomegalovirus in
human serum and plasma o the Alinity | analyzer.

B SUMMARY AND EXPLANATION OF THE TEST

Infections with Cytomegalovirus (CMV), a member of the herpesvirua
family, ara common in man and are usually mild and asymptomatic.
However, in pregnant women', newboms2, and immunocompromised
Individuals® 4, CMV infections may poss a significant medical risk.
The provision of seronegative blood products to selecied patients
remaing a vital consideration In patient management, Serologic tests
can be used 10 identily seronegative individuals® and seronegative
donors of organs of blood products.

fn utero infection may result in sequelae of varying degres including
mental retardation, chorioratinitis, hearing kss and neurologic
problems. Since the risk of in utero vicus transmission and CMV
reiated damage of the felus Is strongly increased during primary
infection, refiable recognition of primary CMV infections is of high
importance for pregnant women,® Thus, the presence of CMV
specific lgG antibody does not assure protection from disease. An
individual may undergo primary infection with CMV, reinfection with
exogenous vicus or reactivation of latent virus.

If primary infection needs to be excluded, CMV IgG reactive samples
shauld be tested for CMV IgM and CMV IgG Avidity, A positive CMV
IgM resuk in connection with low avidity resul is a strong indicator of
a primary CMV infaction within the (ast 4 manths.

en
CMV IgG
07P42
G71168R04
B7P420

[nar] 07P4222
[wer] 07P4232

Sample, CMV virus lysate (strain AD189} coated paramagnatic
microparticles, and assay diuant are combined and Incubated. The
anti-CMV 1gG present in the sample binds to the CMV virug lysate
{strain AD1688) coated microparticles. The mibxturs s washed, Murine
acridinium-labeled anti-human IgG conjugate is added to create a
reaction mixture and incubated. Following a wash cycle, Pre-Trigger
and Trigger Soltions are added.

The resulting chemikiminescent reaction is measured as relative light
units (RLUs), There is a direct relationship between the amount of
antl-CMV 1gG in the sample and the RLUs detected by the system
optics,

The presence or absence of anti-CMV IgG in the sample s
determined by comparing the chemiluminescent ALY in the reaction
to the cutoff RLL determined from an active calibration.

For additional information on system and assay tachnology, refer to
the Alinity cl-geries Operations Manual, Section 3.

B REAGENTS

Kit Contents

Alinity | CMV 1gG Reagent Kit 07P42

NQOTE: Some kit sizes are not available in all countries. Pleasa
cantact your local distributor,

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

07P4222 07P4232
Teats per caritldge 100 500
Number of cartridges 2 2
per kit

Tests per kit 200 1000
66 mL 270 mL
81 mL 265 mL
[Assa¥ owvany] 10.4 mL 471 mL

CHV g0 CMVY KN CMY 158 Mvidity Indication fer...
nonreactive nonreattive WA no infection
raactive nonreactive high avidity past fsution; low
rigk for in utero
TransMission
reactive reactive low avidity primary infection:
high risk for i wtero
trRangmisgion
reactive mackve high avidity non-grimary
infecton; low rizk for

in uerd trangmission

A substantial rise in anti-CMV (3G concentrations in sequential
samples taken from an individual accompanied by the prasence
of anti-CMV lgM couki also indicate sevological evidence of active
infaction.

H BIOLOGICAL PRINCIPLES OF THE PROCEDURE
This assay is a two-step immunoassay for the qualitative

detaction and semi-quantitative determination of IgG antibodias

1o Cytomegalovirus in human serum and plasma using
chemiluminascent microparticle immunoassay (CMIA) tachnology.

A semi-quantitative assay Is described as a qualitative assay based
on a quantitative detarmination in which a clinically meaningful
gradation of rasults axists.”
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CMV virus lysate (strain AD189) coated
microparticles in TRIS buffered saline. Minimum concantration:
0.08% solids. Preservatives: ProClin 300 and antimicrobial agents.

Murine acridinium-labeled anti-human IgG in MES
butfer. Minimum concentration: 44 ng/mL. Preservatives: sodium
azide and antimicrobial agents.

Call zerum and MES bulfer. Preservatives: ProClin
300 and ProClin 850.

Warnings and Precautions
o bR

¢ For fin 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
811

The following warnings and precautions apply t0: |michop* rticte8|
gnH JASSAY DILUENT 1

WARNING Contains methylisothiazolones.

H317 Hav cause an allergic skin reaction.

Prevention

P261 «tvoid breathing mist / vapors / spray.

P272 Contaminated work clothing should not be
allowed out of the workplace.

P280 Wear protective gloves / protective
clothing / eye protection.

Response

P302+P352 F ON SKIN; Wash with plenty of water.

P333+P313 f 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 t0; [conjugate;

WARNING Contains polyethylene glycol octylphenyl
ether and sodium azide.

H319 Causes serious eye irritation.

EUH032 Contact with acids liberates very toxic gas.

Prevention

P264 Wash hands thoroughly after handling.

P280 Wear protective gloves / protective
clothing / eye protection.

Response

P305tP351+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.
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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
1 hour before use to allow bubbles that may have formed to
dissipate.

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

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

For a detailed discussion of reagent handling precautions during

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

Section 7,

Reagent Storage

storage Maximum Additional Storage
Temperature Storage Time Instructions
Unopened 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 1 hour
before use.
Onboard System 30 days
Temperature
Opened 210 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 the potential to
compromise reagent
performance.

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

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

Indications of Reagent Deterioration

Deterioration of the reagents may be indicated when a calibration
error occurs or a control value is out of the specified range.
Associated test results are invalid, and samples must be retested.
Assay recalibration may be necessary.

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

Abbott



| INSTRUMENT PROCEDURE
The Alinity i CMV 1gG assay file must be installed on the Alinity i
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.

+ The following assay files are available;

"CMV IgG" - which does not automatically dilute and
retest specimens with an anti-CMV 1gG concentration of
> 250.0 AU/mL.

"CMV IgG R” - which automatically dilutes and retests
specimens with an anti-CMV IgG concentration of
> 250.0 AU/mL.
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.
| 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

Collection Tubes
Serum

Specimen Types
Serum
Serum separator
Plasma
heparin)
Potassium EDTA
Sodium citrate
Lithium heparin
Sodium heparin
ACD
CPDA-1
CPD
Potassium oxalate/sodium
fluoride

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

NOTE: If particulate matter is observed, mix by low speed vortex or

by inverting 10 times prior to recentrifugation.

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:

Minimum Centrifugation time (minutes) =

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

RCF = 1.12 =rmax (rpm/1000)2

RCF - The relative centrifugal force generated during

centrifugation.
pm - The revolutions per minute of the rotor on which
the specimens are being spun (usually the digital
readout on the centrifuge will indicate the rpm).
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
(tmax) Should be manually measured in millimeters
and the RCF calculated.
The unit of measure for the product of RCF (x g)
and centrifugation time (minutes).

Centrifugation
Time m

fmax -

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

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.

f—"~Abbott



* Remove serum of plasma trom the clot, red blood celis. or
separator gel If stored bonger than the maximum 2-8°C storage
time. Specimens may be stored for up to 14 days relrigerated at
2.8°C peior to being tested. If tasting will be delayed maore than
14 days, store frozen {-10°C or colder).

¢ Avoid mors than 8 freeze/thaw cycles,

Specimen Shipping

Package and (abal specimens in compiiance with applicable state,
federal, and international regulations covering the transport of clinical
specimens and infectious substances.

B PROCEDURE

Materials Provided

07P42 Alinity | CMV IgG Reagent Kit

Materials Required but not Provided

* Alnity i CMV IgG assay file

¢ (7P4201 Alinity | CMV I1gG Calibrators

» Q7PA210 Alinity i CMV IgG Controls or other control material

+ DBP1180 Alinity Trigger Sokstion

*  08P1265 Alinity Pre-Trigger Solution

« 08P1368 Alinity i-series Concentrated Wash Butfer

For inlormation on materials required for operation of the instrument,
refer to the Alnity ci-series Operations Manual, Section 1.

For information on materials required for maimtenance procedures,
refer to the Alinity ci-series Operations Mame!, Section 9.

Assay Procedure

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

ci-series Operations Manuel, Section 5.

¢ |f using primary or aliquot tubes, refer 10 the Alinity cl-series
Operations Manual, Section 4 to ensure sufticlent specimen is
peesant.

» To minimize the effects of evaporation, verify adequate sample
cup volume is presant prior to running the test.

¢ Maximum number of replicates sampled from the same sample
cup: 10
- Priorlty:

« Sample voluma for first test; 75 L
= Sample volume lor sach additional test from same sample
cup: 25 ul
- £ 3 howrs on the reagent and sample manager:
« Sample voluma for first test: 150 pL.
= Sample volume for each additional 183t from same sample
cup: 25 ul
— > 3 hours on the reagent and samplé manager:
* Replace with a frash aliquot of sample.

* Refec to the Alinity i CMV IgG calibrator package insert and/
or Alinlty | CMV 1gG control package ingert lor preparation and
usage,

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

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

Sample Dilution Procedures

Samples with an anti-CMV (gG value exceeding 250.0 AU/mL are

flagged with the code *> 250.0 AU/mL" and may be diuted with the

Automated Dilution Protocal.

Automated Dllution Protocol

The system performs a 1:10 dilution of the sample and automatically

calculates the concentration by multiplying the resuk by the dilution

factor.
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When testing s conducted using the “CMV IgQ R" assay fils,
gpecimans flagged as “> 250.0 AU/mL" wili be automatically retested
in 110 dikition.

For detailed information on ardering dilutions, refer to the Alinity ci-
series Operations Manual, Section 5.

Calibration

For instructions on performing a calibration, refer to tha Alinity cl-

seriss Opacations Manual, Section 5.

Each assay control must be tested to evaluate the assay calibeation,

Once a calibmtion is accepted and stored, all subsedquent samples

may be tested without further cafibration unless:

s A reagert kit with a new lot number is used.

e Daily quality control results are outside of statistically-based
quality control imits used to monitor and control system
performance, as described in the Quality Control Procedures
section of this package insert.

- |t statisticaliy-based quality control imits are not avaliable,
than the calibration shouki not exceed a 30-day limit for
racallbration frequsncy.

This assay may require recalibration after maintenance to criticel

pans or subsystems or after service procedures have been

performed,

Quality Control Procedures

The recommended comtrol requirement for the Alinity | CMV IgG

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

avery 24 hours each day of use.

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

andfor federal regulations or accreditation requirements and your

laboratory’s quality control policy.

To estabish statistically-based control limits, €ach laboratosy shoutd

establish its own concentration target and rangss for new control lots

at each clinically relevant control level. This can be accomplished
by assaying a minimum of 20 replicates over sgveral (3-5) days and
using the reported rasuls to sstablish the expected average (target)
and variability about this average (range) for the laboratory, Sources
of variation that should be included In this study in order to be
representative of future system performance include:

Multiple stored calibrations

Multiple reagent lots

Muttiple calibrator lots

Muttiple processing modulas (if applicable)

« Data points collected at different times of the day

Refer 1o published guideiines for information or general control

recommendation, for example Clinical and Laboratory Standards

Institute (CLS)) Document £24-A3 or other published guidelines, for

general quality control recommendations,’?

* | more frequent control monitoring is requived, follow the
established quality control procedures for your laboratory.

+ If quality control results do not mast the acceptance criteria
defined by your laboratory, sample resuks may be suspect.
Follow the established quality control procedures for your
faboratory. Recallbration may be necessary, For troubleshoating
information, refer to the Alinity ci-series Operations Manual,
Section 10.

¢ Roview quality control results and aceepiance criteria following a
changs of reagent or calibrator lot.

Quality Comtrol Guidance

Refer to “Basic QC Practices” by Jamas O Westgard, Ph.D. for

guidance on laboratory quality control practices.™

Verification of Assay Claims

For protocols to verily package insen claims, refer to Veritication of

Agsay Clalms in the Alinlty ¢i-serles Operations Manual.

) Abbott



# RESULTS

Caiculstion

The Alinlty | CMV IgG assay ulilizes a 4 Parameter Logistic Curve fit
data reduction method (4PLC, Y-weighted) to generate a valibration
and results.

Interprotation of Results

Instrumant

AJfmL Interpratation interpratation

<60 Nonreactive Individuals with such
rasulis are presumed
to be not infected with
CMV and susceptible
(o primary inlection.
Inckcate past or
acute infection,

Such individuals are
potentially at risk of
tranamitting CMV
infaction, but are not
necessarlly currently

conagious.

z 60

NOTE: it is racommended to confirm resulks of specimans with
concentration values betwaan 6.0 Al)jmb and 15.0 AU/mL using a
CMV IgM test, or a second sample should be taken, if possible,
within a reasonable period of time {e.g. two weeks) and used to
repeat Alinity | CMV IgG testing.

Flags

Some results may contain information in the Fiags fisld. For &
description of the flags that may appear in this fleld, refer to the
Alinity ci-serles Operations Manual, Saction 5,

Measuring interval

Measuring interval is definad as the range of values in AUfmL which
meets the mits of acceptable parformance for imprecision and bias.
The measuring Interval of the Alinity | CMV IgG assay is 1.1 to

250.0 AU/mL,

H LIMITATIONS OF THE PROCEDURE

e i the Alinity | CMV IgG reaults are inconsistent with clinical
evidence, additional testing is suggesied to contirm the resutt.

» For diagnostic purpases, results should be used in conjunction
with other data; results of other tests (CMV igM, CMV IgG
Avidity). clinical impreasions, etc.

* Haterophilic antibodies in human serum can raact with reagent
immunoglobuling, interfering with in vitro Immunoassays. Patlents
routinely exposed 10 animails or to animal serum products can
be prone te this interference, and anomalous values may be
observed. Additional information may be required for diagnosis.'

» Specimens from patients who have recaived praparations of
mouse monocional antibodies for diagnosis or therapy may
contain human anti-mouse antibodies (HAMA). Specimens
containing HAMA may produce anomalous values whean tested
with assay kits (such as Alinlty | CMV IgG) that smploy mouse
monoclonal antibodies. 'S 18

* |t is advised to perform the same dilution protocol when
analyzing seguential samples as not all samples will exhibit
linear diktion. Should primary infection nead to be excluded
refer 1o the instructions in the SUMMARY AND EXPLANATION
OF THE TEST section above.
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B SPECIFIC PERFORMANCE CHARACTERISTICS
Representative performance data are provided in this section. Results
obtained in individual {aboratories may vary,

The Alinity i analyzer and the ARCHITECT i System utilize the same
reagents and sampls/reagen ratios.

Unless otherwias specitied, all studies were performed on the Alinity
i analyzer,

Precision

Within-Laboratoty Pracision

A study was performed based on guidance from CLSI EP0S-A2,Y
Testing was conducted using 3 lots of the Allnity i CMV igG Reagent
Kit. 3 lots of the Alinity | CMV IgG Calibeators, and 3 lots of the
Afinity i CMV 1gG Cordrols and 1 instrument. Three contrcls and 3
human plesma panels were assayed in a minimum of 2 replicates at
2 separate times per day on 20 differemt days.

Within-Rea
(Repastahifity} Within-Laboeatory (Totel}*
Mean 30 %V
Sample A (AVml) 8D %0V {Range®} (Rage®)
Negate 358 01 0J9 NA 0.20 NA
Controd 0.18-0.21) NA
Positive /7 2720 0% 36 160 59
Contri 1 {1.39-1.85) {51-69)
Posive a6 1473 389 25 768 52
Control 2 (5.97.9.89) (4.4-8.3)
Paned 1 3 34 03 20 035 10.1
(0.33-0.37} (8.9-10.4)
Panel 2 37 71 042 59 0.51 7
0.44-0.56} {6.67.3)
Panel 3 38 237 598 26 958 44
9.42-0.89) (4.1-4.2)

2 Inchxdes within-tun, batween-run, and between-day variability.

b Minimum and maximum SO or %CV for each raagent lot and
Instrument combination,

NA=Not applicable

Seroconversion Sensitivity

To determine the seroconversion sensitivity, 3 seroconversion

paneis obtained from commerclal vendors wsaee tested on the Alinity
i analyzer uging the Alinity i CMV IgQ assay. The results were
compared to the ARCHITECT CMV igQ assay and showed equivalent
performance. Representative data from 1 panel is summarized in the
following table.

During an acute infection, the Aknity | CMV lgQ assay typically shows
a substantial rise in anti-CMV I1gG concentrations in consecutive
draws, as demonstrated below between bleed from day 35 and 42
after first draw.




ARCHITECT CNV (g6 sesay Raseived Rotalive Senslivity  Resolved Relxtive Spasificity
Dwys Sinos  Alinily | CMV 1gG {AU/ml} (ML) Lower 85% Lower §3%
Pamol 1D 19l Dlesd Cutolt: 6.0 AlinL Cuieft: .0 AllimL Sample Type Dbserved  Confidance Limit  Obsasved  Conlidence Limit
RP-019 0 0.9 (Nonrgactive) 0.7 (Nonreactive) Blond Donoes 100.00% 97.82% 95.14% 98.00%
4 0.6 (Nonraactive) 0.5 (Nonreactive) {167187} {575/580)
7 0.6 (Nonreactive) 0.7 (Nonweactive) Pregnant Woman 100.00% §97.66% 100.00% 96.48%
1" 0.7 (Honraactive) 0.5 (Nomwsactive} {156/156) {103/103)
14 0.7 {Noreeactive) 1.3 (Nonrwactive) Disgrostic/Hosphal  100.00% 8.11% 98.55% 95.62%
2 1.5 (Nonreactive) 1.3 (Norwsactive) Patignts (1::/‘93} " (m "
28 1.7 (Nonreactive} 1.6 (Nonrzactive) Tun_sqlun 100.00% 9.9 , BA.6
28 3.7 (Nonreactive) 3.5 (Nonreacive) Rockients {44ia4) {86/56)
% 102 (Reactive) 1038 (Reactin) Total 10000%  99.34% 915%  8B34%
% 202 (Reactive) 227 (Reactive (SB/560) (838/945)
42 107.1 (Reactive) 107.0 {Reactive) Overall Percent WM
- 106.1 (Reactive) 1146 {Reactiva} A study was performed to determine the overall percent agreement
56 112.4 (Reactive) 110.6 (Reattive) between the Alinity i CMV IgG and ARCHITECT CMV IgG assay
87 117.7 (Reactive) 1244 (Reactive) by testing 490 specimens on a population consisting of pregnant
[ 119.4 (Reactive) 122.§ (Reartive) women, random diagnostic individuals, transplant reciplents, and
) 109.3 {(Reactive) 113.0 {Reactive) blood donors. The specimens were tested in singlicate on one Alinity
85 117.5 (Reactive) 116.4 (Reactve) | analyzer using 3 lots each of Alinity i CMV IgG Reagent Kit, Alinity i
8 107.5 {Reactive) 106.8 (Reactive) CMV 1gG Calibratoes, and Alinity | CMV IgG Controls. The specimens
95 106.6 {Reactive) 112.0 (Reactive) were also testad in singicate on one ARCHITECT i 20005R analyzer
103 104.6 (Reactive) 105.4 (Reactive) using 1 lot each of ARCHITECT CMV IgG reagents, calibrators,
108 99.2 (Reaclive) 1001 (Reactive) and controls. For each reagent iot, the pasitive percem agreement
112 104.0 (Reactive} 106.5 (Raactive) was 100% {240/240), the negative percent agreement ranged from
15 112.9 (Reactive) 108.4 (Reactive) 99.20% (248/250) to 100% (250/250), and the overall percent
10 99.3 {Reaclive 101.9 {Reactive) agreement ranged from 99.'59% {488/490} to 100.00% (490!4”).
”m 104.7 (Reactive) 102.4 {Reactive) The lowar 95% confidence interval of the overall percent agreement

However, in order to identify a primary infection, testing for CMV IgM
and CMV IgG Avidity is highly recommended.

Relative Agreament

This study was performed oa the ARCHITECT | System.

The presence of 1gG antibody to Cytomegalovirus in 1508 specimens
was determined by 3 laborataries using the ARCHITECT CMV

gQ assay (internal site, diagnostic laboratory, blood bank). In
addition, each specimen was tested using a comparator CMV IgG
assay. Twelvo spacimens yielded discordant reaults between the

comparator assay and the ARCHITECT assay.
Lower 35% Contidence

Samgple Type Relative Agresment Liwnit

Biood Donors 99.33% {742/747} 98.44%
Pragnant Women 100.00% {259/259) 98.59%
Dlagnastic/Hospital Patiants 89.00% (396/400) 97.46%
Transplant Recipients 97.00% (97/100) 91.48%

Total 98.20% (1484/1506) 98.61%

Resolved Relative Sensitivity and Spacificity

This study was parformad on the ARCHITECY { System, Further
evaluation of the 12 discordant specimens (10 reactive, 2 nonreactive
on ARCHITECT CMV IgG) was performed using 2 additional,
commercially-available assays. Ot the 10 specimens tested reactive
by the ARCHITECT CMV IgQ assay, 8 were norweactive after
rasolution testing. Of the 2 specimens tested norweactive by the
ARCHITECT CMV IgG assay, both were nonreactive after resolution
tasting.
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{of the assumad comparator assay sensitivity/specificity of 100%)
was 89.26%,

Interference

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

No interference was observed between experimental controls and
noareactive or reactive specimens tested with slevated levels of
compounds listed in the table below.

Pateniiatly Intertering Substance Intprierent Level
Trighycerides < 3000 mo/dL
Protein <12l
Bilrubin <0 myd
Hemoplobin <500 mrdl

Potentially interfering Other Conditions

This study was performed on the ARCHITECT i System. Potentially
interfering other conditions were svaluated by testing 130 specimens
positive for anti-nuclear antibody, systemic lupus erythematosus,
rheumatoid factor, harpes simplex virus types 1 amd 2, Epstein-Barr
virus, measies, parvovirus 819, varlcella 2oster virus, hyperpolycional
IgM, hyperpolyclanal IgG, man anti-mouss antibody, or influsnza
vaccine recipients. With these specimens, ARCHITECT CMV IgG and
the comparator CMV IgG assay showed 98.46% agreement {128/130)
(lower 95% confidence limit: 54.85%).
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Note for number formatting:

A space is used as thousands saparator (example: 10 000
spacimens).

A period is used to separate the Inteper part from the fractional
part of a number written In decimal form (example: 3.12%).
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B Key to Symbols
T Caution

EEJ Consult instructions for use

i ‘ Manufacturer

W Sufficient for

J/- Temperature kmitation

B Use by/Explration date

Assay Dilusnt

Conjugate

Cortaing Sodium Azide. Contact
with acids liberates vary tadc
gas.

Inversions Periormed

s n Vitro Dlagnostic Medical
Device

Lot Number

Microparticles

PROGUCT OF IMELAND Product of Ireland

List Number

[sa] Serial number
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various jurigdictions, AN other trademarks are property of their
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Division
Finisklin Busiress Park
Stigo
Iraland
+353-11.8171712

Customar Service: Contact your local repressniative
or find country-specific contact information on
www.abbottdingnostics.com
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ADDENDUM
to the (nstruction for Use Alinity i CMV IgG Reagent Kit for Russia

SHIPPING AND STORAGE CONDITIONS

Recommaended shipping condifions for devices ara 2.8°C. Madical devices must be stored in refrigeratorsirefrigerator chambers to
ensure regulated temperature conditions with a daily temperature record.

Medical devices must be carded out In single-use thermal containers containing coclant elements, or in reusable themno containers with
automatically maintained temparature or in refrigerated trucks using thermal indicators.

Davice is stable until the expiration date indicated on the package. Device is no r sultable for use if shipping temperature limits
gfn:re been violated, Ship in an any kind of enclosad carrier vehicle in accordance shipping rules, a to the respective type

WARRANTY

Manufacturer guarantees that devics remains stable until the expiration dete when stored and handled as directed. Manufacturer set the
maximum shetf life of

Alinity | CMV IgG Reagent Kit — 12 months from date of manufacturing

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

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

MAINTENANCE
Not required.

REPAIRS
Not required,

LIST OF APPLICABLE STANDARDS
EN ISO 9001
1SO 13485

EN 1SO 14971
EN 13641

EN 13842

EN ISO 15223-1
EN 880

EN ISO 18113-1
EN 1SO 18113-2
EN SO 18113-3
EN 1S0 23640*
EN ISO 207761
EN 13975

EN ISO 17541

POTENTIAL USER
The Afinity i CMV IgG assay is intended for use in a variety of hospital clinical laboratory environments inchuding, but not imited to,
hospltals and commercial laboratories, whose personnel have been trained 1o uss 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-applied

TECHNICAL CHARACTERISTICS
Dansity at 20 *C:
«  Microparticles: 1,047 g/cm’
- Conjugate: 1,031 riecm3
- Assay Dilvent: 1,021 rflem3

pH vake at 20°C:
- Microparticles: 8.4
- Conjugate: 6,6
= Asgsay Diluent: 6
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COMPATIBILITY RESTRICTIONS OF MEDICAL DEVICE
No available data.

MATERIALS OF ANIMAUHUMAN 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
*
ASEAY NANE  ARDALERT DESCRIPTK®

Within Laboratory
(Total) Precision*

Lower Umits of
Measurement

Sensitivity

Relative Agreement
CMV IgG

Serum/Piata 07P42

Interference

'These sturbes

PRODUCT REQUIREMENT

£ 10V CV tor samples between the target range from 6 AUfmL to 60 AU/mL and
between 200 AU/rri. to 250 AU/mL

* LaO* of less than or equal to 6.0 AU/nS. at Ccv

« Seroconversion Sensisnity; The tola! numb« of bleeds delected whh iUlnity <
CMV IgG assay on the ascending part of seroconverskm panels ~outd tNe
equrvaient or better, compared to commero”ty available IVD CMV IgG Assay

« The assay shall have a relabve agremnent lower 95% cortfldmce of 66%
or gmaler as compared to a commerciafiy avai®e tvD CMV IgG assay on a
population coTwNe g ot pregnant women, bansp” recants, and random
individui® (t:tood donors and diagnosbc spedmens)

The assay shall have rvo qualHaiive performance difference lor the tested potentially
mterferir® substances tor negative samptes.
The assay shall have a mean (bfterence in measured concentraiionfor the teeted
po(enil Y interfering substances
m less than or eqgial to 25.6% tor sarr«)le& within the range of 6 AU/mL to

6b AU/mL and 200 AU/r4. to 250 AU/mL (if tested n more than one run)
m less than or equal to 20.4% for samples within the range of 6 AU/mL to

60 AU/mL and 200 AU/mL to 250 AU/mL (if tested m one rur»)

t Aimity i CMV 1gG measurirtg interval.

MEDICAL DEVICE -COMPARATOR FOR SEROCONVERSION SENSITIVITY
ARCHITECT CMV IgG, Registration certificate in Russia Ne FSZ 2008/02931 issued 30.06.2017
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Alinity i
CMV anTirena IgQ PeareHTn
(Alinity | CMV 1gQ Reagent Kit)

L4 5 KT

HeobxonuMo TONNG CNOAOEATL HHOTPYKLIMAM. PN OTKNOHENMH OT
WHCTPYXLIMI HADGKHOCTD PO3YNLTATOE TECTA HE MAPAHTAPYOTCA,

0 HAMVMEHOBAHME (CoxpauienHoe)
CMV anmrena lgG PearenTe: (Aliniy | CMV IgG Reagent Kit)

H HASHAMEHWE

Tect ¢ ucnonsaceannem CMY riTuTana IgG Pearewtu (Alinity

1 CMV IgG Reagent Kit} ABNAGTCA XGMWTIOMUHECLEHTHLM
YIMMYHOAHANUIOM HR MHKpouacTHUax {CMIA) ans KaYecTBEHHOID
BLIABNGHMA W NONYKONWUSLTBANHOTC OnpefensHna aHtuten igG
UNTOMBrANOMMPYCY B8 CHIBOPOTKE U NNAIME KPORK HON0BEXA HA
axanusarope Alinity i,

B KPATKOE ONMVUCAHUE TECTA

Uudnumposanne uwromsranoceupycoM (CMV), npeacrasvrenem
COMENCTSA BUPYCOa Maprieca, HACTO BCTYPOHASTCA Y JHOLSH 1
OBbIMHO HOCUT NBFKUA U BecCIMNTOMNLIN XapaKTep, ONHEKO A
GOPEMEHHLIX XEHILIWH,' HOBOPDKOEHHBOZ ¥ NIOAOA C HADYWEHNeM
WMMYHHOTO CTATYCaS 4 WHPeXLINA CMV NKST NPeACTARNATL
COPLEIHYIO DNACHOCTH. OBECNEUOHAE HEKOTOPEIX FPYNN NALMEHTOO
CEPOHErUTHEHLIMIA NPENAPATAMN KPOBH OCTAETCA XKHIHEHHO
BAXHOM NPOBABMOT. IR BLIABNENVA COROHENATHEHBIX N U
COPOHATATUBHLIX NOHOPCB OPTBHOB MNW KPOBM MIKHO WCNONbIOBATL
CEpONOrMUOCKHNE TECTBI

Vnduumposanue in Ulera momeT NpusecT K pasnuyHbiv
NOCAGACTANAM, BK/NOHAN YMCTBOHHYIO OTCTANOCTE, XOPHOPRETHHMT,
NOTBPIO CNYXA 1 HOBPONOTUMOCKNE HADYWEHNA, TaK KaK pueK
nepenaun Bupyca /n Utero n caadarinie ¢ CMV napyluenns
PAIBUTVA NNOAA SHAUNTANLHO BOPACTAILT NP NBPBUIHOA
UHPEKUVN, I0CTOBEPHOS onpenenanie napanurbix CMV-wHdekumun
WPO3BLINARHO BANHO AN GOpaMenHb waHwvK.® Moy aToM,
HaWWe crnsuuduuHbDt anTuTen lgG kK CMV we obecneunsaet
NOMHOA FAPAHTHWA 3BULWTH OT Gonestu. MoweT Halmonamsca
neperHan CMV-WHPOKLNA, POVHGULIUPOBAHUE IKIOMGHHBIM
BUPYCOM WAW PORKTHBALIWA BHPYCA @ NATEHTHON CTAAWMN.

Mpe HSCEXODVMOCTH HOKSIOMEHUA AMACHOIA NEPBUURON WHIEKUNN
obpasups, peaxTnanble ha CMV IgG, cneayet NpaTecTRPOBATH HA
CMV IgM u CMY IgG Avidity, CMV IgM NontxnranoHbisl peayntbTar
8 COMGTAHA C HUIKOA ABMOHOCTLIO ABNAGTTA OTUSTINBLIM
VHMKATOPOM NEPBNYHON HOeKUWH CMV, npuobperennod e
TEUSHWE NOCNSAHAX 4 MBTALES.

CWY Ig6 CIY IgM GV 18 Aaldity Yeasmeaer s ..

Hapeactiesmit HapeaxTaHbii Wndoxuma
oTCYICTayeT
Brcakan aBWMOCTE  (2penecestian
WHOBKUIA, HU3XAN
PHUCK Negenain
n Utsm
Mapanwnn
WHOBKUMR, BBIOOKIA
PHCK Nepafaw
in tharo
Bricoxan aBMRHOCT  Henepaunuan
LR ]
PHCK NEQEAAHH
#n tero

PaaKTHBHbI HopeaxTue el

PaaxthBHoR Paacmptih Hu3%an aBMQHOCTL

Praktuenwi Paaxtvansi
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ru

CMV igG
07P42
G76347R04
B7P42R

(7] 0TP4222
07P4232

3HBNNTENbHOS YRONHUEHNE KOHLGHTDAUWA aHTH-CMV g0

B NOCNENOBATENLHO COBPANHLIX 06PAIIAK NALWSHTOB,
CONPOBMXZABILEECA HANMMNEM 8HTU-CMV IgM, TRIKS MOXST
ABNATLCA COPONONMMBCKUM CBANETENLCTBOM AKTHEHOA UHPOKLIUK,

1§ BUONOMUYECKUE NPUHLWMNBI NPOLEEAYPBHI

Racnbii TECT RBAABTCA METOJION ABYXCTYNEHUATONO HMMYHOAHANMIA
DN RSMBCTUEHHOMO BBISBNSHWA U NOTYKONWWECTREHNOFD
onpeneneHvia anTuten GG K LUTOMEranoBUpycy B

CHLIBOPOTKE N NNAIME KPOBY NGNOBEKA HA OCHOBE TEXHONGI WA
XOMUNIOMUHECLIOHTHONO MMMYHOSHANNIA HA MUKPOMBCTULAX
(CMIA),

TONYXONMYECTBEHHLIA TECT ARNABTCS KAYSCTAOHHLIM SHAITHION,
OOHOBAMHOM HA KONIMMECTBBHHOM ONPBASNEHMH, B KOTOPOM
HEGNIOQROTCH KANHWHECKN JHAUNMAR MPARAUMA pedynuTatos.’
CrevsaiTch 06pasell, NADAMATHUTHLIO MHKDOMACTULLD,
CEHOUBUNN3NPOBAKHDIE BAPYCHBIM NW3aTOM CMV {wtamm AD169)
W QMAIOeHT TeoTa. ANTH-CMV 9B, npucyTcTeywiuve a obpasiie,
CEASHIBAIOTCA C MMKPOURCTULLAMY, CEHCHBHNNIUPOBAHHEIMN
SUPYCHEIM Nn3aToM CMV (wramm AD188). Mocne NpoMbiIskM ans
06PRIVBAHMA PEAKUMOHHON CMECH QOGABNAETCA AKPUAMH-MEUSHDIA
KONBIOraT MbiiMHeIX aHTHTeN K IgG uenoeexa. Nocne wwnia
NPOMBIBKIA K PERRLIVOHHON CMeCH AOBABNAKTCA NPE-TPHITED U
TpMITap.

Nonyuasman 8 Pe3yNbTATS XBMHIICMHHECUSHTHAS POaKuma
VINEPABTCA B OTHOCUTEALHBIX CBATORLIX SANHALIAX (ALV). Mexay
XOnM4ecTROM anTH-CMV 198G 1 ALY, A8TOKTWICBAHHEIMH CITTIKON
CHCTOMBI, CYWIBCTRYST MPAMAA IABHCUMOCTS,

Hanwuuue unu oTcyTcTRME awTR-CMV IgG ¢ obpasue onpenenagTes
MITOLIOM CPABHEHIA RLL XeMUNIOMAHECLOHTHOIO CUTHANA

B pEaKuMK i NOporosoio 3xausma RLU, onpegenaemoro no
OERCTBYIOWEN Kanubposke,

MoAPOBHYI0 MHGOPMALING 0 CHCTEMS U TEXHONOTANA BHANKIA

CM. B PyKosoacTae no akcnnyaraiiwy Allnty ci-series, Pasgen 3.

B PEATEHTbI

Copeplmmon HaGopa

CMV axrutena IgG Pearentu {Alnity | CMV 1gG Aeagent Kit) 07P42
MPUMEMAHVE: Heoxotopie ¢acoexu QOCTYNHL) HE BO BCEX CTRAHAX,
OBpaTMTECE K BALLBMY MECTHOMY ANCTPMERIOTODY.

Obvem (ML), yxasannbih @ TAGNULE Hioxe, cGoaxauaer obbem Ha
KaPTPHIDK.

(e ] 07Pa222 07P4Z32
Konwusceyao 79CT00 8 100 500
XapTpuaxe

KonuwugcTao 2 2
KApYPUDKeR & Habope

KonuecTso racTop B

wabope 200 1060
6.6 mL 270 mL
6.1 mbL 288 mL
[ARSAY ORAENT] 104 mL 474 mL

) Abbott



07P4222 07P4232

MHKPONECTHLLE], COHCHEHNMINPOBIHHIS
BupycHoM nusatom CMV (wramm AD168), & TRIS-Gydeprom
HHINONOTHHECKOM PACTBOPS. MUHHMANLHAR KOHLOHTPALIWA:
0.08% vaepaoro sewecrsa. Korcepaante: ProClin 300 u
NPOTUBOMUKPOEHDIS NPENAPATYI,

AXPAIVH-MBUBHLID BHTHTENE (MbiliHLe) K IgG

uenocaska & MES-Gydepe. MninMancHan KoHLeHTRaUWA: 44 ng/mL.,

KOHMCEDBANTLE 23N HATPHA W NPOTHBIMUKPOGHLIE NPENAapAaTLI.
Colbopotia xpoan TaneHka W MES-Gydeap.
Koscepsantu: ProClin 300 » ProClin 950,

ﬂp%wmﬂm # MOPLI NPEROCTOPOIKHOCTH

¢ [ins guarkocTwey in Vitro
Mepi npenocTopokHOCTH

. BHUMAMWE: Ol NPOyKT CONOPNMT MTYNEHHBI® OT

WGNOBOKA U/WTH NOTEHUHAILHO MHPBKLIHOHHGLIG KOMNOHEHTYY,
Cw. pasnen PEATEHTHI AaHHOR UHCTPYKLIWK MO MTDWMEHEHWIO,
Hi OAMH K3 U3IBECTHLIX MBTOROB TECTUPOBAHNA HE

MOKET FAPANTMPOBATD, UTO GHOMATEPVANE! YBNIOBSKA UK
MHAKTURHPOBAHHEI® MHKPOODFEHNIMb HE MEPSHOCAT HHDSKLIND.
Noatomy BCO GHOMATEPHAND Y8N0BBKA CNBRYET CUMTATH
NOTEHLUANBHO WHOBKLNOHHLIMIA. PEKOMESHIYETCA 0BpAWATLCA

€ PAAreHTAMM W O5PAILAMM, NONYYSHHBIMW OT H8N0BEKA, B

COOTBSTCTRBMW ©0 CTAHRAPTOM NO ODPALLGHMIC © FOMOKOHTEICTHLIMI
narorexamu, paspabotartum Ynpaanesses CLUA 10 oxpane Tpyaa

# npomuiwnemoR rrwese (OSHA). fpy paboTe ¢ marepuanamu,
KOTOPLI® CORSIET HAW MOTYT COLBPIRETE HHOBKLIMOHHLIE
INBMOHTLY, CRBAYST COBNIOAATE NPaeMAa BUoNorHIeckoh
6630NacHOCTW, YPOBSHE 2, UAN UCNONGIAOBATL APYTHE MBTOLE
obecnsusHits Snanorwueckon GesonacHocTn, X1

Cneay'woline NpeaynpexasHis W oCTH

OTHOCATOR K: "

MPEYTIPEXXAEHUE | CogepoiT MBTWIHICTHIIONOHD!,

H31? MoKaT Bh3eIBATL ANNOPIUYRCKYID
KOKHYIO POAKUMNIK,

NpenoTapainesine

P261 Haberath epbIXaHUA TyMana/napos/!
AIPOJONGA,

P272 He BLIHOCHTL 2BMPAIHSHNYIO OABXKIY C

I {[paGouero wecta.

{P280 loNLI0BATEOR JAUWTHLMM NEPUATKEMA]
JAWNMTHON OAEKAOR/CPEACTRAMK JAUMTE
maa.

{Pearnpossnns

P302+P352 IPU NONARAHUA HA KQXKY: Mpomuims

I GoNbLIVM KONVMELTBOM BOI.
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P333+P313 TIpn PAAPRIKGHAN XKW WK NOABNBHNK
cuimn: OBPaTUTLER K BPRMY.

|P3e2+P3es CHETb JArPRIHBHNYIO ORGXKRY W
BLICTHRATD 88 NePEA MCNONLIVBAHNEM,

YTrumsauus

|Ps01 YTUAHIUPYIATE CONBPIKWMOS/KOHTERNED &

COOTBETCTEUH C CANHTAPHLIMN HOPMAMIA
PO (CaMNuH 2.1.2.2740-10 or 09.12.2010).

Cnegyouve rmn M M8pE! NPEAOCTOPIRHOCTH
|[SOMNGATE]

OTHOCATCA !

IﬂPﬂ]VI'IW COROPXHT NONMITUAGHINUKONL
OXTMADOHUN IOUD U AN HATPUA.

|Ha1e {BotsbisaeT cepoesHoe paIPANEHNS na3.

|EUH032 Mipst xoHTEKTE © KMCAGTAMU 0BPASYSTCH
BLICOXOTOKCHMHLIA I3,

[MpegoTepawenne

|P284 [nocne paBote TiaTENERO BLIMMTS pyxu.

|p2e0 [Ponsaosareca aawwTHLMY nepuaTkasuf
3ALNTHONA OAGKAON/CPEACTARMY 3ALIWTY
rnas.

|Pearnpoasne

|Pags+Pas1+P338 NP NONADAHWM B TTIA3A: OcTopaxHo
NPOMLITL BOAOIA B TEWSHNS HBCKONBKNX
MUANYT, CHATL KOHTAKTHEI® ANHIDI, §CHM
Bbi MW NONL3YSTECH W SCNKH STO NAIKO
caenarb. MocAAMKNTL NPOMLIBAHNE TNA3,

P337+P313 Ecnu pasnpaxeHne ras He NPOXODAT:
O6paTUTLCR K Bpauy.

YIRanasumn

IPS01 YTRIKAMPYATS COABPKUMOB/KOHTRIAHED B
COOTBOTCTEMW C CAHHTAPHLIMUA HOPMAMM
PQ (CanMwH 2,1.7.2790-10 ot 09.12.2010).

Macnopra G830NACHOCTH QOCTYNHE: HA CAATE
www.ahbottdlaghostics.com WAR ¥ MECTHOMO APEACTABATENA,
MoppoSHyI0 NHGOPMALINO O HECEXDANMBIX MEPaX
NPOACCTOPMKHOCTH NPM PASITE ¢ SHANWIATOPOM
oM. B Pykoaonctsd no akcryaTatum Alinity ci-series, Paaaen 8.
OSpaweHne ¢ poareHTamun
*  [Moche nonyveHs HaBopa PaCHONOXITE HEBCKPLITYIO KOpobky
3ENOHOA NONOCOA CEOPXY W SKKYPATHO NOPEBapHNTs K cebe
1 o7 cobn (va 160 rpagycoe) 8 pad, 3aTeM PACNONGKUTE
%0pobKy 36M6HON NOACCON CHNZY U CHOBA NBDESEPHUTS
x cebe u ot ceba (Ha 180 rpagycos) 5 pad. B peaynurare
WAKOCTD SYACT PABHOMSOPHO PACNPAAGABHA NO BHYTPEHHBA
NOBBPXHOCTH GNAKOHOB, HAXOAMIIMXCA BHYTPW KAPTPULXA. M
TPAHCTIOPTHPOOKE PAANGHTOR MHKPOMACTULIN MOTYT GCB0TL Ha
MemBOaMy KPLILLIKM PeareHTa.
= [MoCTaBLTS OTMETKY HA YNAKOBKE PEAIGHTA, O3HAUAIOILYIO,
47O ova BbiNa NEPeBepHYTA @ COOTBATCTENNK &

WHCTDYKLIMAMMK.

* OCN® NEPEMBLIMBARUR K NEPEN WCTONLIDBAHHEM OCTABLTE
KAPTPHIK PEArEHTA HA 1 YAC 8 BOPTUKANLHOM NONCIBHUN A0
NCHAIHOBEHNA TTYIbIPHKOE, KOTOPLI® MOFNW 06PAICBATLER NPK

nepsmew veaHnn.

*  ECAn KapTpWpK pearaHTa ONPOKMHYNCA, NPUBEANTE ero
B BOPTMKANLHOS FIANONEHWE W OCTABLTE Ha 1 Wac no
WCMAIHOBAHWA NY3LIPbKOB, KOTOPLIG MOINK 0OPAIOBETLEN,

) Abbott




o PaareHThl NOARIENEHL HOPMMPOBARHKID NEHLI N NYILIPLKOS.
Ty3bipoXy B PEArEHTE MOTYT NOMBLLATL OTIPBLASIGHND
YPOSHA PSArSHTA B KAPTPHXE M NPUBBCTH K HBLOCTATOMHON
ACANPALIMMA PEAIBHTA, KOTOPAA MUNET JHAUUTONLHD BAVATL HAl
MPSEEV/ILHOCTL PeAYNLTATOoBD.
NonpoGHyio KHEOPMALKIO 06 OEPASHUW C PEATSHTAMW NPU
PaBUTE ¢ BXANKIATOPOM CM. B PYKOBOACTEE NO SKCNAYATAUMM
Alinity ch-series, Paanen 7.

XpaneHns pearesTon

Tomnsps- Mexcamansnos SONONNNTENsHNE
wpa spemn MHCTRYRUMY NO
XPBHEHWA  XPEHOHWA XPAHEHNO

Hescuporruiik 2 - 8°C  flo okoHuanns  Xpaxute 8

xapvpespk CROKA FOAHOCTH BOPTUKANMHOM
NONREHNY,
Ecnu kapTprax
XPAHHNCA HE
BEPTHKANBHO, AKKYPATHO
NEPEBSPHNTS KAPTPMIK
10 pa3 v nepea
HCNONLI0EaHNEM
OCTABLTE HA 1 vac
8 BSPTHKANLHOM
MIONOXOHWUN,

Tewnepa- 30 grieR
Ypae
cUCTeM®

Ha Gopry

Bexpoiié 2-8°C

wapTpRmk

0o oxoxuanns  Xpasute B

CPOKA MOAHOCTH BOPTHKAILHOM
NONOMEHWUN,
He ucnanbaywre
NOBTOPHO
KPbILIKW PSAreHTA
MPOHABDANTENR
WIK JAMEHABMBIS
KPLILKM ABUAY PUCKE
KOHTAMHHALIMK
M BOIMOMHOCTH
HapyweHus pabounx
XAPAKTOPHCTHK
peareHTa.

POAraHT: MOXKHO XPAMUTL KaK HA GOPTY CHCTOMbI, TAK W 8H
ea, NocNe NIANGMBHNA POATEHTOE U3 CHCTEMbI XDBHWUTS WX @
BORTMKANLHOM NONCXKBHUA C HALBTHIMH HOBLIAN JAMOHABMbIMY
KpLauKaMu Npy TemMnepaTyps 2 - 8°C. PeareHTul, XpaHmuuecs
BHE CUCTOMDI, PEKOMBHIYETEA XPAHUTD B GABDWILIX NOTKAX W
YNAKOBKAX ANA 05BCTIEHOHNA BAPTUKANLHOTD ROMKIHWA.
Nonpobiyio UHHOPMAUWIC O BLITPYIKS PORIEHTOR W3 CHCTEMb
cw. B PykosoacTae no akcnnyatauwy Alinlty cl-series, Pazaen 5.

Moxasarenw NOPHK PEAreHTOD

Ownbxa KANKBPOBKU KN JHANEGHWA KOHTPONA 3a Npeasnb
QMANA30HA AONYCTHMBIX SHAHOHHI MONET CBHARTENCTBOBATL O
nopue pRareHTos. PO3yNbTaTh! COOTBETCTBYIOULWX TBCTOS CneayeT
SUATATL HerspHbIMKA, 0BPaIUL! AOMKHL BbiTh NPOTEATUPCBAHH
NOBTOPHO. MoXeT NoTPEG0BATLCA NOSTOPHRR KANWEpoBKa TeoTa.

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

Andopmaunio 06 YCTPAHEHWN HRUCTIPABHOCTEH CM. B PyKDBoACTaS
no axcnayaTauuu Alinkty ci-serles, Paanen 10,

B NPOLEAYPA PABOTbI HA AHATM3ATOPE
Heobxoaumo yotaHoewTs haun Tecta Alinity | CMV IgG nepen
NPOBANEHWEM TECTA HA ananusarope Alinity i,

lonpobyic nHgopmauwo 06 ycTanoske SAANA TECTA, NPOCMOTRE
W PORAKTHPOBAHNY NAPAMETPOR AHANMSA M. B PyKo80ACTBe NO
axcnnyatauwu Alinity ci-series, Pasten 2,

o [Joctyrmut chegyioWwuwe ¢ainn TecTa:

- "CMV IgG" - He NOIBONALT ABTOMATUWECKA PAIBOOMTL W
TECTUPOEATD NCETOPHO OBPA3LILI C KOHUSHTPALNER BHTW-
CMV IgG > 250.0 AUfmL..

- "CMVIgG R" - n03BQNAET ABTOMATAMECKY PASBOIMTE W
TOCTUPOBATE NOBTOPHO OSPA3LLI & KOHUSHTPALWEH
antu-CMV igG > 250.0 AU/mL.

MHGOpMaLIMIO © BLIBOAS HA NEYaTL NARAMETROD BHANW3A
¢M. B PyxosoncTae no sxcnnyaralww Alinity cl-series, Pasnen 5.

NonpobHoe ormcaHke NPOLBAYD PaBoTi C CUCTEMON
¢M. 8 PyxoBOACTE® NO axchyaTaLun Alinity ci-secies.
B CBOP OBPA3LIA W NOArOTOBKA K AHANW3Y

Tunot oSpasuon
MepeuncnenHLe HIWKe THL 0bpasLcs Gun sepnbrLIpORRHN

Ha MPUrCAMCCTS X MCMONBIOBAHNIO B NAHHOM TOCTE HA CHCTEMAX
ARCHITECT i System.

Opyrie Tunk 0Bpajuce w npobupox ana copa oBpaauos e Bbimw
BAPWOMLINPOBANL! HA NPWFOHOCTL K HCMIONLIDBAHWMIO B AAHHOM
tecTs.

Tunm ofipaiuce
CainopoTKa xpoew

Ngobupxn ann clopa obipasuce
CuisopaTea xposi

MpoBupKs ANA CHIBOPOTKU KPOBK
C PRIGONMTESIHLM Fanom
MpoBUPKA LR NAIMI KPOBH &
PRINSIMTENLHLIM TENew {AVTIHA
ronapvH)

Kanusaan conb ECTA

Uwrpar kavpus

TNnth renapun

HaTpwir renapun

ACD

CPDAA

CPD

Oxcanar Kanua/Propun HATPMA

Mnasma Kpoew

e PaboYns XBPAKTOPWCTWKA TECTA HE YCTAHOGNSHL AU Cirywase
MCCNeNoRaHNA o5PaILOB TRYNHON KPOBW HNK SHOGEIX MHAKOCTEN
OPraHnIse, KPOMe CHIBORUTKI AW NNAFMBI KDOBK UBNIOBEKA.

*  Kuoxue aHTUKOANTIHTL MOTYT AABATh SPHeKT PRIBBAGHMN, UTO
MOXKET NPHOECTH K SANIDRBHHEIM 3HANOHNAM ROHUGHTPALHNA B
oOTAGNLHLIX OBPAILIAX NAUVBNTUS,

o [1nA AHANUIATOPA HE NPSQYCMOTPAHA ONLIMA BOPHEMKALIAM
TMNOB UCTIANLIYeMbIX 06PA3LL0E. B 06AIAHHOCTN ONEPaTOPS
CHCTSMBI BXOQMT NPOBEPKA NPABNLHOCTH TUNCS o6pa3LIoB,
UCNONLIYEMbIX B TECTE.

CocronHne oSpasuos

* He wcnonbaywTe:

- OBpAUL), UHAKTHBHPOBAHHDIO HATDESAHNEM

- nynupoBaHHLe obpasubl

= CHILHO roMOnU3npoBateie obpasiib

~  obpasutl ¢ IAMETHOR MHKPOEHON KOHTAMIHALIWEA

-} Abbott



*  Yrobul NONYWMTL NPABUNDHLIS Pe3yNLTATY, 06pasLL
CLIBOPOTKM U NNaImMel KPOBU CNSAYET OTRENWTL OT dubpuHa,
IPUTPOLMTOB W APYIX TBSpOLIX MACTIL. O6pasus CHBOPOTKA
KPOBH MALMBHTOR, NOMYUAIDIINX SHTWKOGTYIALIMORHYIO WHA
TROMBONMTUUBCKYIO TOPANND, MOTYT CONePXaTL $nbpun &
POIYNLTATS HE3AKOHHBHHOFD ODPAIOBANVA CIYCTKOS,

*  PoxomeHIyoTCS MCTINLI0BAMNE ONHOPA3O0BLIX NWNETOK
¥ HEKOHEYHINKOS ANA NMUNETOX ANA NPONCTBPALLSHUA
FBPSKPECTHON KONTAMMHAL WM.

NoaroTosxa X aHANN3Y

*  Cregyire MHCTPYKUARM MIrOTOBITENA Npobupox am cHopa
obpasuoe. Mpu noarovoexe obpasuoe Kk TECTHPOBAHNIG
rPABUTALIMONHOND PARNBNAHNUA HEAOCTATOUHO.

* 8 obpacuax He aomxHO SbiTb NY3LPLKOS. YAAMMTS NY3biPLKu
ANMMKATOPOM 10 HAMANA TECTUPOBANKA. KicNoNeayNTe
HOBLNI ANINANKATOP AN Kaxaoro obpasua, 4robu uabmxars
NEPOKPACTHON KOHTAMMHALIMMN.

Ane nonyuexs COrNACORaHHLIX PEIYNLTATOR PEKOMEHAYSTCS

NPOBOANT NOATOPHOR LEHTPUYTHPOBaHHa 0BpalLLoe Napen

TOCTNPOBAHNEM, 8CNH

* oM COnePwAT DHBPuN, 2PUTPOLINTH NI APYTHE TBEpIbe
YACTHL!

»  TpaSyeTon NOBTOPHOS NCCNAROBANMS.

NPUMEYAHME: Ecnn oE6pasis CORBMKAT GUEPUH, IPHTPOUMTE!

HAW APYTAE TBSDOKS MACTHULY, NGPEMBIIANTS MX HA BOPTEKCS

HA HA3KOW CKOPOCTH MNM NepesspHys 10 pas nepen NOBTOPHLIM

LUEHTPWDYTHPOBAHMOM.

NoaroTossTe SAMOPOXEHHLE 06pAILL cnegyio WM oSpasom:

*  (lepen NSPOMALLMBAHNEM JAMOPONDHHYG 0EPAIUL HBOBXOIMMO
NONMOCTHIO PAIMOPOANTE.

s TIaTencHo NOPOMBILARTS PAIMOPNHHIE OBPAILN HA
BOPTEKCH HA HNIKOR CKOPOCTA RN AKKYPATHO NOPBSEpHYS
npobupkn 10 paa.

s  BuayancHo npoespsTe 06pasusl. Ecnn rabmogaeTca
PacCAOSH® UNKH CTPATHOWKALWA, NDBTOPAATE NEPBMOILUBAH WS
0O Tax NOP, NOKA 06PA3NIN He CTAHYT BIUIYANLHO OHCPORHBIMK.

* Hepocrarounoe NepemMeuinBaNns oBGpAaIL0B MOKET NPUBECTH K
NONYMEHIMO HETOMHBIX PR3YNLTATOS.

*  PxOMBHAYATCA NPOBOANTL NOBTOPHOE LIGHTPHDYrUpOBAHHE
obpaauoe.

NPUMEYAHHE: Ecim o6pasub COneponar TBEPIbIE HacTHLLbI,

NepeMaitanTe WX Ha BOPTEKCE M2 HUIKON CKOPOCTH WK

nepesepHys 10 pa3 NePe NOBTOPHLIM LSHTPUDYIIROBaNWEN.

NosropHose LenTpwdyruposanne obpaayos

¢ [omecTuTs ofpasut 8 USHTPUGYKHLIE NPOBHpkn u
USHTPROYTUOYIRTO He menae 100 000 g-MuHyT.

*  [pmiapsl NPHOMSMbIX FHAHBHHIE BPOMEHI W CHAN
npeacTasnens B TABNWLLE HAXS.

Bpemn LBHTPUPYIMPOBAHNA PACCYNTLIBASTCA HA OCHORE
anavennn RCF no popmyne:

MMHIMANLHOS SPeMA 100 000 g-mutyT
USHTPUDYTUPOBAHIA {MAHYTEY) = RCF
Bpemna
USHTDNGYTHD OB NN
{amareyTai) RCF (x g} S-MRHyTS

10 10 000 100 000
20 5000 100 000
40 2500 100 000

RCF = 112 X fmpy (rpm{1000)2

RCF . OTHOCHTEILHAA LEHTPOBENHAR CHUAS, BOSHUKIOWAR
NP UEHTPUOYTHPOBRHIA,
pm - CxopooTs BpawweHua {060pOTOE B MUHYTY)

pOTOpa, B KOTGPOM PacnonowaHbl obpasusl (rpm
o6brKO 0EOIHANABTCR HA LNBPOBOM WHANKATOPS

ueHTPHyTH).
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Bpesma OTCUET BPEMBHN NPONCADINT C MOMSHTA

USHTPWYTV-  ADCTWKBHWA POTOPOM Tpatyamon RCF unu rpm po

POBSHVA - HEBMANA CHIDKBHIWA CKOPOCTM.

oy * Paauyc potopa @ munnuwmerpax. NMPUMEUAHUE:
Ecny HCNOSLIYIOTCA CRBUMANDHLIS DEEKATEAN
NPOBYPOK (HANPUMEP, ABUKATENN, HE YKAIAHHLIS
NPOMIBOAMTENEM LOHTPUbYrW), TO ChaayeT
VIMBOHTD JHAUSHWE PANMYCA B MWIMMSOTPAX {Ima)
BpYMMYIO U paccuntaTh RCF.

O-MMHYTR -  EAWMHMLA W3MEPaHUA, NPOACTABNALLAN

coBoi nponasensxne RCF (x §) 1 Bpemenn
USHTPUGYTUPOBAHKA (8 MWHYTaX).

JInA TECTUPOBAHNA NOMECTUTE OvKUBHHLIN OBpaIeu 8

waweniky Ana 0GpasLos uNu BTOPWMHYIO NPOSKPKY. ECAn nocne
UBHTPHAGYIMPORaHUA B OBPa3Le NPHCYTCTBYOT NANWAHDIA CNOA,
NOPOHICHTE B HAWBMKY Anin 0GPAIUOS WNK BTOPUMHYIO NPOBMPKY
TONBKD DUKLLEHHBIN oBpa3sey 683 nuNeMHuYecKOro MaTepHana.

Xpanesine 0Gpasuon

Yonoauma xpaHesi 06pasuos GhuTH BePUOHLINPOBAHN HA CHCTEMD
ARCHITECT | System.

Makcamans-
HO® ApENN Cnsunanaiise
TVn 06pasus TeMNEPATYPS XPEHEHKA WHCTPYKLN
Coisopomial 2-8°C 14 pvoi Obpaaus moryr
nnama XPAHWUTLCA CO
KpoRM OryCTKaMM,
JIPHUTPOUNTEMMN,
PAIRSNUTENGHVIM

reneM nwm bea.

+  Ecrnw Tpebyerca xpannme oBpasLibl oNbILE MAKCHMANLHOTO
BPOMBHN XpaHeHUA NPW Temnepatype 2 - 8°C, cneayer oTaAsNUTE
CHIBOPOTKY UM NNASMY KPORM OF CrYCTROS, IPUTPOUUTOR
WIH PARASAKUTANBHORO NN ANA CHIBOPOTKN Kposw. Mepen
TECTHROBAHUEM 0BPA3LLI MONHO XPAHWTE B XONOAMNBMUKE
20 14 nxed npu Temneparype 2 - 8°C. Ecny TeCTMpOBaHNe
oTKNannBABTCA Gonee uem HA 14 pHedn, obpasjuw cnegyer
XPAHUTL JAMOPOHAHHNMN [-10'C unu HWxe).

* He nposoamre Bonee 8 UVKNOS 2AMOPOIKK/PAIMOPOIKM,

Tpaucnopruposxka o5pauce

YAKOBLIBAATE W MAPKIPYRTE OOPASLIM B COOTRATCTANN ¢

TOCYAAPCTRONNLIMU, GBNOPANLHLIMIN H MEKIYHAPOGHEIMK
TPeG0aaHUMAN NO TPAHCIOPTIPOBKS KIMHWUECKUX 0Bpasucs
UHPOKUMOMHLIX BOLLSCTS.

i nPoLEAYPA

MpepocTagnaembie maTepuanl

07P42 CMV anTtntena lgG PearexTa (Alinlty | CMV IgG Reagent Kit)

HeoGxopmmbie, HO HE NPEACCTABNASMLIS MATOPUANDS

»  Alinity i CMV [gG ¢adn Tecra

o D7P4201 CMV anturena IgQ Kannbparopl (Alinity | CMV (gG
Catibrators)

s D7P4210 CMV anturena IgG Kantponoiee marepuants {Allnity |
CMV IgG Controis} unn Apyroi KORTPONGHLIA MATEDUAN

*  DBP1160 Pactsop Tpuirepa (Alinity Trigger Solution)

*  08P1265 PacTeop npe-Tpurrepa (Alinity Pre-Trigger Sokation)

*  08P1388 KonueHTprposanHui npombsaolumn Sydep (Alinity
i-serles Concentrated Wagh Bulfer)r

Wdopmaumo o marepuanax, HeotxoanmMeix o paboru

asanuaatopa, cm. B PyxoecncTes no sxcrinyarauwun Alinity ci-geries,

Paapen 1.

Wehopmauwio 0 marepuanax, HeoBxogvMux s NpoUenyp

TEXHAUBCKOTO OBCNHMBAHIN, CM, 8 PYKOBOACTBS MO IKCNAYATALIWM

Alinity ci-series, Paanen 3.
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Npousaypa aHannas

NoapoGHos onncanue NPOUBAYPL! NPOBENSHHUA TecTa

oM. 8 PyxosonoTee no axcanyarauwn Alinity cl-series, Paagen 5.

¢ Vndopmaumo of obecneuekun nocTarounoro obuana obpasua
NALMOHTA MPU NCNOILIOBAHHW NEPBMUNLIX NN ANUKBOTHEIX
npobupox oM. 8 PyKosoacTes no akcrinyarauns Alinity ci-series,
Pasnen 4.

s Y1066l MIWMMNINPOBATL 3HPEXTH RCNAPEHUS, Nepef
NPOBEABHWEM TECTA YOORMTECH, MTO B MALEeHKE 4nn 06pA3LOB
NPVCYTCTaYET AOCTATONNLIN obbem obpasua.

¢ MakCUMANLHOB NGO NOBTOPOB WI OQHON HatLIsKW O
opasua; 10
~  MpropuTeTHoR 0BpasuL:

»  OSvem oEpasua Ane NPOBEAGHNHA NEPBOTD TeoTa: 75 ul
« Ob6wem oGpa2ua ANA NPOBSASHWA  KAXAOTO
RONONHATEILHOND TECTA W3 OQHOM YALLEYKA ANR o6palua:
25 L
— < 3 uacos na Sopry:
= OBuvew obpa3ua L NpoeefeHus nepaoro tecta: 150 L
o Obvem ofpasus QOO  NPOBSHGMMA  KAWAOO
RONQAHMTANGLHOTD TECTA W3 OAHOW Yaw euxn ana obpasua:
25l
- > 3 vacos na Sopry:
o Tpebyerce caexas annxeora ofpasua.

o VndopMALWD O NOATOTOGKE W MCNOMNLIOBAHWY KANHGpaETOPOS
W KOHTPONGIA CM. B HHCTRYKLIMHK NO NPUMBHEHKIC K CMV
anTuTena igG Kanubparopam (Alinity | CMV IgG Calibrators)

W 8 WHCTDYXLIMI NO NpWMeHeHWo kK CMV anturena IgG
KoHTpomsHeM MaTepuanam (Alinity | CMV IgG Controls).

*  Mrdopmaun 06 0GUUX ONEPALIMONHLIX NPOUERYPaX
C™. B PyKoBOACTES 110 IncruTyaTauwn Alinity cl-serles, Pasnen 5.

*  [InA SOCTHMEHUA ONTIMANBHBIX PABOUNX XAPAKTEPMCTIK
BEXKHO CAIBAOBATL CTAHOAPTHOM NPOLGLYPAM TEXHIYSCKOrD
obCnyMBaHIA 8 COOTBITCTEAN ¢ PYKOBOQCTBOM N0
axkcnnyarauwn Alinity cl-series, Pasgen 9. Ecnn npapwna pacom
B sawed naboparopin TpebyioT GONee YACTOrO TOXHWWECKOrD
obcnyxnBaxun, CNBOYNTE NPUHATON NPAKTUKE.

Mpouefyps! passensxna obpasuon

Obpa3aye ¢ KOKLUEHTPauUeR anTn-CMV igG > 260.0 AU/mL
NOoMBYeHb: GIAXKoM C KOoM "> 260.0 AU/mL" u moryT Guire
PA3BEABHDI B COOTBETCTBHN ¢ NPUTOKONOM ABTOMATUUECKOID
PaI6SASHUA.

NpoTONON EETOMATWHECKOIO PalBaAsHNA

Cuctema pazeogur obpadey 8 ApONopuvM 1:10 W ABTOMETHUECKW
PACCHHTHIBAST FHAYOHWE KOHUSHTRALIWH, YMHONGAA POSYNBTAT Ha
COOYBRTCTAYIOWNE GAKTOD PASBALOHNN,

Ecnu TeCTHPOBAHKE NPOBOAMTCH G MCHONLIOGAHWeM Gaina TecTa
"CMV IgG R*, 06pa3eul, NOMBYSHHLIA Kax "> 250.0 AU/mL", byneT
ABTOMATMUECKIA NIOBTOPHO NPOTECTUPOBEN C PRIBOSHHEM &
nponopuun 1:10.

Noppobuyo HHOOPMALWIO O 3AKA38 PA3RENGHWA CM. B PyKOBOACTRS
no axcnnyavauns Alinity ci-secies, Paanen S,

Kanubposxa

VIHCTPYXUun 0 npoeeaeHnn xanwbpoexs oM. B PyxoaoacTes no
axcnnyarauny Alinity ci-series, Paaaen §.

L1na oueHkn KanwbpoBKkN TecTa HOOBKOAMMO NPOTECTWHOBATL BCS
KOHTPONK,

NOCN® NPYHATHA 1 COXPARAHUA PA3YMLTATOS KANHBPOBKW TecTa BCe
nocheRyioLIWe 06pasUL MOXHO TBCTUROeaTs Bea npeneapuTenbHON
KANWGPOBKK, KPOMS TEX CAYYAes, KOTaa:

*  WcnoneayeTcs Habop POAreHTOE C HOBLIM HOMSPOM CepHK.
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¢  PesynsTaTy GIEQHEBHOA NPOUGAYPH KOHTPOAA KAYSSTRA
HaXOOATCH BHE CTATAOTMACKW OGOCHOBAMHOIO QMANAIOHA
KOHTPONIA KAHSCTER, NCAUMLIYOMOrT N1 MOHNTOPUHIE U
KOHTPONA PAGOMMX XAPAKTEPACTIIK CUCTEM, KaK YKA3aHO &
paanene 'Mpolenypbl KONTPONA KBYBCTBA" AAHHOW WHCTDYKLIMK
NO NPUMBHEHWIO K POATeNTY.
= Ecnin CTETHCTHUSCKW 0GOCHIBRHHLIN QUANAI0H IHAYEHHMA
KOHTPANA HEROCTYNEH, TO NOPHOJ MEXTY Kannbpooxamu ve
DomKes Npesuiuath 30 gHed.
Moot noTpebosarsca NOBTOPHAA Kanubposka Tecta nocne
NPOLIBAYPHI TOXHUSECKOTO DBCIKMEANUR OCHOBHLIX YACTOA
CUCTOMbI MNTH 68 KOMNIOHEHTOB WAW NOCNS NPOBBIEHMA CEPEMCHLIX
npousayp.

Mpoueaypsl KOHTPOIR KANECTER

PexoMaHayoMbie TPEODBEHIR MO KGHTPGIO KAMeCTBA TecTa Alinity |

CMV IgG 3axM0oMRI0TCH B TECTUPOBEHMM TIO OHOMY KOHTRONIO 8CEX

YROBHBN KAXKDHIE 24 YACA, TO OCTL KANOLIE CYTKA IKCMNYATAUHK.

DONOAHMTANEHDIS KOHTPOMW CHEaYeT TeCTPOBATL B COOTRETCTEUMN

© MOCTHBMN, FOCYSAPCTRAHHLIMW WU GBBPANEHEMW 3AKOHIMH

MK AKKPBANTALINOHHNIMK TPEGOBAHIWAMM M FIOAMTWKOR KOHTPONR

xawecTea sawen naboparopuw.

Ana NONyYeHNA CTATUCTUHECKH 0BOCHOBBMHOTO AMATAZOMR

KOHTPOMA KaXAAs NAGOPATOPVA ROMKHA YCTAHABNUBATL

COBCTEOHHLIS LIBNTOBLIG SHAUGHUA KOHLIGHTPALMA M AMANA30H

KOHUGHTPALIMA ANA HOBBIX COPNIA KOHTPONEH KA KEWXDOM KIIHHHYECKU

FHENAMOM YPOBHO KOHUSHTPaUMN. B X008 HCCNBADRBHWA

NPOBOAMTCA HE MeHee 20 NOBTOPOR HA NPOTAKAHUN HECKANBKHX

{3 - 5) gHet ¢ OANLHBALIWM ONPEABNOHNBM OXNAABMOTO CpeHero

{UeNEBOro) JHAMGNUA W BAPWAGENLHOCTH CPOIHHX SHAMOHWA

(Avanasoxa) 8 NABOPATOPUIA KA OCHOBE NMOMYUSHHLIX PEIYNLTATOS.

Yro6ul NONYYHTL PENPEIBHTATMEHLIS ABHHDIS L/1A SANLHIALI DA

paGoTl CUCTOMDI, B [IAHHOB WCCABORAHUS HEOEXOLAMO BKNIDUNTL

BOMKHEIS NPUYMHBL BAPHAGEALHOCTH

Heckoneko COXPAHBHHBIX xannbpoeox

PasHuie cepuu pearexroa

PasHuie cepun kannbparopoe

PajHbio aHIUTUHOCKE MOQYNH {BCNW NPUMBHUMO)

PesyneTarsl, TIONYYAEMUIO B JAM0S BDOMA CYTOR

ViHbopmaumwo mnv obiune pexomMeHaalmvK N0 KONTPONI® KauecTea

CM. B OTIYGNUKOBANHLIX PYKOBOACTBAX, HAND., B AOKYMenTe C24-A3

WHCTHTYTA KNuHW4EeCImx v nabopatophbix cTaRnapTos (CLSI) unun &

apyrux onyBNWKOBAHKEX PyKosoacTaax.'?

* Ecnw npouenypt Bawen naboparopum TpebyioT Gonee uacroro
MOHWTOPHHIA KOHTPONS KAMECTER, IBYATE NPUHATOR NPAKTIAKS.

o ECNN Pe3yNbTATH KOHTPONIN KAYECTea HE COOTBATCTaYIOT
NPUHATELAM KPHTOOUAM, YCTRHOBNGHHLIM BAWER nabopatopued,
PESYNLTATH TECTUPOBANHA 0BpA3LI0B MOTYT BT
COMMMTENbHLIMK, CneftyATe NPHHATLIM BAWEA naboparopren
NPoUSaYPaM KOHTRONA KauscTaa. MaxaT novpeSosaTbis
NoBTOPHAA KANMEPOBKE AHANN3E, VIHHOPMALMIO 06 YCTPaKaHAN
HEVNCNPAaHOCTEHN CM. B PyrosoacTes no skcnayaralum Alinity
ci-geries, Paanan 10,

*  Mocns yCTAHOBKW HOBOA COpMH pRArexTa uny kanvbparopa
NPOBEBPLTE PE3YTbTATL KOHTPONA KAYSCTEA W KPUTEPHI
NPWOMITEMOCTH,

Ponomennauun no NROUERYPS KOHTPONA KAVICTEA

PoxomengaLMn No NPOLIBAYPAM KOHTPONN KaUecTaa NabGopaTopun

cwm, & “Basic QC Practices”, James O Westgard, Ph.D.®

NMopveopkneHne 3BIRANEHHLIK XAPAKTEPMCTHK TOCTE

FpoToxons AiNs NOATBSMNAGHUA IARRNGHHLIX B UHCTPYKLIMA

N0 NPUMZHONAKO XAPAKTEPUCTHK TECTa SM. B PyxosoacTee

no akcnayarauvia Allnlty ci-saries, Paapen "Moaraepxnernve

3AABNEHHLIX XAPBKTEPHCTHK TECTa",

C) Abbott



B PE3YNBTATDI

Pacuer

Tect Alinity | CMV [gG ncnonkaysT nenansayeT MaTog
ANMPOKCAMALIMA G NOMOWEI0 WETHPEXFIAPAMETRUHECKON
JIOTUCTIMNGCKON KPUBOR (4PLC, X-83886HHAR KDWBAR) AnA
NOAYUSHNA KANMGPOROUHON KPHBOH W PR3YNLTATOS.

WUnvepnperauma pesynsTaton

AUjmL HutepnpeTaums Wnrepnperaunn

MauneHTS ¢ TAKMMY
peaynsraramu
NPOFIONMKWTENBHO
He HHDULINPOBAHL
CMV ¥ nogeepxeHbl
NSPBHIHON
HHbeRUWA.
Yrazvieaey na
NEPEHACEHHYIO

WK GCTRYIO
uHpexuWo, Taxne
NALVEHTE WMBIOT
NOTEHUKUANLHLIA PHCK
nepenayy WHPEKLUHH
CMV, opsaxo
HEOBRIBTENLHD
KOHTArnOaHs! 8
HACTOALL S GREMA,

<60 HepaaxTurmnii

FPUMEYAHVIE: PoromeHayeTCA NOATBSDNXOATL POIYNbTATH
06PAL0 CO IHAUBHUAMN KoHLEeHTPaL NN 8.0 - 15.0 AU/mL ¢
uenansaosaHnes Tacta CMV IgM Uik NPK 803MONMHOCTH BIATL
BTOPOM OGPAZSL B TAURKHWE JONYCTHMOTD NEPNCAA BPOMBHM
{HanNpUMEp, OB HONSMW} U NOBTOPHO NPOBECTM TACT Alinlty i
CMV G,

(Pnaru

PesynsTaTs HEKOTOPIX TECTOS MOFYT CONPOBCKOATLCA
uidopmauved B none "Onamn’. OnNncanne naroe, KOTOPLIE MOMYT
NORBNATHCA 8 ITOM NONe, CM, B PyKoBOACTER NO IKSITyaTALIM
Alinity ci-series, Paagen §.

Wrtepnan namepsius

MNTeppan MaMSPEHUA ONPOLENTSTCA KAK AHAMAI0H IHAUSHNE &
Al)mL, KOTOPbIN COOTRETCTBYET FPANKLIAM NPHEMNEMbIX Pabounx
XAPAKTAPHETUK ANA BOCNPOMIBOAMMOCTY ¥ CTRKNONGHKA.
WirepBan uamepeHia Tecta Alinity i CMV IgG coctaanaer

1.1 - 250.0 AU/mL.

B OTPAHWMEHWA NPOUERYPLI

¢ Ecnw peaynavat TecTa Alinity | CMV IgQ e cooreercreyoT
KNUHUMNSCKOA KAPTIUNG, POKOMOHOYSTCA NPOBOMTL
AORIGNHATENGHOS TECTUPOBAHHS ANA NOATEORKASHIA
pe3ynbLTaTos,

* B AMArHOCTHUBCKIX USNAX PEJYNLTATH ChedyeT
HHTEPNPETUPOBATE C YUSTOM OPYTAR QAMMDIX; PEIYNLTATAMY
npyrux Tectoe (CMV lgM, CMV [gG Avidity), knuHidecumn
NPOAANEHHAMYU K AP,

¢ [aTOPOPUABHLIG AHTHTENA CHIBOPCTKIA KDORH HANOBEKA MOTYT
BCTYNaTL B POAKLINIO C HMMYHOINOGYIUHAMY POATreHTA, HOKEXAA
peaynnTaTel WMMyHOaHanusa i Vitro, MauyneHTol, HaXoaAWWeCH
B NPMALIYHOM KOMTAKTE C XUBOTHLIMU NWED C NPOAYKTAMMN,
NONYHBHHEMU K3 CHIBOPOTKM KPOBY XUBOTHbIX, 8 GoNbiveR
cTeneHn NopeepraHsl NoaobHoR uHrepdepeHLwn, PasynsraTy
TECTVPOBAHVS NOACEHLIX 0BPE3LOS MOTYT SOMOHCTOUPOBATL
AHOMANBHBIS SHAaYeNN. LU NOCTAHOBKY JWAIHO3A MORET
NOTREBOBATLCA AONONHITENGHAR MHOOPMALMA, 14
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¢ O6pasubi, NONYUEHHLIS OT NALWSHTOB, KOTOPLI® NPHHIMANK
ripenapaTsi, W3roTOBNSHHLIS HA OCHOBE MOHOKNOHANBHLIX
MEWKWHBLX aHTMTesT, B JWArHOCTIWMOCKAX WK TORRNOBTUMNECKUX
LONAX, MOTYT COREMKATY YENIOBEUOCKNE ANTHTENG NPUTHE
NbIWKHDX aHTMTen (HAMA), O6pasuw, copepawne
HAMA, MOTYT IGMOHCTPHPOBATL BHOMANDHBIS IHANEHUA
npyt wccnegoraHnk e TecTax {Taxux kax Alinity | CMV IgG).
B KOTOPLIX HCAONLIVIOTCA MOHOKAOHANLHBIS MBILIMHBIS
antutena. 'S 1

*  PexoMesayeTtcs UCNONb3OBATE CAWHAKOBLIA NPOTOKON
pa3seeaeHua NPW TECTMPOBANHKM Nocneayiollux obpasuos,
TAK KAK HE BCO 06PAILLI SOMOHCTPYPYIOT NWHBRAHOCTD NPH
passeneHun. UHOTPYUWA O HEOBXOMMMOCTH RCKIOUSHNA
NERANHON whdexuni cM. 8 pasnene KPATKOE OMCAHWE
TECTA.

B CNEUNDUYECKUE PABOMUE
XAPAKTEPUCTUKW

B AaNHOM PasneNns NPENCTARNENL) JAHKGLIS NG PONPAISHTATUBHLIM

PAGOUMM XAPAKTEPHCTURAM. PEIyIbTaTL, NOAYHBHHL B OTABNBHDIX

naBopATOPMAX, MOTYT OTRUMETLSA OT NEHBBASHHBIX NANHLIX.

Ha ananuaarope Alinity | n cucteme ARCHITECT i System

WCNONE3YIOTCA DAHK W TO XK@ POAreHTH W COOTHOLLGHMA

obpa3suajpearenta.

Ecnu ne yxasaHd Apyros, 8Co MCCNEACBANMA NPOBOAMAMCH KA

axanwaarope Afinity i.

BocnponIsoawmocTs

Bocnpowy BHYTPM N L]

WccnenoBaswe NpoBoanni 8 COOTEETCTBHM C AokymenTom CLSI

EP05.-A2,7 TecTpoaatne NPOROAMNOCH C MCNONLIORAHHEN

3 copun CMV aviTutena 19G Poaranton {Alinity | CMV lgG Reagent

Kit). 3 cepwih CMV anTutana 19G KanuGpatopoa (Alinity | CMV

IgG Calibrators) n 3 capun CMV asmurena g3 KoHTPOALHbIX

marepranoas (Alnity | CMV igG Controis) Ha 1 ananusaropa.

Thu XOHTPONA H 3 NaHENK NNA3MBI KPOBK Menorexa Goinu

NPOTECTHPOBAHB HO MEHES YoM B 2 NoETopax 2 pa3a B feHb &

TaueHne 20 gren.

Gurytpie capan
{neatopremocts) Buyrpi nabopatopun {etse)®
Kon- Cpeawes K0 %KS

Obpaaen 00 {Aml) CKO %KD  (smamasew’) (amansaow)
Orpmuatenciei 358 0.1 0.1% NA 0.20 NA
KOHTpONS 0.18-0.21) NA
Mosoxorrereed 357 270 098 38 1,60 59
xouTpone 4 {1.39-1.85) {5.1-6.9)
Monoxurenenel 355 1473 369 25 7.69 5.2
KxosTpony 2 (6.97 - 9.83) {44-6.3)
Masens 1 B/ 34 03 9.0 035 10.4

0.33-037 (9.9-104)
{lanems 2 LT A A | 0.42 5.9 0.5 FA|

(0.44-058) {66-73)
Nanene 3 358 2337 598 26 958 41

(6.42 - 8.89) {4.1-42)

2 BrmouasT BApHabeNhHOCTD BHYTDU COPMN, MEXTY COPHAMU W
MEXDY AHAMN.

B MUHUMENEHOS M MAKCHMANEHOS anaveri CKO nnmn %KB ana
KAXA0R KOMBUHALIMM COPUH PEAreHTA M AHANN3IATODA,

NA = He NPUMEHIHMO



CepoKOHBEPCUOHHAA YYBCTBUTENIbHOCTbL
CepoKOHBEPCUOHHAA YYBCTBUTENLHOCTL GblNa onpefeneda no
pesynbtatam uccrefoBaHns 3 KOMMEPYECKUX CEPOKOHBEPCUOHHbIX
naHenei Ha aHanusatope Alinity i ¢ ncnonb3osanunem tecta Alinity i
CMV IgG. laHHble pe3ynbTaTbl CpaBHMBANNCH C pe3ynbTaTamu
Tecta ARCHITECT CMV IgG n noka3anu 3kBUBANeHTHblE
pesynbTathl. Penpe3eHTaTUBHbIE flaHHble N0 1 nanenun
npeAcTaBieHbl B Tabaunle Huxe.

Mpn ocTpoit nHdekyun TecT Alinity i CMV IgG, kak npasuno,
nokasblBaeT 3HAYNTEeIbHOE NOBbIWEHWE KOHLEHTPaLUN aHTH-
CMV IgG B nocnegoBatenbHo cobpaHHbiX o6pasyax, Kak
NPOAEMOHCTPMPOBAHO HUXEe Mexay npobamn gHel 35 u 42 nocne
nepsoro cbopa Kposu.

Ko/l-80 Tect ARCHITECT CMV IgG
AHEIZ nocne A|In|ty ICMV 1gG (AU/mL) (AU/mL)
1ro coopa  [Moporosoe 3HaueHue; 6.0 lMoporosoe 3HaueHue: 6.0
NonmaHenm  Kposw AU/mL AU/mL

RP-019 0 .9 (HepeaKTVBHbI) 7 (HepeakTVBHbIiA)
4 .6 (HepeaKTVBHbI) 5 (HepeakT/BHbIN)

7 .6 (HepeaKTVBHBbI) 7 (HepeakT/BHbIA)

u .7 (HepeaKTVBHbI) 0.5 (HepeakTWBHbIif)

14 .7 (HepeaKTVBHbI) 3 (HepeakTVBHbIN)

20 .5 (HepeaTvBHbIN) 3 (HepeakTVBHbIN)

25 .7 (HepeakTVBHbIiA) 6 (HepeaKTVBHbIif)

28 3.7 (HepeakTVBHbIiA) 3.5 (HepeaKTWBHbIif)

2 10.2 (peakTuBHbIA) 10.8 (peakTuBHbIi)

35 20.2 (peaKTvBHbIA) 22.7 (peaKTuBHbIif)

42 107.1 (peaxTBHbIiA) 107.0 (peakTuBHbIi)

49 106,1 (peakTuBHbIi) 114,6 (peakTuBHbIif)

56 112.4 (peakTuBHbIN) 110,6 (peakTuBHbIiA)

67 117.7 (peakTuBHbIi) 124,4 (peakTvBHbIN)

74 119,4 (peakT1BHbIN) 122,5 (peakTuBHbIif)

8l 109.3 (peakTuBHbIi) 113.0 (peaxTuBHbIN)

85 117.5 (peakTBHbIN) 116.4 (peakTuBHbIi)

88 107.5 (peakTBHbIN) 106.8 (peakTuBHbIi)

95 106.6 (peakTuBHbIif) 112.0 (peakTviBHbIA)

103 104.6 (peakTuBHbIif) 105.4 (peakTviBHbIA)

108 99.2 (peaKTVBHbIiA) 100.1 (peakTvBHbIA)

112 104.0 (peakTuBHbIif) 106.5 (peakTVBHbIiA)

115 112.9 (peakTuBHbIif) 108.4 (peakTVBHbIiA)

120 99.3 (peaKTvBHbIiA) 101.9 (peakT1BHbIi)

123 104.7 (peakTvBHbIA) 102.4 (peaKTVBHbIN)

OpHako, Ans o6HapyXeHUs NepBUYHON WHMEKLUKN KpaiiHe
pekomeHAyeTcs TecTupoBaHue Ha CMV 1M n CMV IgG Avidity.

OTHOCUTENIbHAA COTNacoOBaHHOCTb

[laHHoe uccnegoBaHne npoBoannoch Ha cucteme ARCHITECT i

System.

Hanunune aHTtuten 1gG k untomeranosupycy B 1506 o6pasuyax
6b1710 onpefeneHo B 3 nabopatopuax ¢ UCNONb30BaHMEM TecTa

ARCHITECT CMV IgG (BHYTpeHHAS nabopaTtopus, gunarHoctuyeckas

nabopatopus, 6aHk KpoBW). Kpome Toro, Kaxpablii obpasey 6bin
NPOTECTUPOBAH C UCMNONb30BAHMEM CPABHUTENBHOrO TecTa
CMV IgG. [iBeHaguaTb 06pa3y0oB nokasaanm HecornacoBaHHblie
pe3ynbTaThl B CpaBHUTENbHOM TecTe u Tecte ARCHITECT.

OTHoCKTENbHAsA HukHWIA 95%-1
Tun o6pasua COracoBaHHoCTb [0BepUTENbHbIA Npesen
OoHOpb! KpOBY 99.33% (742/747) 98.44%
BepemeHHble XeHLMHbI 100,00% (259/259) 98.59%
[lnarHocTnpoBaHHble/ 99.00% (396/400) 97.46%
TOCMATArM3NpoBaHHLE
naLyieHTb!
PeuynneHTbl 97,00% (97/100) 91.48%
TPpaHCaHTaLM
Obiuee 99,20% (1494/1506) 98.61%
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OKOHYaTenbHaa OTHOCUTENIbHAA YYBCTBUTENILHOCTb U
cneynuUyYHOCTb C NONPaBKOW Ha Hecoraacywlwmnecs
obpasubl

[aHHOB nccnefosaHne nposognnoch Ha cucteme ARCHITECT i
System. [lanbHeliwas oyeHka 12 HecornacywWwnxcs pesynbTaTos
(10 peakTuBHbIX, 2 HepeakTuBHbIX Ha ARCHITECT CMV IgG) 6bina
npoBefeHa C UCNONb30BAHMEM 2 AONOMHUTENbHBIX KOMMEpPYECKMX
TectoB. M3 10 o6pa3yos, OnNpefeNeHHbIX kKak peakTUBHbIEe B
Tecte ARCHITECT CMV IgG, 8 oka3zanncb HepeakTUBHbIMU nocne
noATBepXAatLiero Tectuposanua. M3 2 o6pasLos, onpesfeneHHbiX
Kak HepeakTuBHble B TecTe ARCHITECT CMV IgG, o6a okasanucb
HepeakTUBHbIMW NOC/Ne NOATBEPXKAAOLWEro TeCTUPOBaHUA.

MoaTBepXaeHHas lMogTBepxaeHHas

OTHOCUTENbHAS OTHOCUTE/bHAs

CneLmnguIHoOCTL creLnduyHoCTb
HxHmiA 95%-1 HuxHmiA 95%-i

Habnio- [0BEpUTENbHLIA ~ Hab/to-  [LOBEPUTE bHbIi
Tun obpasua [flaemoe npegen [faemoe npegen
[loHopb! KpoBy 100.00% 97.82% 99.14% 98.00%
(167/167) (575/580)
BepemerHble 100,00% 97.66% 100.00% 96.48%
KEHLLAHBI (156/156) (103/103)
[narHocTpoBaHHble/  100,00% 98.11% 98.55% 95.82%
roCnMTa3MpOBaHHbIE  (193/193) (204/207)
naLyeHTbI
PeLynueHTbl 100.00% 91,96% 100,00% 93,62%
TpaHcnaHTauum (44/44) (56/56)
ObiLee 100,00% 99.34% 99.15% 98,34%
(560/560) (938/946)

O6wan NnpoLeHTHas cOrnacoBaHHOCTb

BbiN0 NpoBefeHO uccnefoBalne Ana onpefeneHns obuweil
NPOLEHTHOIA cornacoBaHHocTM TecToB Alinity i CMV 1gG u
ARCHITECT CMV IgG nytem TectupoBanus 490 o6pa3yos
nonynAaunmM, cocToawen n3 6EPEMEHHBIX XeHLWWH, NPOU3BONLHO
OMArHOCTUPOBAHHbIX NALWEHTOB, PELNNNEHTOB TpaHCNAAHTALUN ¢
[OHOPOB kpoBW. O6pasubl 6bI1M NpoTecTUpoBaHbl 6€3 NOBTOPOB Ha
ofHoM aHanusatope Alinity | ¢ ucnonb3oanuem 3 cepui

CMV aHTuTena IgG PearentoB (Alinity i CMV IgG Reagent Kit),

3 cepuit CMV aHTtutena IgG Kanuépatopos (Alinity ICMV

IgG Calibrators) u 3 cepuit CMV aHTutena IgG KoHTpONbHbIX
matepuanos (Alinity I CMV IgG Controls). O6pa3subl Takxe 6biiun
npoTecTupoBaHbl 6€3 NOBTOPOB Ha 04HOM aHanu3atope ARCHITECT
12000SR ¢ ucnonb3oBaHumem 1 cepuun peareHTos, KanmbpaTopos

1 koHTponeit ARCHITECT CMV IgG. Anda kaxAoi cepun peareHta
nofoXuTenbHas NpoueHTHas cornacoBaHHOCTbL cocTaBuna 100%
(240/240), oTpuuatenbHas NONOXMTENbHAR COrNacOBaHHOCTb
Haxofnnacb B AnanasoHe 99.20% (248/250) - 100% (250/250),
obuiasa nNpoueHTHaa CornacoBaHHOCTb Haxofunaco B fuanasoHe
99.59% (488/490) - 100.00% (490/490). HuxHuit 95%-i
[0BEpPUTENbHbIA MHTEpPBaN 06LW el NPOLEHTHO! COrnacoBaHHOCTH
(npn npefnonaraemMoil YyBCTBUTENbHOCTU/CNELMG MYHOCTN TecTa
conocTtaBneHuns 100%) coctasun 99,25%.

NHTepdepeHymns

[aHHOB uccnegosaHue nposoaunoch Ha cucteme ARCHITECT |
System.

MoTeHUNanbHO MHTepdepupylolWne IHAOTEHHbIE BellecTBa
Mexay akcnepuMeHTanbHbIMU KOHTPONAMU U HEPeaKTUBHbIMWU UK
peakTMBHbIMW 06pasyamu, NPOTECTUPOBAHHBIMU C MOBbILEHHLIMY
YPOBHAMU BELWECTB, NPUBEAEHHbIX B TabnuLe HuUxe, He Oblo
BbIAABNEHO MHTepdepeHymn.

MoTeHLManLHO MHTEpdEpUpYIoLLMe

BeLLecTsa KoHLeHTpawums uHTepdeperTa
Tpuravuepnap! <3000 mgfclL
6enok <12g/dL
6unmpy6uH < 20 mg/dL
emorno6uH < 500 mg/dL
3 Abbott



fNoteHymantio M #8 COCTOAHA

Nannos uccnegosalne NPoROAMNOSE Ha cueTeme ARCHITECT |
System. [ipyrve NOTEHLIMANLHO MHTOPHOPUPYIOIING COCTOAMNA
BNk OUSHAHBI NYTeM TeCTUpoaahiA 130 06pasLOs, NORCKHTENbHLIX
HA AHTU-ANBPHLIS AHTHTANA, CHETBMHYID KPACHYIO DOMAHKY,
POBMATONDHLIA GAKTOP, THIB 1 W 2 BUPYCA NPOCTOrO repneca,
BApyc SnwTenHa-Bapp, xope, napecenpyc B18, BupyC ReTPANOA
OCNbY, TMNBPIOAINKNOHANLHLE IgM, FUNEPTIOMMKAOHANLHLIS

19G, 4SNOBBYBCKNS BHTUTENA NPUTHA MLIWWHBIX SHFHTEN, &

TAKNS NPOTHROIPHNNOINYIO BAKUWHY. B xone cpaanuTenshoro
noCnagoesHa sansmx 0bpazyoe b recrax ARCHITECT CMV lgG »
maTona cpasHenus CMV IgG cornacosanHocTe COCTABMNA

£8.46% {128/130) (rxuwit 95%-3 nosaputansHLi npeaen: 94.55%).
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NPUNOXEHUE
K WHCTRYXLMN N0 NpuMeHeHne CMV avtutena lgG pearenTsl {Alfinity | CMV IgG Reagent Kit) ans Poccun

YCNOBUA TPAHCNOPTUPOBKN U XPAHEHUA
Usaenne PExOMEHAYSTCR TPAHCNOPTARORATE M XPBHNTE NPW TOMNEPATYDE 2-8°C. MaagULMHCKME WIRENNA AOMMHLI XPAHKTCH B
XONOAWNLHBIX KEMEPAX WA § XONOAMNLHAKAX, 0BecnauNBMOUMX PEFIBMOHTHPOSAHNHBIA TEMNBPATYPHLIA DENIM C EXBAHEBHOA
perucTpauuel TeMnNenaTypLl.
TPAHCNOPTUEKE AOMKHE OCYWECTRNATLCH B TEPMOKOHTEHHEDAX QZHOPAIOBOIO NONLINBAHNA, COABPKALLNX XNAACHOMBHTEI, HAK B
] TEPMOKOHTEANEPAX MHOCOKDATHORO NPWMEHBHNA C ABTOMATUMECKH NOAASPNMEIEMON TeMAEPATYPOR UNn B 8BTOPStPRXBPATOPAX C
WCNONbL3OBAHREM TEPMOKHAWKATOPOS.
Wanenne ocTaeTCA CTACKNLHLIM 10 OKCHUANWA COOKA FOAHOCTH, YKAZAHHOTO HE YNakoBKs.
MPY TPAHCROPTHPOBAHUM C HADYLUBHWEM TOMIEPATYPHOrO POXHMA HIAGNNE He MOANSNMT npUmMeHeHUQ.  TPaHCNOPTHROSKE
OCYWRCTRARSTCA BCONM BAABMM TPAHCNOPTA B KPLITHIX TDANCNOPTHLIX CPEAGTBAX B COOTBETCTRNM C npaBWNaMR NEPEACIKH rPYIoD,
AGACTRYIOLLMMU HA KBXKAOM BUAS TRAHCNOPTE.

TAPAHTUAHLIE OBA3ATENBLCTBA

TIpOUIBOANTEND FAPAHTUPYET, YTO NP NPABKAKHOM XPAHEHVN W ODPALIBHNM UIReNUe OCTAETCH CTabUNLHBIM 40 MCTOMEHWA CPOKE
TOAHOCTH, MakChmaneMwil CPOK FOAHOCTH:

CMV anTutena IgG Pearentul (Alinity | CMV IgG Reagent Kit) - e Gonee 12 mecaues ¢ AaTbl NpON3BOACTBA,

CpoK FOAHOCTA OCHORKHOA CBPWN KAKACTO MEAWLINHCKONC UIAGNUA CMV antuens IgG PearenTsl {Alinity i CMV IgG Reagent Kit), CMV
aHTwrena IgG KanwGpavopul (Alinity i CMV IgG Calibrators) u CMV antutens IgG KonTponuiuwie MaTepnams (Alinity | CMV IgG
Controls) OCHOBHORN COPUN CNPBABAANN NG KOMNOHEHTY HATOPS C MMHHMANLHLIM COOKOM FOAHOCTH.

M3Aenne, XpaHVBLEECA C HAPYIUSWIOM PECMEMEHTUPOBAWHOTD NPOWIBGAWTENIEM DENMMA, NDUMEHBHHIO HE TIORMEWUY (8
cooTercreun ¢ FOCT P 51088-2013).

TEXHWMECKOE OBCNYXWBAHUE
He Tpabyerca.

TEXYWUA PEMOHT
He TpebysTch.

NEPEMEHb CTAHAAPTOB, KOTOPbBIM COOTBETCTBYET MEQAUUWHCKOE WIAENHE
EN IS0 9001
ISO 13485

EN ISO 14571
EN 136841

EN 13612

EN 1S0 15223-1
EN 860

ENISO 181131
ENISO 18113-2
ENISO 18113-3
EN ISO 23640"
EN ISC 207761
EN 13976
ENISO 17511

NOTEHUMANBHEIA NONB3VBATENL

Tecr CMV astutena K9G (Alinity | CMV IgG) npeaHasHaven AN #CNOMLICBAHWA B PAAMUHBIX KNWHUXO-NBBOPITOPHEIX YCHOBRAX,
aknicuan, 503 orpaHwueHnn, GONbHALL W KoMMepuecxue NabopaTopiy, NEPCONAN KOTOPbIX NPpoLIan ofyustive N0 HCTIOMICBAKNIO
ananwaatopa Alinity |.

UHOOPMALIMA O HANUMKY B MEANLMHCKOM U3MENNN NEKAPCTBEHHOIO CPEACTBA
He coaspxuT.

CTEPHUNBHOCTL
MOCTaBRASTCA B HECTBPUNLHOM BiAS. CTEPUNNIAUMA NEPBA NDUMEHBHIEM HE Tpebyerca.

WHOOPMALIWA O BO3MOXHOCTU NOBTOPHOTO NPUMEHEHWA
He nognexnT NOBTOPHOMY NPUMEHEHNIO.

TEXHUMECKWE XAPAKTEPUCTUKA
MNaothocTe NpK 20 *C;
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«  Muxpovactwubi: 1,047 r/fem3
- Konwiorar: 1,031 r/em3
- PaaGaautenn Tecra: 1,021 r/em3

3navenve pH npn 20 °C:
«  Marpovactuus; 8.4
- Koumwrar: 6,6

- Paytasutens Tecta: §

CBEEHWA OB W3BECTHBIX OFPAHWYEHUAX MO COBMECTHOMY RNPWUMEHEHWIO MEAWLMHCKUX W3AENWA NO
HASHAYEHWIO

OTeyreraywoT.

MATEPHAND| XUBOTHOO/MENQOBEYECKOIO MPOUCXOXOEHUR

Matepnansl MMBOTHONO NPOUCKMKASHUA MPOBSPEHDI W PUCKW NpuMensHWA MU yxasanu 8 Tlacnopre GesonacHocTd. Macnopra
G23ONACHOCTA MOHO HRWTY HE CailTe www, abbottdiagnostics.com unm oSpatwrecs K MECTHOMY NPEACTABKTENIO,

NMOKAIAHNA K NPUMEHNIO
He NpUMOHIMO.

NPOTUBONOKAZAHWUA K NPUMEHEHUIO
He npumenvmo.

AHANUTUMECKUE XAPAKTEPUCTHKN
TECT | KAT. Ne

TPEBOBAHMA
‘{Bocnpieoanmocts |5 10% KB ann G6pasuob €O 3HAUEHMAMN KOHUEHTDANA &
sHyTpY AaGopaTopim n;ieaena.x uenesoro gnanazona 6 AU/mL - 60 AU/mL n 200 AU/mL -

250 Al/mL
TIOS marbwe nan paseH 6.0 AU/mL npw 20% KB
N3IMEPEHHA "
HyBCTeuTenhHOCTh CepoKOHREPNEMOHHAA YYBCTAUTEABHOCTL: O6uiee koAMuECTBO

o6pasiion KPOBK, anpeaeNeHHbIX NPH nomous Tecta Alinity | CMV
1gG Ha 80EXOAALUL M HACTH CRPOROHBRPEMOHNBIX MBHENeH, AOAMHO
GoiTh IHBMBANEHTHBIM MAK BONbILE KONUYELCTBA, NOAYYRHHOTO NPK
NOMOLUM KOMME pYecKoro TecTa IVD CMV 1gG
|OtHOCHTE ABHAA |oTHocuTenbHaR cornacoBanHOCTL TecTa AOAMMHA BbiTb Hinwe 95%-
COrNAcOBaHHOCTL ro {11, KoTopbiit cocTasanet 98%, wan Bonvwe, Yem nokasarenu,
NONYYEHHBIE NPH NOMOWW KOMMEpPYETKOTo TecTa IVD CMV 1gG
ANA NONYARLIAM, COCTORUEN M3 GepeMeHHBIX MEHIUWN, noaed

uufnuT:na |nocne TpancnAaHTILMM ¥ OTARABHBIX AKL, {05PasLM OT gDHOPOS
I8G 082 HPOBH W ANITHOCTHHECKME 06|

(Alinity | WuTepdepeHumn TeCT He A0AMEH MMETL PAINUNIUHA HIMRCTBEMHLIX paBaunx

CMV 1g6) XBpaNTEPHCTHK ANA MCCAEAYEMbIX NOTEHUAANBHO

WHTE PG PHPYIOUMX BELLECTD ANA OTPULIATEABHLIX

06paos.

Tecr AONKEH NMETL CPEAHINIO PIZHULY HIMEPREMOK
KOHUGHTPAUWH ANA MCCASAYEMBIX NOTEHUWANLHO
WHTEphEPUPYIOWMX BRWECTD

* MeHbWe HAN PaBHyIo 25.6% ana oBPasuos Co IHaNEHNAMK
HOHUEHTPAUMH B

Auanasode 6AU/mL - 60 AU/mL K 200 AU/mL - 250 AU/mL {ecan
UCLNCAYISTCH

s Gonee uem oaHON cepun)

* mensle Wi Moﬁd.m Ans oBpasuob co IHAUEHMAMMK
HOHUGHTPAUMH B

. |ananasore AU/ mL - 60 AU/mL w 200 AU/mL - 250 AU/mL {ecru
WCCARAYIOTCA 8 OAHON Cepum)

s i3
;:jv" - A

o

MEAMUMHCKOE U3ENUE ~ KOMNAPATOP
Tecr ARCHITEST, g6 arinreda x uutomeranasnpycy pearest {ARCHITECT CMV (9B Reagent), PerueTpaunonHoe yaocToBepenne
Ne ©C3 2008/02931 ot 30.06.2017
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3660TT Vipnanaus [JuarHocTtnyeckoe T: +353 719156200
noapasaenexHune
®uHNCKNNH busHec lMapk,
Cnaiiro, VpnaHgms

lMognucaHo: /nognucaxo/ Jata: 29 mas 2019 1.

CenuH KroppaH (Celine Curran),

CneupnanncT no HOPMaTVBHO-NPaBOBOMY PEry/IMPOBaHNIO
3660TT VpnaHaus,

[wnarHoctmnyeckoe nogpasaeneHume

PUHNCKNMH BusHec lMapk,

®urHucKknnH, Cnaitro, MpnaHaus

/MevyaTb: 2660TT NpnaHaua,
[varHocTuyeckoe nogpasfeneHue
P uHncknmH busnec Mapk,

Cnaiiro

WpnaHgual

/MeyaTb: TOPFOBAA MANATA CNANTO (MHK)
3ABEPEHHbBIN CEPTU®VKAT O MPOVUCXOXAEHUNW/

/MeyaTb: TOPTOBAA MANATA CNANTO (MHK)
NnOoOANMNHHOCTbL BACBNWAETENLCTBOBAHA JOBPOCOBECTHO
YnonHomoueHHoe nuuo /nognucaHo/ 29.05.2019 r./

/MopanucaHo/ 29 maa 2019 .

CrpaHnua 2

PykosoguTenu: Bpaitar b. Mop (Brian B. Yoor), Mon I". XenHecy (Paul G. Hennessy), [leknaH .
Bync (Declan J. Woods)
KomnaHus 3660TT AilpnaHg IHKopnopeliTed Ha Bepmyackux ocTpoBax

MepeBof C @aHIMMICKOTO A3blKa HAPYCCKMNIA A3bIK BbIMONHEH MEPEBOAUYNKOM
Ll aTHeBbIM Nnbeil Anekceesnyem
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Poccuitckaa depgepauns. Nlopog MockBa.

MATOro NIOHA ABe ThiCAYN AeBATHALLATOrNO roja.

A, baxTapgse 3nbmupa tOpbeBHa, HoTapuyc r. MockBbl, CBUAETENbCTBYI MOANUHHOCTb
nognucu nepesogyuka lWatHesa Wnbu AnexkceeBuua.

Moanucb caenaHa B MOEM NPUCYTCTBUMN.

NlnyHocTb NoAgnucaBLWero JOKYMEHT yCTaHOBJ/IEHA.

3apernctpupoBaHo B peectpe: Ne 77/52-H/77-2019- ~
BsbickaHo no Tapudy 100 py6.

YnnayeHo 3a oka3aHue ycnyr npaBoBOro U TEXHWYECKOTo xapakrepa: --

3.10. baxTagse

Bcero npowHypoBaHo, np*ymepoBaHo
M CKPEMNJIeHO neyaTblo.
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