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

A. Jlnza Mepdu, CneuymanncT perynstopHoro otgena, 3660TT [AunarHocTuyeckoe
MogpasaeneHne WpnaHansa, PuHucknMH BusHec [Mapk, Cnaviro, WpnaHgms (Lisa
Murphy, Regulatory Affairs Specialist, Abbott Ireland Diagnostics Division, Finiskiin
Business Park, Sligo, Ireland), HacToAWwMM YyAOCTOBEPSAO, UTO MpwUiaraemble
[OKYMEHTbl B HWKENPUBELEHHOM 00beMe CTpaHWuL, SBASKOTCA WHCTPYKUMAMWU 1O
NPUMEHEHNIO.  OTWU  AOKYMEHTbl  MOMHOCTbKO ~ COOTBETCTBYHOT  (haKTMYECKON
[AOKYMeHTaLuM Npou3BOAnUTENS.

MHCTpYKUMS MO NpuMMeHeHUIO Ha meanuuHcekoe magenue (Instruction for Use for
medical devise)

Habop peareHTOB /191 KO/IMYECTBEHHOIO OMNPeAe/IeHNs PAKOBOro 3M6pPUOHasIbHOTO
aHTUreHa UMMYHOXeMWUTIOMUHECLICHTHBIM METOAOM B CbIBOPOTKE U Mna3mMe KpPoBu
yesioBeKa Ha MMMYHOXUMUYeCKMX aHanmzatopax Alinity i «POA  PeareHTbl
(Alinity i CEA Reagent Kit)»

Mo TeKCTy WHCTPYKUMM BCTPEYaloTCAd BapuaHTbl HAMMEHOBAHWUI  MeAMLMHCKMX
U30eNniA, NpuBefeHHble B Tabnvue HWKe, KOTOpble SBASKOTCA CrpaBefMBbIMK U
paBHO3Ha4HbIMKU (Instruction for Use includes the followings true and equivalent short
names of medical devices listed in table):

HaumeHoBaHM HanmeHoBaHVe MeAULMHCKOTO N3Lennsa Ha CokpalleHHoe

e Ha PYCCKOM $i3bIKe HaMMeHOBaHue
aHrIMMCKOM (no Tekcty
A3blKe [NOKYMEHTA)

Alinity i CEA Habop  peareHToB A1  KO/MMYeCTBEHHOro P3A

Reagent Kit) onpegeneHns pakoBoro 3aM6pMOHanbHOro  PeareHThbl
aHTUreHa NMMYHOXeMUIOMUHeCLCHTHbIM  (Alinity i CEA
METOJOM B CbIBOPOTKe W niasMe Kpoeu Yenoseka Reagent Kit)
Ha MMMYHOXMMUYeCKuX aHanmsatopax Alinity i
«P3A PeareHTbl (Alinity i CEA Reagent Kit)»

Alinity i CEA KOHTpO/bHble Matepuasibl 415 MOATBepXKAeHUs P3A

Controls BOCMPON3BOANMOCTM n npasubHOCT  KOHTPO/bHbIE
KO/IMYECTBEHHOrO  OMpefeneHns pakoBoro marepuaibl
3M6PMOHaNbHOIO aHTureHa (Alinity i CEA

MMMYHOXEMU/TIOMUHECLICHTHBIM ~ MeTogoM B Controls)
CbIBOPOTKE W MnasMe KPoBM 4esioBeKa Ha
NMMYHOXMMUYECKMX  aHanm3aTopax Alinity i
«POA KoHTponbHble Matepuansl (Alinity i CEA

SLIGO CHAMBEFt OF COM M ERdgj«™M
CERTIFIED CORRECT INALL GOOD FAITH

AEKTPOHHAS KOMUA OOOPMIEHA LUEHTPOM HCTIBITAHMI 1 PETUCTPALWM MESHLMHCKWX H3BEMA .
JAuthorised Official
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Alinity i CEA Kanunbpatopbl ans obecreyeHnss NpaBUIbHOCTM

CocrTas:
#

1

KONMYECTBEHHOIO onpeneneHus PaKoBoro
3MBPUOHA/ILHOTO aHTUreHa
VIMMYHOXEMWTIOMUHECLIEHTHBIM ~ METOIOM B
CbIBOPOTKE W  MNa3Me

KpOBM YesioBeKa Ha
NMMYHOXMMUYECKUX aHanm3atopax Alinity i

«POA Kanunbpatopsl (Alinity i CEA Calibrators)»

Title

Instruction for Use for the Alinity i CEA Reagent Kit with
ADDENDUM for Russia.

WHCTpyKums no npumeHeHnto «POA PeareHTbl (Alinity i CEA

Reagent Kit)» ¢ NMPUOXXEHVEM gns Poccun.

Signed

Lisa Murphy,

Date:

Regulatory Affairs Specialist
Abbott Ireland Diagnostics Division
Finiskiin Business Park, Sligo, Ireland
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Alinity i
CEA Reagent Kit

Read Highlighted Changes: Revised September 2018.

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

WARNING: The concentration of CEA in a given specimen,
determined with assays from different manufacturers, can vary
due to differences in assay methods and reagent specificity. The
results reported by the laboratory to the physician must include
the identity of the CEA assay used. Values obtained with different
assay methods cannot be used interchangeably. It, in the course of
monitoring a patient, the assay method used for determining CEA
levels serially is changed, additional sequential testing should be
carried out. Before changing assays, the laboratory MUST confirm
baseline values for patients being serially monitored.

I NAME
Alinity i CEA Reagent Kit

U ntended use

The Alinity i CEA assay is a chemiluminescent microparticle
immunoassay (CMIA) used for the quantitative determination of
Carcinoembryonic Antigen (CEA) in human serum and plasma on the
Alinity i analyzer.

The Alinity i CEA assay is to be used as an aid in the prognosis and
management of cancer patients in whom changing concentrations of
CEA are observed.

| SUMMARY AND EXPLANATION OF THE TEST

Carcinoembryonic antigen (CEA), first described in 1965 by Gold and
Freedman," is a tumor associated antigen. CEA was characterized
as a glycoprotein of approximately 200 000 molecular weight with

a [3-electrophoretic mobility."' ®Subsequent development of a
radioimmunoassay (RIA) by Thomson, er al* made it possible to
detect the very low concentrations of CEA in blood, other body fluids,
and also in normal and diseased tissues.®” Two years later, Hansen,
efa/® developed a modified RIA for CEA.

The result of clinical studies to date indicate that CEA, although
originally thought to be specific for digestive tract cancers, may

also be elevated in other malignancies and in some nonmalignant
disorders,®’'®

CEA testing can have significant value in the monitoring of patients
with diagnosed malignancies in whom changing concentrations of
CEA are observed. A persistent elevation in circulating CEA following
treatment is strongly indicative of occult metastatic and/or residual
disease.

A persistently rising CEA value may be associated with progressive
malignant disease and a poor therapeutic response.®"®® A declining
CEA value is generally indicative of a favorable prognosis and a good
response to treatment.®” ®®®& Patients who have low pretherapy CEA
levels may later show elevations in the CEA level as an indication of
progressive disease.®@®

Clinical relevance of the CEA assay has been shown in the

folfow-up management of patients with colorectal, gastric, breast,
lung, prostatic, pancreatic, and ovarian carcinoma.'®’ ® GR®
Follow-up studies of patients with colorectal, breast, and lung
carcinoma suggest that the preoperative CEA level has prognostic
significance. RR®®
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CEA testing is not recommended as a screening procedure to detect
cancer in the general population; however, use of the CEA test

as an adjunctive test in predicting prognosis and as an aid in the
management of cancer patients has been widely accepted.

IBIOLOGICAL PRINCIPLES OF THE PROCEDURE
This assay is a two-step immunoassay for the quantitative
determination of CEA in human serum and plasma using
chemiluminescent microparticle immunoassay (CMIA) technology.
Sample and anti-CEA coated paramagnetic microparticles are
combined and incubated. The CEA present in the sample binds to
the anti-CEA coated microparticles. The mixture is washed. Anti-CEA
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
CEA in the sample and the RLUs detected by the system optics.

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

IREAGENTS

Kit Contents

Alinity i CEA Reagent Kit 07P62

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.

07P6220 07P6230
Tests per cartridge too 600
Number of cartridges

. 2 2

per kit
Tests per kit 200 1200
iMICROPARTICLES 6.6 mL 321 mL
{conjuoatel 6,1 mL 316 mL

MICROPARTICLES  Antj-CEA (mouse, monoclonal) coated
microparticles in TRIS buffer with protein (bovine) stabilizer.
Minimum concentration: 0.1% solids. Preservative: antimicrobial
agents.

QONJUGATE! Anti-CEA (mouse, monoclonal) acridinium-labeled
conjugate in phosphate buffer with protein (bovine) stabilizer.
Minimum concentration: 0,8 pg/mL. Preservative: antimicrobial
agents.

Warnings and Precautions

« For In Vitro Diagnostic Use

Safety Precautions

CAUTION: This product requires the handling of human specimens.
It is recommended that all human-sourced materials be considered
potentially infectious and handled in accordance with the OSHA
Standard on Bloodborne Pathogens, Biosafety Level 2 or other
appropriate biosafety practices should be used for materials that
contain or are suspected of containing infectious agents ®R®®



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

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

Reagent Handling

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

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

e 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  |f cartridge does not
date remain upright, gently
invert the cartridge 10
times and place in an
upright position for 1 hour
before use.
Onboard System 30 days
. Temperature
Opened 2t0 8C Until Store in upright position,
expiration It cartridge does not
date remain upright during
storage, discard the
cartridge.

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

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

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

Indications of Reagent Deterioration

Deterioration of the reagents may be indicated when a 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,
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BINSTRUMENT PROCEDURE

Transfe
The Alinity | CEA assay file must be installed on the Alinity i analyze -j-*ansfi
rior to performing the assay.
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For detailed information on assay file installation and viewing and only th
editing assay parameters, refer to the Alinity ci-series Operations .

Manual, Section 2. Specime
For information on printing assay parameters, refer to the Alinity ci- )

. . : Specimer

series Operations Manual, Section 5. T N
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For a detailed description of system procedures, refer to the Alinity ép |

ci-series Operations Manual, erum

Plasma

ISPECIMEN COLLECTION AND PREPARATION
FOR ANALYSIS

Specimen Types

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

Other specimen types and collection tube types have not been
verified with this assay.

specimen Types Collection Tubes

Serum Serum
Serum separator
Plasma Sodium heparin

Lithium heparin
Potassium EDTA

¢ Plasma specimens collected in lithium or sodium heparin have
been shown to exhibit an average of 7% to 8% higher results
compared to corresponding serum results.

* When serial specimens are being evaluated, the same type of
specimen should be used throughout the study,

* 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:
- 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

« they oontain fibrin, red blood cells, or other particulate matter or
which are hazy or cloudy in appearance.

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:

e Frozen specimens must be completely thawed before mixing.

e Mix thawed specimens thoroughly by low speed vortex.

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

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

* Recentrifuge specimens.
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lecentritugation of Specimens

Transfer specjtmens to a centrifuge lube and centrifuge.
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

Maximum
specimen Storage
Type Temperature  Time Special Instructions
Serum/ 210 8C 7 days If testing will be
Plasma delayed more than

24 hours, serum or
plasma should be
removed from the clot,
serum separator, or
red blood cells.

If testing will be delayed more than 7 days, specimens should be
stored frozen at - 20°C or colder.
Avoid multiple freeze/thaw cycles.

Specimen Shipping

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

Hprocedure

Materials Provided
07P62 Alinity j CEA Reagent Kit

Materials Required but not Provided

« Alinity i CEA assay file

* 07P6201 Alinity i CEA Calibrators

« 07P6210 Alinity i CEA Controls or other commercially available
controls

¢ 09P1540 Alinity i Multi-Assay Manual Diluent

« Alinity Trigger Solution

« Alinity Pre-Trigger Solution

« Alinity i-series Concentrated Wash Buffer

For information on materials required for operation of the instrument,

refer to the Alinity ci-series Operations Manual, Section 1

For information on materials required for maintenance procedures,

refer to the Alinity ci-series Operations Manual. Section 9.

Assay Procedure

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

ci-series Operations Manual, Section 5.

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

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

* Maximum number of repiicates sampled from the same sample
cup: 10
- Priority:

Sample volume for first test: 60 pL

“  Sample volume for each additional test from same sample

cup: 10 pL

- s 3 hours on the reagent and sample manager:
' Sample volume for first test: 150 pL
Sample volume for each additional test from same sample
cup: 10 pL

>3 hours on the reagent and sample manager:

“  Replace with a fresh aliquot of sample.

« Refer to the Alinity i CEA calibrator package insert and/or Alinity
i CEA control package insert lor preparation and usage,

« For general operating procedures, refer to the Alinity ci-series
Operations Manual, Section 5,
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* For optimal performance, it is important to perform routine
maintenance as described in the Alinity ci-series Operations
Manual, Section 9. Perform maintenance more frequently when
required by laboratory procedures.

Sample Dilution Procedures

Samples with a CEA value exceeding 1500.00 ng/mL are flagged
with the code ("> 1500.00 ng/mL") and may be diluted with either the
Automated Dilution Protocol or the Manual Dilution Procedure.
Automated Dilution Protocol

The system performs a 1:10 dilution of the sample and automatically
calculates the concentration by multiplying the result by the dilution
factor.

Manual Dilution Procedure

Suggested dilution: 1:100.

An additional 1:10 dilution may be made if needed. It is
recommended that dilutions not exceed 1:1000.

Add 20 pL of the sample to 1980 pL of Alinity i Mufti-Assay Manual
Diluent.

The operator must enter the dilution factor in the Specimen or
Control tab of the Create Order screen. The system will use this
dilution factor to automatically calculate the concentration of the
sample and report the result. The result should be > 4.00 ng/mL
before the dilution factor is applied.

If the operator does not enter the dilution factor, the result must be
manually multiplied by the appropriate dilution factor before reporting
the result. If a diluted sample result is less than 4.00 ng/mL, do not
report the result. Rerun using an appropriate dilution.

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

Calibration

For instructions on performing a calibration, refer to the Alinity ci-

series Operations Manual, Section 5.

Each assay control must be tested to evaluate the assay calibration.

Once a calibration is accepted and stored, all subsequent samples

may be tested without further calibration unless:

* A reagent kit with a new lot number is used.

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

If statistically-based quality control limits are not available,
then the calibration should not exceed a 30-day limit for
recalibration frequency.

This assay may require recalibration after maintenance to critical

parts or subsystems or after service procedures have been

performed.

Quality Control Procedures

The recommended control requirement (or the Alinity i CEA assay is
that a single sample of each control level be tested once every 24
hours each day of use.

Additional controls may be tested in accordance with local, state,
and/or federal regulations or accreditation requirements and your
laboratory’s quality control policy.

To establish statistically-based control limits, each laboratory should
establish its own concentration target and ranges for new control lots
at each clinically relevant control level. This can be accomplished
by assaying a minimum of 20 replicates over several (3-5) days and
using the reported results to establish 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

* Multiple calibrator lots

* Multiple processing modules (if applicable)

f*1 Abbott



« Data points collected at different times of the day

Refer to published guidelines for information or general control

recommendation, for example Clinical and Laboratory Standards

Institute (CLSI) Document C24-A3 or other published guidelines, for

general quality control recommendations.””

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

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

* Review quality control results and acceptance criteria following a
change of reagent or calibrator lot.

Commercial controls should be used according to the guidelines

and recommendations of the control manufacturer. Concentration

ranges provided in the control package insert should be used only for
guidance.

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

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

assay package insert.

Quality Control Guidance

Refer to "Basic QC Practices" by James 0 Westgard, Ph.D, for

guidance on laboratory quality control practices.’

Verification of Assay Claims

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

Assay Claims in the Alinity ci-series Operations Manual.

IRESULTS

Calculation

The Alinity i CEA assay utilizes a 4 Parameter Logistic Curve fit data
reduction method {4PLC, Y-weighted) to generate a calibration and
results.

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.

Measuring Interval

Measuring interval is defined as the range of values in ng/mL which
meets the limits of acceptable performance for linearity, imprecision,
and bias.

The measuring interval of the Alinity i CEA assay is 1,73 to

1500.00 ng/mL.

I LIMITATIONS OF THE PROCEDURE

* Specimens from patients who have received preparations of
mouse monoclonal antibodies for diagnosis or therapy may
contain human anti-mouse antibodies (HAMA), Such specimens
may show either falsely elevated or depressed values when
tested with assay kits which employ mouse monoclonal
antibodies.”~  Alinity i CEA reagents contain a component
that reduces the effect of HAMA reactive specimens. Additional
clinical or diagnostic information may be required to determine
patient status.

« 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.

e The Alinity i CEA assay should not be used as a cancer
screening test.
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« Patients with confirmed carcinoma frequently have a

pretreatment CEA level in the same range as healthy individuals,
Elevations in circulating CEA levels may be observed in smokers™"— p
as well as patients with nonmalignant disease. For these *

reasons, a serum or plasma CEA level, regardless of value, ediumConw
should not be interpreted as absolute evidence for the presence” *“'ATm
or absence of malignant disease. The CEA level should be usech»'®"

in conjunction with information available from clinical evaluation

and other diagnostic procedures. Includes

I EXPECTED VALUES ovier W

This study was performed on the ARCHITECT i System. b study w
Representative performance data are provided in this section. Testing w
Results obtained in individual laboratories may vary, on 8ach

It is recommended that each laboratory determine its own reference observe
range based upon its particular locale and population characteristics. Quantit
The distribution of ARCHITECT CEA values determined in 1141
specimens is shown in the following table.

Distribution of ARCHITECT CEA Values

A Percent (%)
Number of 0-3 >3-5 >5-10 >10
Subjects (ng/mL)  (ng/ml)  (ng/imL) (ngimi) =~ 2 °
Hesithy SUjects zero-3
Srokers 150 742 182 69 06 ©>The
NnsToers 140 82 114 54 00 can't
Tad I8 786 149 62 03 tows
Norrrlianeni Diseese cTh
, leve

&ﬁ?’e 50 720 200 40 40 tota
Redtl Polyps B K33 103 51 13 Lin
Punonary 60 617 200 133 50 A
Qirhosis 110 473 00 155 73 Th
Hepetitis 60 700 167 117 17 15
Rerel 20 600 150 150 100
Melignant Disease
Colorectal 150 240 107 107 547 !
Gastric 3 a2 54 108 216 1
Pumonary iio 473 191 a1 245
Mammery 17 624 11 103 162
Ovarian 4 780 73 24 22

In this study, 93.5% of healthy subjects (n=308) had CEA values of
5.00 ng/mL or less.

The distribution table above for malignant disease is derived
primarily from patients representing both active (clinical evidence of
disease progression) and inactive (no clinical evidence of disease
progression) disease states. When changing CEA assay methods

in the course of monitoring a patient, additional sequential testing
should be carried out to confirm baseline values.

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

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

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

Precision

Within-Laboratory Precision

A study was performed based on guidance from CLSI EP05-A2,
Testing was conducted using 1 lot of the Alinity i CEA Reagent Kit, 1
lot of the Alinity i CEA Calibrators, 1 lot of the Alinity i CEA Controls
and 1 instrument. Three buffer-based controls and 2 human serum
panels were assayed in a minimum of 2 replicates at 2 separate
times per day on 20 different days.®



V ndviduals (Repeatabilty) (Tota)

A smokers "PE (ng/mL) 0 oV D sV
hese 120 475 0121 25 0.140 29
Avalue. BlumGontrd 120 1899 0414 22 0503 26

® presence l@hQﬂrd 120 9r.64 21 22 2748 28

be Used ‘adl 120 46262 11379 25 12.937 28

pNaluation ‘ad?2 120 126638 31595 25 37.701 30

91

‘Terence

eristics.
i}

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

Lower Limits of Measurement

Astudy was performed based on guidance from CLSI EP17-A2.
Testing was conducted using 3 lots of the Alinity i CEA Reagent Kit
on each of 2 instruments over a minimum of 3 days. The maximum
observed Limit of Blank (LoB), Limit of Detection (LoD), and Limit of
Quantitation (LoQ) values are summarized below,

ng/mL
LB 030
LoD 042
LoQ 173

®The LoB represents the 95th percentile from n a 60 replicates of
zero-analyte samples.

The LoD represents the lowest concentration at which the analyte
can be detected with 95% probability based on n a 60 replicates of
low-analyte level samples.

The LoQ was determined from n > 60 replicates of low-analyte
level samples and is defined as the lowest concentration at which a
total allowable error of 25% was met.

Linearity

A study was performed based on guidance from CLSI EP06-A.M
This assay is linear across the measuring interval of 1.73 to
1500.00 ng/mL.

Interference

This study was performed on the ARCHITECT i System.

The specificity of the ARCHITECT CEA assay was determined
bytesting sera containing the compounds listed below. These
compounds showed less than 10% interference in the CEA assay at
the levels Indicated.

Patentially Interfering Substance Interferent Level
Blinkin <20 ng/d.
Hemogidain <500 ng/dL
Tad Raen <l2g/dL
Trigyoerides <3000 ny/dL

Method Comparison

A study was performed based on guidance from CLSI EP09-A3 using

the Passing-Bablok regression method."®

Correlation Concentration
Wits n  Coefficent Intercept Siope  Rage
Alinityi C(FAvs  Seum nghl 187 100 014 097 1,87-
ARCHTECT CEA 137222
Carryover

No detectable carryover (-0.02 ng/mL) was observed when a sample

containing 42 372 ng/mL of CEA was assayed.

High Dose Hook
This study was performed on the ARCHITECT i System.

High dose hook is a phenomenon whereby very high level specimens

may read within the dynamic range of the assay. For the CEA assay,

no high dose hook effect was observed when samples containing up

to approximately 60 000 ng/mL of CEA were assayed.
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SHIPPING

Recommended shipping conditions for deviceis 2-8*C Device is stable
until the expiration date indicated on the package. Device is no longer suitable for use
if shipping temperature limits have been violated. Ship in an enclosed carrier vehicle
of any kind in accordance with shipping rules, applicable to the respective carrier.
WARRANTY

Manufacturer guarantees that device remains stable until the expiration date when
stored and handled as directed. The maximum shelf life of the medical device is 18
months from date of manufacturing. Device must be discarded if stored with deviations
in manufacturer's requirements

MAINTENANCE

Not required

REPAIRS

Not required

DESTRUCTION AND DISPOSAL OF A MEDICAL DEVICE
Destruct and dispose of a medical device in accordance with the requirements of
SanPin 2 17.2790-10 dated December 12. 2010 ‘Sanitary-epidemiological
Requirements for the Management of Medical Waste"

Transmit and dispose of a product and its components and packaging in accordance
with local regulations

LIST OF APPLICABLE STANDARDS

98/79/EC, EN ISO 9001, ISO 13485. EN ISO 18113-1. EN ISO 18113-2
POTENTIAL USER

Professional user

INFORMATION ABOUT PRESENCE OF DRUGS IN
COMPOSITION OF MEDICAL DEVICE

Does not contain any drugs

STERILIZATION

Medical device is not required to be sterile.

INFORMATION ABOUT POSSIBILITY OF MULTIPLE
APPLICATION

Medical device cannot be re-appiied

MATERIALS OF ANIMAL ORIGIN

Materials of animal origin are tested and risks of using MD are indicated in SDS Safety

Data Sheets are available at wwwabbottdiagnostics.com or contact your local

representative.
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Alinity i

P3A PeareHTbl (Alinity i CEA Reagent Kit)

CM. BblgeneHHble n3aMeHeHuna. Pegakuna: mapT 2018 r.

HeobXoaMMo TOYHO CriefoBaTh UHCTPYKUMAM. Mpy OTKNOHEHUM OT
VHCTPYKUMIA HAAEXHOCTb pe3y/ibTaToB TecTa He rapaHTvpyeTcs.
MPEAYMNPEXAEHWE; KoHueHTpauus P3A B TOM WX UHOM
obpasLe, ycTaHOBNEHHAA C UCMO/b30BaHNEM TECTOB Pas/IMuHbIX
N3roTOBUTENEN, MOXET BapbMpoBaTh BCNEACTBUE pas3nnuunii
NpYMeHAeMbIX METOAUK M CNeuudNYHOCTM peareHToBs. Mpu
COO6LLEHNN pe3y/bTaToB Bpady Slaboparopust Ao/HKHa yKasbiBaTb
cneuncmKy NpUMeEHsSIEMOl MeToauKN onpegenenns POA, 3HayeHus,
NoJly4eHHble MPU NPUMEHEHWUN Pa3/INYHbIX METOAVK, HE MOTyT
1cnonb30BaTbCs B3aMmosameHsiemo, B cnyvae ecnu B xofe
MOHUTOPWHIra COCTOAHNA MaumveHTa Obiv UCMOosb30BaHbl pas/inyHble
MeTOANKN M3MepeHUs YpoBHS P3A, Heo6xoAymo NpoBecTyn
[ononHuTenbHoe nocnepoBartenibHoe TecTuposaHue. Mepeg
3aMeHoi MeToaukn na6opatopusi OBA3AHA ycTaHOBUTL 6a3oBble
3HayeHns pesynbTaToB B 06pasuax nauveHTOB Npu AVHAMUYECKOM
MOHUTOPUHTE.

| HAMMEHOBAHME (CokpalyeHHoe)
P3OA Pearentbl (Alinity i CEA Reagent Kit)

I HasHa4eHue
TecT ¢ ucnons3oBaHnem P3A PeareHtsl (Alinity i CEA Reagent

Kit) sBNseTcs XeMUIFOMUHECLLEHTHBIM UMMYHOaHa/IM30M Ha
MukpoyacTuuax (CMIA) g1 KOsIMYecTBEHHOro onpeaeneHus
pakoBOro aM6p1oHanNbHOrO aHTureHa (PSA) B CbIBOPOTKe U nniasve
KpOBM yenoBeka Ha aHanmsatope Alinity i

TecT ¢ ucnosb3osaHneM POA PeareHnTbl (Alinity i CEA Reagent

Kit) npumeHsieTca B KauecTBe BCMOMOraTesibHOro Tecta npu
NPOrHO3UPOBaHUN W NNeYEHNN OHKONTOTUYECKUX 3aboneBaHuii, npu
KOTOPbIX Y NaLMEeHTOB Hab/MOAAeTCss U3MEHEHNE KOHLEHTpaLmm

| KPATKOE OMUCAHWE TECTA

PakoBblii 3SMO6pUOHasbHLIN aHTUreH (P3A), Bnepsble
onucaHHbln Fongom n ®puameHom B 1965 r.," aBnseTcs
onyxonecneundmnyeckum aHTureHom, P3A 3TO rNKONPOTEUH C
MosekynsipHoli maccoii okosio 200 000 1 3-3nekTpodhopeTUyecKoii
noABMXHOCTBI0.2' 3 Mocneaytowas paspabotka Thomson ngp**
pagvonmmyHoaHanmsa (PVIA) no3sonunia onpefensitb O4YeHb HU3Kne
KOHUEeHTpauun POA B KpOBW, ApYrnX GUONOrMYECKNX XULKOCTAX
opraHu3Ma, a Takke B HOPMasibHOW M NOpaxeHHoN TkaHn,®-? [ga
roga crycts rpynna yyeHblX nof pykoBoactsoMm Hansen v ap.3
paspaboTana MoanuLMpoBaHHbIi PUA anst onpegenenns PIA,
Pe3ynbTaTbl COBPEMEHHbIX KTMHUYECKUX nccnefoBaHuni
yKasblBaloT Ha TO, YTO YpoBHU P3A, nepsoHavasibHO
cuMTasLLerocs cneumguryeckum A1 3/10kauecTBEHHbIX onyxonel
XeNyA0YHO-KULLEYHOro TpakTa, MOryT TakXe NOBbIWAaTbCA npu
[Apyrux 3710Kka4ecTBEHHbIX HOBOOOPA30BAHNAX U HEKOTOPbIX
HEe3/10Ka4eCTBEHHbIX 3a00/1eBaHMsAX,®-'®

OnpegeneHne ypoBHs POA MoOxeT umeTb 60/1bLIOe 3HaYeHve
NPy MOHWUTOPUHIE MaUWEeHTOB C AMarHOCTUPOBaHHbIMU
3/10Ka4eCTBEHHbIMY HOBOOOPA30BaHUAMU, Y KOTOPbIX OTMeYaeTcs
n3MeHeHve KoHueHTpauun POA, CoxpaHeHne MNoBbILEHHbIX
ypoBHeii POA B KPOBOTOKE MOC/IE MPOBEAEHHOIO SIEUYEHNS YETKO
yKasblBaeT Ha HaJinyme CKpbITbIX MeTacTa3oB W/MAN OCTaTOYHOro
3abonesaHus.'®-20

Henpekpaliaowmiicss pocT KOHLeHTpauum POA MoxeT
yKasblBaTb Ha NMPOrpeccmpoBaHue Onyxonn U HU3KUIA OTBET Ha
TepaneBTUyeckoe fieveHne.3'-33 CHKeHe KoHueHTpauum POA
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N PEArEHTL
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07P6; o7ps2 paa pei

@ 07P6220
S07P6230

06bI4HO SIBNSETCA 6/1aronpuUsATHLIM NPOTHOCTUYECKUM MPU3HAKOM U
nokasatesieM XOpoLIero oTBeTa HafevyeHne.YBenmyeHume
YpoBHA P3A y nauneHToB C HU3KMM ypoBHEM POA [0 neyeHuns
SABNSETCA MapKepoM MporpeccrpoBaHns 3ab0/1eBaHus. \®
KnuHnyeckas 3HaummocTb TecTa Ha POA 6buia nokasaHa npu
OUHAMUYECKOM SleYeHUN GOMbHbIX PakoM TOMCTOW M MPAMON KULLKHN,
Xenypaka, MOIOYHON enesbl, Nerkoro, nNpeacTaTesibHoN Xenesbl,
nopykenyao4vHol xenesbl N snyHuKa, ®2% 263 HabnaeHun
60/1bHbIX PAKOM TOJICTON M MPAMOA KMLLKK, MOJIOYHON xenesbl

1 Nerkoro nokasaHo, 4To ypoBeHb POA o onepauun nmeet
NPOrHocTMyeckoe 3HaveHve.®2-35

TecT Ha POA He pekomeHAyeTCs NPUMEHATb /19 CKPUHUHTa
paka cpeau obuieii nonmynaumn. OfHaKo NpUMEHeHne TecTa Ha
P3A Kak [0N0NHWUTENIbHOro NPOrHOCTUYECKOro TeCTa, a Takxe
Kak BCromoraTesibHOro CpefcTsa npu neYeHnn nalueHTos co

3/10Ka4eCTBEHHLIMIN HOBOOOPAa30BaHNSIMM CTaU10 OOLLENPUHATO
NPaKTVKON.

I BUWONOTNYECKWE NPUHLMMBI MPOLUEAYPHI

[aHHbI TecT SBNSETCA ABYXCTYNEHYaTbIM UMMYHOAHa/IM30M A1
KONMYeCTBEHHOro onpegenexdns POA B CbIBOPOTKE W niasme
KPOBW YenoBeka Ha OCHOBE TEXHOMOTUW XeMUIIOMUHECLLEHTHOTO
UMMyHOaHann3a Ha mukpoyacTtuuax (CM1A).

CMeLmBatoTCs M MHKYOUpYHOTCS 06pasel, 1 napaMarHUTHble
MMKpPOYaCTULIbl, CEHCUOUNN3MPOBaHHbIE aHTUTEeNnamn K P3A, POA
npucyTCTBYIOLMI B 0BpasLie, CBA3bIBAETCA C MUKpoYacTmLamu,
CeHCUBUIN3NPOBaHHBLIMU aHTUTeNnaMn K POA. Tocne npoMbIBKM
[06aBNAETCA aKpUAMH-MeYeHbIli KOHbloraT aHTuTen kK POA ana
06pa3oBaHNA peakLMOHHON cMecK, cMecb MHKy6upyeTcs. MNocne
LMKna NpoMbIBKM K peakLMOHHON cmecn pobasnstorcs PactBopbl
npe-tpurrepa v Tpurrepa.

Monyyaemasi B pesynbrare XeMUIIOMUHECLEHTHaA peakums
n3MepsieTcs B OTHOCUTESbHbIX CBETOBbIX eauHuuax (ML), Mexay
KonmyectBoM POA B 06pasue u PLU, feTeKTMpoBaHHbIMU ONTUKONA
CUCTeMbI, CyLLEeCTBYeT npsiMas 3aBUCUMOCTb.

Moapo6Hy0 MHGOPMaLMI0 O cUCTEME Y TEXHOMOMMM aHannsa cM. B
PykoBoacTBe no akcnnyaTtauuu AUy ci-series, Pasgen 3.
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HekoTopble (hacoBKM AOCTYMHbI HE BO BCEX CTpaHax,

®"MP6paTNTECh K BallemMy MECTHOMY ANCTPUOLIOTOPY.

07P6220
07P6230
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N

)6bem (ML), ykasaHHbIii B Tabimue Hmke, 0603HaYaeT 06beM Ha
CapTPULRK.

kp] 07P6220 07P6230
| Konmuectso TecToB B
| KapTPUIKE 100 600
| Konmuecteo
KapTpumkeli B Habope 2
KonmyecTBo TECTOB B
HaBope 200 1200
MICROPARTICLES 6.6 mL 32,1 mL
CONJUGATE | 6.1 mL 31.6 mL

microparticles!

MwuKpoyacTuLpbl, CEHCUBUIN3NPOBaHHbIE
aHTUTenamm K PSA (MbILUMHBIMKW, MOHOKNOHA/bHbIMK) B TP18-
Gychepe ¢ NpoTenHoBbIM (6blYbKM) cTabumzaTopoM. MuHUMasIbHas
KOHUeHTpauya: 0.1% Teepporo sewectsa. KoHcepBaHT:
NPOTUBOMUKPOGHbIE npenaparbl.

|COM3VOATO|  AKPUAMH-MEYEHBIN KOHbtoraT aHTuTen K POA
(MbILLMHBIX, MOHOKMOHa/TbHLIX) B chocchaTHOM Gydhepe ¢
NpOTEMHOBLIM (BblYbMM) CTabunmMsaTopom. MuHUManbHas
KoHueHTpauvs: 0.8 pg/mL. KoHcepBaHT: NpOTMBOMMWKPOGHbIE
npenaparbl.

Mpeaynpe>KAeHWs 1 Mepbl NPefoCTOPO>KHOCTH

»

e [ina guarHoctuku In Vitro

Mepbl npesocTopO)KHOCTH

BH/MAHWVE: [aHHbIi npoAykT npefnonaraet paboTy ¢
obpasLamu, Nofy4YeHHbLIMU OT YenoBeka. PekomeHayeTcs cuntatb
BCE MaTtepuasibl, NOJIyYEHHbIE OT YesloBeKa, NOTEHLUWAsIbHO
VHAPEKLIMOHHBIMI 1 06palLaTbCs C HUMU B COOTBETCTBUM

co CtaHAapToM Mo 06palleHnio ¢ reMOKOHTaKTHbIMU

naroreHamu, paspaboTaHHbiM YnpasneHnem CLUA no oxpaHe
Tpy£a 1 npombiwieHHol rurneHe (OSHA), Mpu pabote ¢
maTtepuasami, CoAepXallumm Uan npeanonoXxmTesnibHo
cofiepawymMm HDEKLMOHHbIE areHTsbl, cnegyet cobnoparb
npasuna 6uonornyeckoli 6e30nacHoCTN, YpoBeEHb 2, UN apyrue
COOTBETCTBYIOLLME NpaBuna 6uonornyeckoit 6e3o0nacHoCTy.
Macnopra 6e30nacHOCTV AOCTYNHbI Ha caiTe
www-abbottdiagnostics.com namM y MecTHOro npeacrasutens.
Moapo6Hyto MHopMaLmo 0 HEOBXOAUMBIX Mepax
NpeaoCcTOPOXHOCTM Npy paboTe ¢ aHa/IM3aTopoM cM. a PykoBoacTee
no akcnnyatauuu Alinity ci-series. Pasgen 8.

O6palleHne ¢ peareHTamm

* [locne nonyyeHns Habopa pacnonoXxuTe HEBCKPLITYIO KOPOOKY
3e/1eHOI NO/0CoN CBEPXY M akKypaTHO nepeBepHUTe K cebe
n ot cebs (Ha 180 rpagycoB) 5 pas, 3aTeM pacrnosioxuTe
KOpPOOKy 3en1eHoli MosIoCo CHU3Y U CHOBa MepeBepHuUTe
K cebe n ot cebsa (Ha 180 rpagycos) 5 pas, B pesynbTtarte
XUOKOCTb ByfeT paBHOMEPHO pacnpeeneHa no BHYTPEHHel
NOBEPXHOCTU (h1aKOHOB, HAaXOAALMXCA BHYTPU KapTpumka. Mpu
TPaHCMOPTMPOBKE peareHToB MUKPOYACTULbI MOFYT OCecTb Ha
MeMOGpaHy KpbILKW peareHTa.
MocTaBbTe OTMETKY Ha yNakoBKe peareHTa, O3HayatoLLyto,
4TO OHa Gbl1a NepeBepHyTa B COOTBETCTBUU C
MHCTPYKLMSMU.
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* Tocne nepemelumBaHus ¥ nepej 1cnosib3oBaHNEM OCTaBbTe
KapTpuaX peareHTa Ha 1 yac B BepTUKa/IbHOM MOMIOXEHUN [0
MNCYE3HOBEHUS Ny3bIPbKOB, KOTOPbIE MOI/IM 06pa3oBaTbCsA Mpu
nepemeLuMBaHmu,

e Ecnu kapTpuax peareHTa ONpOKWHY/CH, NpuBeaute ero
B BEPTMKaNbHOE NOMOXEHUE U OcTaBbTe Ha 1 yac Ao
MCYE3HOBEHNSA Ny3bIPbKOB, KOTOPbIE MO 06pa3oBaTbCs.

e PeareHTbl noasepxeHbl (hOpMMPOBAHMIO MEHbI 1 NYy3blPbKOB.
My3bIpbkn B peareHTe MOryT nomellaTtb onpeaesneHmno
YPOBHS peareHTa B KapTpuaxe n nNpuBecTu K HefoCTaTOuHON
acnupauuy peareHta, KoTopas MOXeT 3HauuMTesNlbHO BMATL Ha
npaBWIbHOCTb Pe3y/nbTaTos.

YTunusumpyite cogepxumoe/koHTeliHep B COOTBETCTBUMN C

caHuTapHbiMn Hopmammn P (CaHlMuH 2.1.7.2790-10 ot 09,12.2010),

Moapo6Hyto MHdopMauuio 06 obpalleHnn ¢ peareHTammn npu

paboTe ¢ aHa/IM3aTopoM CM. B PyKOBOACTBE MO 3Kcnayartaunm

Alinity ci*seriss, Pa3gen 7.

XpaHeHue peareHToB

JlononHntenbHble
WHCTPYKL MK NO
XpaHeHuo
XpaHute a
BEpPTUKa/IbHOM
NONOXEHNUN.
Ecnun kapTpuax
XpaHuncs He
BEPTUKaUTLHO,
akKypatHo
nepesepHuTe
KapTpugx 10

pas n nepeg
1CNonb30BaHem
ocTaBbTe Ha 1 vac
B BEPTUKa/IbHOM
NONOXEHNN.

Temnepatypa Makc, Bpems
XpaHeHus XpaHeHus

HeBckpbiThIli 2 - 8'C
KapTpuaA<

[0 oKoHYaHuA
cpoka rofHocTu

Temnepatypa 30 pgHeit
B cUCTeME
2-8C

Ha 6o0pT1y

XpaHuTte B
BEePTVKa/IbHOM
NONOXEHNUN.

Ecnu kaptpnox
XpaHunca He
BEPTUKaUTbHO,
yTunusnpyire
KapTpUaxX.

He vcnonbayiite
NOBTOPHO
KPbILLKW peareHTa
N3roToBuUTENS

WM 3aMeHsieMble
KPbILLIKN

BBUAY pucka
KOHTamuHaumu

1N BO3MOXHOCTU
HapyLleHns paboumnx
XapakTepucTyrk
peareHTa.

BCKpbITbIA
KapTpuax

[lo okoHYaHus
cpoka rogHocTu

PeareHTbl MOXHO XpaHWUTb Kak Ha GOpTy CUCTEMbI, TaKk U BHE

ee. Mocne “3BNeYEeHUs peareHToB U3 CUCTEMbI XpPaHWUTe WX B
BEPTVKaNIbHOM MOSIOKEHUN C HAAETbIMA HOBbIMU 3aMEHSEMbIMU
KpblWKamn npy temnepartype 2 - 8'C. PeareHTbl, XxpaHswmecs

BHE CMUCTeMbI, PeKOMeHAYeTCs XpaHuTb B rabpuyHbIX N10TKax 1
ynakoBKax A/l obecneyeHnss BepTUKaIbHOrO MOJSIOXEHWS.
Moapo6Hy MHopMaLMIo O BbIrpy3ke peareHToB U3 CUCTEMbI CM. B
PykoBogacTBe no akcnnyatauun Alinity ci-series, Pasgen 5.



MokasaTenun Nopyn peareHToB

OwnbKa KasIMBPOBKN UMM BbIXOA 3HAYEHUS KOHTPONA 3a Npefesib
[AnanasoHa AOoMnyCTUMbIX 3HAYeHWn MOXeT CBUAEeTeNbCTBOBAaTb O
nopye peareHToB. Pe3ynbTarbl COOTBETCTBYIOLLMX TECTOB CriedyeT
cynTaTb HEBEPHbIMK, 06pasLbl A0/KHbI ObITb NPOTECTUPOBAHbI
MOBTOPHO. MOXeT noTpeboBaTLCA NOBTOPHAsA Ka/JMbpoBKa TecTa.
MHchopmaumio 06 ycTpaHeHW HencnpasHoCTel cM. B PykoBoacTse
no akcnnyatauyuu Alinity ci-series. Pasgen 10.

I MPOUEAYPA PABOTbI HA AHATN3ATOPE
HeobxoaumMo yctaHoBuTb cpaiin TecTta Alinity i CEA nepep,
nposefeHnem Tecta Ha aHanusatope Alinity i.

Moppo6Hyo nHhopmauuio 06 ycTaHOBKe dhaiina Tecta, NpocMoTpe
1 pefakTpoBaHWM NapameTpoB aHa/m3a cM. B PyKkoBOACTBe MO
akcnnyatauun Alinity ci-series, Pasgen 2.

MHchopmauyio 0 BblIBOAE Ha NevyaTb napaMeTpoB aHanv3a CM. B
PykoBoactee no akcnayataumm Alinity ci-series. Pasgen 5.
Moppo6Hoe onucaHve npoueayp paboTbl C CUCTEMON CM. B
PykosogcTtse no akcnnyatauuu Alinity ci-series.

| CBOP OBPA3LA N NOATOTOBKA K AHANN3Y

Tunbl 06pa3uoB
MepeuncneHHble HMKe TUNbl 06pasLLoB ObUIM BEPUNLIMPOBAHBLI Ha
NPUro4HOCTb K UCMONb30BaHUIO B fJaHHOM TecTe.

[Apyrve Tunbl 06pa3uoB 1 Npobupok ans c6opa ob6pasyos He Bbin
BepUMLMPOBaHbl HA NPUrOAHOCTb K UCMO/b30BaHUIO B JAHHOM®
TecTe.

Tunbl 06pasLos
CbIBOpPOTKa KPOBU

Moobuokn ans cbéopa 06pasLoB

CblBOpOTKa KpoBW

CbIBOOOTKM KPOBU C pasfesimMTesibHbIM resieM
lMnasma Kposm Hartpuii renaput
JinTtnii renapuH

Kanunesas conb EDTA

Kak nokasanu uccnenoBaHus, pesynbTarbl 418 06pasLoB
nnasmMbl KPOBU, COBPaHHbIX B MPOBUPKN C NUTUEBOIR MM
HaTpPMEBOI CO/bIO renapuHa, B cpefHem npesbiwatoT
COOTBETCTBYHOLME pe3ynbTaTbl 41 06pasL0B CbIBOPOTKMA KPOBU
Ha 7 - 8%.

Mpn uccnepoBaHnn cepuiiHbix 06pasLLOB MCNOMb3YINTe OAWH U
TOT e Tvn o6pasla Ha NPOTSAXEHUN BCEro MCCNefoBaHus,
[na aHanusaTopa He npefycMoTpeHa onuus Bepudmnkaumm
TUNOB MCNOMb3yeMbIX 06pa3LoB. B 0683aHHOCTM onepaTtopa
CUCTEMbI BXOAWT MPOBEepKa MpaBUIbHOCTY yKasaHus TUMOB
06pasuoB, MCNOMb3yeMbIX B TecTe.

CocTofiHNMe ob6pa3yos

¢ He ncnonbayiite:

- CWIbHO reMOosIM31pOBaHHble 06pasLibl

- 06pa3subl C ABHOI MUKPOGHOI KOHTaMuUHauuei

YT0o6bl MONYYMTL NpaBW/bHbIE pe3y/bTathl, 06pasLbl
CbIBOPOTKV ¥ N/1a3Mbl KPOBW CnedyeT OTAeUTb OT chnbpuHa,
3PUTPOLMTOB 1 APYrUX TBEPAbIX YacTul,. O6pasLibl CbIBOPOTKM
KPOBW NaLMEHTOB, NOYYAIOLMX aHTUKOATY/TSLVOHHYIO N
TPOMOGO/IMTUYECKYIO Tepanuio, MOryT cofepxaTtb MopuH B
pesynbTare He3akoHYeHHOro 06pa3oBaHNsA CryCTKOB.
PekomeHfyeTCsi UCNONb30BaHWe OAHOPAa30BbIX MUMNETOK

1 HaKOHEYHWKOB [/19 NUNETOK /19 NpeAoTBpaLleHns
NnepekpecTHOW KOHTaMMHaLuu.

MoproTtoBKa K aHanusy

CnepyiTe UHCTPYKLMSIM U3roTOBUTENSI NPOGUPOK Ans c6opa
o6pasuos. Mpu noarotoBke 06pasLoB K TECTUPOBAHUIO
rpPaBUTALMOHHOTO Pa3feNeHns HeJOCTaTO4HO.

B o6pasuax He JO/MKHO ObITb My3bIPbKOB. YAasmTe ny3blpbku
annnMkaTopoM 0 Havana TecTupoBaHusi. Vicnonbayiite
HOBbIi annnMkaTop 418 kaxkaoro obpasua, YTobbl n3bexarb
NepeKpecTHol KOHTaMMUHaLMN.
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[na nonyyeHns corniacoBaHHbIX pesysibTaroB pekoMeHayeTcs

NpPoOBOAWTL MOBTOPHOE LEHTpUdyrMpoBaHne obpasLos nepes

TecTupoBaHvuem,ecnu

e OHKM cogepxaT MOpUH, IPUTPOLUTLI UK Apyrne TBepaple
4acTuLbl WIN KaXKYTCA MYTHbIMU UM HENPO3PaYHbLIMU.

MPUMEYAHWVE; Ecnn o6pasupbl cogepxaT ombpuH, spuTpoLmThbl

W Apyrue TBepAble YacTuLbl, Nepemeluaiite nx Ha BopTekce

Ha HU3KOI cKkopocTu unu nepesepHyB 10 pa3 nepef NOBTOPHbLIM

LeHTpudbyrmposaHmem.

MoaroToBbTE 3aMOPOXEHHblE 06pasLbl CreayroLwmm 06pasom:

* lNepes nepemelunBaHneM 3aMOPOXeHHble 06pasLbl HE06X0ANMO

MOJSIHOCTLIO Pa3MOpPO3NTb.

Mocne pa3Mopo3ku 06pasLibl HEO6XOAMMO TLLATE/IbHO

nepemellaTb Ha BOpTEKCE.

Bu3yanbHo nposepbTe o6pasupl. Ecnn Habnopaetcs

paccrnoeHve unn ctpatvidmkauus, noBTopsiiTe nepemeluBaHne

[10 Tex nop, noka o6pasLpbl He CTaHyT BU3yaslbHO O4HOPOAHBLIMY,

HepocTtaTouHoe nepemeluvBaHne obpasLoB MOXET NPUBECTU K

NOyYEHNI0 HETOUHbIX Pe3y/bTaToB,

PekomeHayeTcs NpoBOAWTL NMOBTOPHOE LEHTpUAyrMpoBaHue

06pasLoB.

MoBTOpHOE LEeHTpUdyrMpoBaHe o6pasLos

¢ TlomecTuTe obpasLbl B LLEeHTpUdYXHble Npobupkn 1

LeHTpudyrmpyiite.

[ins TecTMpoBaHMsA NOMECTUTE OYMLLEHHbI obpasel, B

yaleuky A1 o6pasLoB Wan BTOPUYHYO Npobupky. Ecnn nocne

LeHTpucpyrmpoBaHus B o6pasLe NpucyTCTBYET AIMMUAHbIA CIOW,

nepeHecuTe TOMbKO OYMLLEHHbIN 0bpa3el, 6e3 nMnemMmnyeckoro

matepuana.

Makc, Bpemsi  CneunanbHble HCTPYK-
Tvn o6pasua Temnepartypa XpaHeHus umn

CbiBopoTka/ 2 - 8'C 7 oHeit Ecnn TectupoBaHue
nnasma oTKnafbiBaeTca 6onee
KpoBY yem Ha 24 vaca,

OTAENUTE ChbiBOPOTKY
WM nnasmy Kposw
OT CryCTKOB,
pasfenmTensHoro
rens uam
3PUTPOLIUTOB.

Ecnmn TecTupoBaHue oTknaplBaeTcs 6onee yem Ha 7 AHeld, obpasLibl
cnefyeT 3aMOpPO3nUTb 1 XpaHuTb npu Temnepatype - 20'C nnm Huxe.
M3beraiiTe MHOrOKpaTHbIX LIVK/I0B 3aMOPO3KM/Pa3sMOpPO3KU.

TpaHcnopTupoBka 06pasLoB

YnakoBbIBaiiTe 1 Mapkupyiite obpasLibl B COOTBETCTBUM C
rocy,apCTBEHHbIMMY, (defepaslbHbIMU U MEXAYHAPOAHbLIMM
Tpe6oBaHMSAMK MO TPAHCMOPTUPOBKE KIMHUYECKMX 06pasLoB 1
MNHMEKLMOHHBIX BELLECTB.

I nPOLUEAYPA

MpepoctaBnsaemble matepuasnbl
07P62 P3A PearenTbl {Alinity i CEA Reagent Kit)

Heo6xoaumble, HO He NpeaocTaBasieMble MaTepuansl

* Alinity i CEA daiin Tecta

¢« 07P6201 P3A Kanubpatopsbl (Alinity i CEA Calibrators)
07P6210 P3A KoHTponbHble maTepuansbl {Alinity i CEA Controls)
Wnn gpyrme KOMMepyeckue KOHTPOn

09P1540 YHuBepcasbHbIii pasbasuTenb /19 PyYHOTO pasBeaeHyst
(Alinity i Multi-Assay Manual Diluent)

* PactBop Tpurrepa (Alinity Trigger Solution)

« PactBop npe-Tpurrepa (Alinity Pre-Trigger Solution)
KoHLeHTprpoBaHHbI npoMbiBatowumii 6ydep (Alinity i-series
Concentrated Wash Buffer)
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«thopmaumio 0 MaTtepuaniax, HeobXoAMMbIX 4515 paboTbl
nanmsartopa, cM. B PykoBoacTBe no akcnayatauun Alinity ci-series,
b3gen 1

HchopMaumio 0 Matepuanax, HeobxoAnMbIX AN npoueayp
exHMyeckoro obcnyxmBaHus, cMm. B PykoBoAcTBe Mo akcnnyatauum
Jinity ci*sefies, Pasgen 9.

lpouefypa aHanunsa

tOppobHoe onucaHne npoleaypbl NPpoBeAeHUs TecTa CM. B
pykoBoacTBe no akcnnyatauum Alinity ci-series. Pasgen 5,
MHcbopmauuto 06 obecneveHnn foctatouHoro obbema obpasua
nayueHTa npy UCMNosb30BaHUN NEPBUYHBLIX U a/IMKBOTHbIX
npo6upok cm. B PykoBoacTBe no akcnayaTtauuu Alinity ci-series.
Pasgen 4.

YT06bl MUHUMU3NPOBATL 3OPEKTLI NCNapeHns, nepes,
npoBeAeHveM TecTa ybeautechb, YTO B yalleyke A1a o6pasLoB
NpUCYTCTBYET AOCTATOYHbIA 06bem obpasua.

MakcrmanbHoe YMCcao NOBTOPOB M3 OAHOW Yalleyku As
obpasua: 10

- [lpvopuTeTHble 06pasLibl:

" O6bem o6pasua A/1a npoBeaeHns nepsoro Tecta: 60 pL

0 O6Gbem obpasua  Ans nposegeHns KaXgoro
[IOMOSHUTE/NBHOTO TeCTa M3 OAHON Yalleukn ans obpasua:
10 pL

- & 3u4acos Ha 6opry:
¢ O6bem ob6pasua ana nposefeHns nepsoro Tecta: 150 pL
Ob6bem obpasya  gs nposefeHns KaoKaoro
[ONOJSTHUTE/NBHOTO TeCTa U3 OAHON Yalleukn s obpasya,
10 pL
- >3 yacoB Ha 60opTy:
' TpebyeTca cBexas anvksoTa obpasua,
WHdpopmaumio 0 noArotoBke ¥ UCMOJIb30BaHUN KanbpaTopos
N KOHTPO/E CM. B MHCTPYKUUN NO NpUMeHeHuto K POA
Kanuépatopam (Alinity i CEA Calibrators) u/wnun B MHCTpyKL UK
no npuMeHeHunto kK P3A KoHTponbHbIM MaTtepuanam (Alinity i
CEA Contrals).
VHchopmaLmio 06 06LLmMX onepaumoHHbIX npoueasypax cM, B
PykoBoacTBe no akcnayartaumm Alinity ci-series, Pasgen 5.
[N [OCTUXEHUS ONTUMasbHbLIX Pabounx XxapaKkTepucTmk
BaXHO CnefoBaTb CTaHAAPTHbIM NpoledypaM TeXHUYECKOro
06CcnyXunBaHna B COOTBETCTBMM C PyKOoBOACTBOM NO
akcnnyatauumm Alinity ci-series. Pasgen 9. Ecnv npasunia pabotbl
B Balleli nabopartopum TpebyoT 6osiee 4acToro TEXHUYECKOro
06CNYyXNBaHWSA, cneayiite NPUHATOW NpakTyKe.

Mpouepypbl pa3BegeHns ob6pasyos

O6pasubl co 3HaveHusiMm PIA, npesbiwatowmmmn 1500,00 ng/mL,
nomevarorca kogom "> 1500.00 ng/mL" n moryT 6biTb pa3sefeHbl
C 1CMosIb30BaHMEM MPOTOKO/IA aBTOMaTUYECKOro pasBefeHns wim
npoueaypbl py4HOro passefeHus.

[MpoToKoN aBTOMAaTUYECKOro passefeHus

Cuctema pasBogut obpasel, B nponopummn 1:10 n aBToMaTUyecku
paccunTbIBaeT 3HaYeHNe KOHLeHTpaLuuu, yMHOXas pesynbTar Ha
COOTBETCTBYHOLLMIA thakTop passefeHus.

Mpoueaypa py4yHoro passefeHuns

PekomeHgyemoe passegerue: 1:100,

MoxeT notpe6osaTbCs NOBTOPHOE pa3sefeHune B nponopuum 1:10.
He pexomeHayeTcs npesbilWats nponopumnio passegexus 1:1000.
pob6asbTe 20 pL obpasua Kk 1980 pL YHuBepcasibHOro pasbasutens
4ra pyyHoro passegenus (Alinity i Multi-Assay Manual Diluent).
Onepatop JO/MKEH BBECTU (hakTop pa3BefeHus B 3KkpaHbl 3akasa
nauveHTa unn KoHTpons. Cuctema 6yaeT Ucnosb30oBaTb AaHHbIM
chakTop passBefeHVs A1 aBTOMaTUYeCKOro pacyeTa KoHLeHTpaumm
obpasua v coobLleHns pesynbtata. KoHueHTpauus obpasua
[o/MkHa cocTaBnatb > 4,00 ng/mL oo npvMeHeHust chaktopa
pasBefeHus.
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Ecnu onepatop He BBen (haktop pasBeAeHns, Heo6Xoanmo
YMHOXMWTb pe3ynibTaT Ha COOTBETCTBYHLLMIA (hakTop pasBeeHus

[lo coobLleHns pesynbTata. ECiv KoHUeHTpauus pasBefeHHoro
o6pasua MeHblue 4.00 ng/mL, He coobLialiTe 3TOT pesynbTar.
MoBTOpUTE TECT, NCMOMb3YA NpaBWU/IbHOE pa3BefeHNe.

Moppo6Hyto nHhopMauyio o 3akase passBefeHuii cM. B PykoBogcTee
no akcnnayarauumn Alinity ci-series, Pasgen 5.

KannbpoBka

VIHCTpyKUMN 0 nNpoBefeHun Kanmbposku cM. B PykoBoacTBe Mo
akcnnyatauum Alinity ci-series, Pasgen 5.

[inA oueHkn KanMbpoBKu TecTa Heo6XxoAMMO MPOTECTMPOBaTbL BCE
KOHTpONW.

nocne NPUHATUS U COXPaHEHWS pes3y/bTaToB KanMBpOBKKN TecTa Bce
nocnegyrowme obpasibl MOXHO TeCcTupoBaTb 6e3 npeasapuTenbHoN
KannubpoBKKM, KpOMe Tex Cnyyaes, Korga:

* WcnonbsyeTcs Habop peareHTOB C HOBbIM HOMEPOM Cepuu,
PesynbTathl exefHEBHON NpoLeaypbl KOHTPONA KayecTsa
HaxofATCA BHe CTaTUCTUYeCKn 060CHOBAHHOroO AnanasoHa
KOHTPONS KayecTsa, UCMOo/b3yeMOro A/ MOHUTOPUHIa U
KOHTPONA pabounx xapakTepucTuk CUCTEMbI, KaK yKasaHo B
pasgene "lMpoueaypbl KOHTPOAA KayecTBa" AaHHOW UHCTPYKUUK
Nno NPYMEHEHUI0 K peareHTy.

Ecnu ctatuctnyeckn 060CHOBaHHbLIN AnanasoH 3HayveHwui
KOHTPONA HEeJOCTYNeH, TO Nepuog Mexay KannbpoBkamu He
[O/MKeH npesbiwatb 30 gHel.

MoxeT noTpeboBaTbCca MOBTOPHAasA kKannbposka TecTa nocne
npoueaypbl TEXHNYECKOro 06CNYXMBaHUS OCHOBHbIX YacTeil
CUCTEMbI UM €e KOMMNOHEHTOB MW NOC/e NPOBEAEHNS CEPBUCHBIX
npoueayp.

Mpoueaypbl KOHTPO/IA KayecTBa

PekomeHpayemble TpeboBaHUA MO KOHTPOMO kavecTBa TecTa Alinity

i CEA 3aknio4aloTca B TECTUPOBAHUM NO OAHOMY KOHTPO/IO BCEX
YPOBHEN Kaxable 24 yaca, TO eCTb Kakable CyTKu 3Kcniyatauuu.
JlononHuTeNbHbIE KOHTPON CriedyeT TeCTUPOBaTh B COOTBETCTBUM
C MECTHbIMUW, rOCYapCTBEHHbIMU U/MNn egepasibHbIMM 3aKOHaMK
WK akKkpeanUTaLMOHHbIMY TPeboBaHUAMU U NOMNTUKON KOHTPONSA
KavecTBa Balleii nabopatopum.

[ns nonyyeHus ctaTUCTUHECKN 0O6OCHOBAHHOTO AuanasoHa
KOHTPONA Kaxaas naboparopus Ao/MKHa yCcTaHaBNvBaTb
COOCTBEHHbIE LiefieBble 3HaMEHWSI KOHLEHTpauuin 1 gnanasoH
KOHLeHTpaLuuii AN HOBbIX CEPUIA KOHTPOMEN Ha KabKAOM KAVHUYECKU
3HaYMMOM YPOBHE KOHLeHTpauuun. B xoge nccnegosaHns
npoBoauTCcs He MeHee 20 NOBTOPOB Ha MPOTSHKEHUN HECKOSbKUX

(3 - 5) gHelt ¢ gasibHENWNM onpeaesieHNeM 0XUAAaeMoro cpegHero
(ueneBoro) 3HamMeHVs 1 BapnabenbHOCTU CpefHUX 3HaYeHUn
(avanasoHa) B nabopatopun Ha OCHOBE MOJyYeHHbIX pe3y/bTaTos,
YTobbl NOMly4nNTb penpe3eHTaTBHbIE JaHHble /18 AasibHeliluel
paboTbl CUCTEMbI, B JaHHOE MCCefoBaHne Heo6X0AMMO BK/TIOUUTL
BO3MOXHbIE MPUYUHbI BaprabesbHOCTU.

e Heckonbko coXpaHeHHbIX KaIMbpoBOK

¢ PasHble cepun peareHTos

* Pa3sHble cepun kanmbépaTopos

PasHble aHanMTuyeckne mogynm (ecnu npyMeHUMOo)
Pe3ynbTaTbl, nonyyaemble B pasHoe Bpemsi CyTOK
VHcopmauuio nnm obLimne pekoMeHgaumy no KoHTposto »'a\iCrea
CM, B ONy6/IMKOBaHHbIX PyKOBOACTBaXx, Hanp., B okyMeHTe C24-Al|,
WNHCTUTyTa KAvHUYecknx n nabopartopHbix ctaHaapTos (CLSI) um B
ApYyrx ony6/nKoBaHHbIX PyKOBOACTBAX.

Ecnn npoueaypbl Balwel nabopatopun TpebytoT 6onee
4acToro MOHUTOPUHIa KOHTPONS KayecTsa, Crnefyite NpuHATON
npakTuke.



e Ecnu pesynbTarbl KOHTPONSA KayecTBa He COOTBETCTBYIOT
NPUHATLIM KPUTEPUSIM, YCTaHOB/IEHHbIM Balleli naGopartopueil,
3HaYeHWs1 pe3ynbTaToB TECTNPOBaHWSA 06pa3L0B OT NaLVEHTOB
MOryT 6bITb COMHUTENIbHLIMU. CneayiitTe NPUHATLIM Ballel
na6opatopueil npoueaypaM KOHTPoONA kavectsa. MoxeT
noTpe6oBaTbCs NOBTOPHas Kannbposka. VHdopmaumio
06 ycTpaHeHun HewcrnpaBHOCTel cM. B PykoBoacTse no
akcnnyatauun Alinity ci-series, Paszgen 10.

« Tlocne 3arpy3ky B CUCTEMY HOBOI Cepun peareHta um
kanmbparopa npoBepbTe pe3y/ibTaTbl KOHTPO/S KayecTsa u
KpUTEPUM NPUEMIIEMOCTH.

Mcnonb3oBaHne KOMMepYecKknx KOHTPOsel [OMKHO NPOBOANTLCA B

COOTBETCTBMM C PYKOBOACTBaMW U PeKOMEHALUMAMMN WN3rOTOBUTENSA

KOHTpONsA. inanasoHbl 3HaYeHUA KOHLEHTpauuii, ykasaHHble B

MHCTPYKLMW MO NPUMEHEHUIO K KOHTPOJIO, HOCSIT UCKTHUUTENBHO

pekomeHAaTe NbHbIN XapakTep.

Mpy ncnonb3oBaHUK NHOGOr0 KOHTPONLHOMO MaTepuana nadoparopus

[OMKHA y6eanTbCcs, YTO MATPUKC KOHTPOJSILHOTO MaTepuana

NnpUroeH Ansi UCNoNb30BaHWsl B TeCcTe B COOTBETCTBUM C

WHCTPYKLUMER No NPUMEHEHMWIO K TECTY.

PekomeHgaummn no npoueaype KOHTPONA KayecTBa

PekomeHzaumm no npolesypam KOHTPOsA KavecTsa flabopatopum

cM. B “Basic QC Practices", James O Westgard, Ph.D,"’

MoaTBep>KkaeHWe 3asBNEHHbIX XapakTepucTuk Tecta

MpoToKosbl ANA NOATBEPXAEHWSI 3a5B/IEHHBIX B UHCTPYKLUMN

Nno NPUMEHEHMIO XapaKTEPUCTUK TecTa cM. B PykoBoacTee

no akcnayatauun Alinity ci-series. Pasgen "lMoarsepxaeHve

3as9B/IEHHbIX XapakTepucTuk Tecta".

BPE3YNILTATHI

PacueTt

TecT Alinity i CEA ncnonb3yeTt yeTblpexnapameTpuyeckuii
NIOTMCTUYECKUIA MeTog, annpoKkcMMauun Kpueoit (4PLC,
Y-B3BeLUEeHHast KpuBast) 4/19 NOMYYEHNs KasIMGpOBOYHON KPMBOI U
pesynbTaTos.

dnarn

Pe3ynbTatbl HEKOTOPbLIX TECTOB MOTYT COMPOBOXAATLCA
nHbopmaumein B none "dpnarn”. OnucaHve cnaros, KOTopble MOryT
NosIBAATLCA B 9TOM Mosie, cM. B PyKoBo/CTBe No akcrnyaraymu
Alinity ci-series. Pa3gen 5.

WNHTepBan naMmepeHus

VIHTepBan M3MepeHus onpeaensieTcs Kak AvanasoH 3HauyeHui

B Ng/mL, KOTOPbIi COOTBETCTBYET rpaHuLaM npremIeMblx
pabounx xapakTepucTuk Ast IMHERHOCTN, BOCNPOM3BOAMMOCTMN U
OTK/IOHEHNSA.

MHTepBan namepenus Tecta Alinity i CEA coctasnsiet 1,73 -
1500.00 ng/mL.

| OrPAHMYEHNSA MPOLEAYPLI

» O6pasLpl, NOMyYEHHbIE OT NaLMeHTOB, KOTOPbIE MPUHUMAIN
npenaparbl, N3rOTOB/IEHHbIE HA OCHOBE MOHOKOHaSTbHbIX
MBILLIMHBIX @aHTUTeS, B ANArHOCTUYECKUX UK TepaneBTUYEeCKUX
Liensix, MoryT coiepxartb Ye/loBeyeckme aHTutena npotus
MbIWKHbIX aHTuTen {HAWA}. MogobHble o6pasLbl npu
1ccnefoBaHNM B TeCTax, UCMO/b3YOLMX MOHOK/IOHa/IbHbIE
MbILLVHbIE @aHTUTENa, MOTYT A€MOHCTPUPOBATL JIOKHO
3aBblLLEHHbIE WM JIOXHO 3aHWkKeHHble pe3ybTaThl, P3A
PeareHnTbl {Alinity i CEA Reagent Kit) cogepxaT KOMMOHEHT,
yMeHbLuatowuii achcpekt HAMA B peakTMBHbIX 06pasLax.

[na onpegenenus ctatyca nauveHTa MOXeT notpe6osaTbes
[ONOMHUTEIbHAA KAMHMYEeCKas WM AuarHoctuyeckas
MHhopmaums.
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* [eTepodmsibHble aHTUTENA CbIBOPOTKM KPOBU YesioBEKa MOryT
BCTynaTb B peakuutio ¢ MMMYHOrN06yiMHaMn peareHTa, ncka
pesynbTarbl UMMyHOoaHanm3sa In Vitro. MauneHTbl, HaxogsLmecs
B NMPWBbLIYHOM KOHTAKTE C XWBOTHbIMW IM60 C NpoAyKTamu,
MOJTy4eHHbIMW U3 CbIBOPOTKM KPOBW XWBOTHbIX, B 60/IbLUE
cTeneHn noapepXeHbl Nogo6Hol uHTepdepeHLun. Pesynbtarbl
TEeCTMpOBaHNA NoA06HbIX 06pasLOB MOrYT 4EMOHCTPMPOBATb
aHOMaJlbHble 3Ha4YeHus. [119 NOCTaHOBKM AnarHo3a MoxeT
noTpeboBaTtbLCs AONOMHUTENBbHAA UHAOpMaLMS. ™

e Tecr Alinity i CEA He fo/XeH MCnonb3oBaThbCsl B kauecTBe TecTa
[O/151 CKPUHUHIa paka.

e Y nauueHToB C NOATBEPXAEHHOW KapLMHOMOW A0 Havana
NleyeHns YacTo HabnhaeTcs Takol Xe ypoBeHb PIA, Kak 1
Y 300p0BbIX Ntofaeit. MoBbIWEeHHbIN ypoBeHb POA B KPOBOTOKE
MOXeT HabnaaTbCa y KypALWmMX N04eRn 1 naumeHToB ¢
HepakoBbiMK 3aboneBaHnsAMU. MNoaTomy yposeHb POA B
CbIBOPOTKE WM MiasMe, He3aBMCUMO OT 3HaYeHusi, He cneayeT
MHTEepnpeTMpoBaThb kak abCoMTHOE AoKa3aTeNbCTBO HaMuns
WM OTCYTCTBUS 3/10Ka4eCTBEHHOrO 3ab0/ieBaHus. PesynbTarbl
TecTa Ha ypoBeHb POA [0/KHbI MHTEpPnpeTUpoBaTbLCs
B COYETAHNN C K/IMHWNYECKOI OLEHKON U Apyrumm
ANarHoCcTMyeckMmMmn npoueaypamu,

I OXXWAAEMBIE 3HAYEHUA

[aHHoe nccneposaHue nposogunock Ha cucteme ARCHITECT i
System,
B faHHOM pasfene npefcTas/ieHbl AaHHble N0 penpeseHTaTUBHbLIM
pabounm xapaktepucTvkam. PesynbTarbl, NOMyYeHHble B OTAEMbHbIX
naboparopuax, MOryT OT/IMHaTbCA OT MPUBEAEHHbIX AaHHbIX.
Kaxgoi naboparopum pekoMmeHayeTcsi ycTaHaB/MBaTb COOCTBEHHbIN
pedhepeHCHsbIn Anana3oH, OCHOBaHHLIN Ha cneuudrke permoHa u
XapakTepucTvkax nonynauum.
PacnpepeneHnne 3HaveHnin ARCHITECT CEA Ha matepuane 1141
ob6pasua npueeeHbl B cneaytollein Tabnauue.

PacnpepeneHnve 3Havenunii ARCHITECT CEA

MpoueHT(%)
TecTupye- 0-3 >3-5 >5-10 >10
MbIX (ng/mL)  (ng/mL)  (ng/mL)  (ng/mL)
300poBLE I
KypAe 159 742 182 69 06
Heypwe 149 82 14 54 00
Chlge 38 786 149 62 03
HeznokavecTBerHoe 3a00-
esaHe
50 720 200 40 40

CKUI s13BEHHBIA
Kavr
Mowbinpst ] 833 103 51 13
MOV KALLKA
Jero+be 60 617 200 133 50
3a007EBaH/A
Lippos reverm 110 473 300 155 73
leremvr 0] 700 16.7 nr 17
3a007eBaHA 2 60,0 150 150 100
noqex
3noKavecTBEHHOE 3a00E-
BaHRE
Torcroi wn 150 240 107 107 547
MPAVOA KALLKA
Henyna 37 622 54 108 21,6
Jerkux 110 473 191 91 245
MoroHol 17 624 ni 103 162
Heresol
HKa i 780 73 24 122

B gaHHoM nccnepoBaHuy y 93,5% 340poBbix naumeHToB (M-308)
ypoBeHb P3A 6bin paBHbIM uam Huwxe 5.00 na/T1.

B faHHOe nccnefoBaHne BKYANNCH NALUEHTbI CO
3/10Ka4eCTBEHHbIMI 06pa30BaHNSAMK Kak B aKTUBHOW*(MPU3HaKM
nporpeccupoBaHuns 60M1e3HK), Tak U B HEAKTUBHOW (OTCyTCTBME

etoaukm POA
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pV3HaKOB NporpeccupoBaHns 6onesnun) dase. Mpyu M3MeHeHnn
MeToaukn POA B pamkax HabnogeHus 3a naumeHToMm, Ans

NN @*10aTBEPXKAEHNA 6A30BbIX 3HAYEHUIT HEOBXOAMMO AONONHUTEIbHOE

SN,

AN

bTaThbl
aTb

TecTta

tocnegoBaresnibHoe TecTupoBaHue.

I CMEUNOUYECKWE PABOYUE
XAPAKTEPUCTWKN

B gaHHOM pasfene npeactas/ieHbl AaHHble N0 penpeseHTaTUBHLIM
pabounm xapakTepuctukam. PesynbTaTthbl, NOMYyYEHHbIE B OTAE/bHbIX
N1abopaTopusx, MOryT OT/IM4aTbCs OT NPUBEAEHHbIX AaHHbIX.

Ha ananusatope Alinity i n cucteme ARCHITECT i System
MCMOMb3YIOTCA OfHW U Te Xe peareHTbl 1 COOTHOLEHNUs obpa3ua/
peareHTa.

Ecnn He ykasaHo fpyroe, BCe UCCMeA0BaHNA NPOBOAWINCL HA
aHanmsarope Alinity i.

BocnponsBoaMmocTb

Bocnpon3BoguMocTb BHYTpY naéopaTtopum

Bbl0 NpoBeAeHO UccnefoBaHNe B COOTBETCTBUN C
pekomeHgaumammn gokymenta CLSI EPO5-A2. ViccneposaHve
NpOBOAMIOCH C MCNosb3oBaHnem 1 cepumn POA PeareHTtoB (Alinity
1CEA Reagent Kit), 1 cepun P3A Kanubpatopos (Alinity i CEA
Calibrators) n 1 cepun POA KoHTponbHbIx maTepuanos (Alinity i CEA
Controls) Ha 1 aHanm3artope. Tpu KOHTPONSi Ha GydepHoil ocHoBe ©
2 naHesnn CbIBOPOTKY KPOBW YesioBeka Gblv MPOTECTUPOBaHb! He
MeHee YeM B 2 NOBTOpax 2 pasa B AeHb B TeueHue 20 gHein N

BHyTpn cepun (nosTo-  BHyTpu labopatopum
Kon-  CpepHee psemocTb]___ (oblee)™

O6paszeLy Bo  (ng/mL) CKO %KB CKO %KB
Hvskuii KoHTporb 120 4,75 0.121 25 0,140 2.9
CpenHmii KoH- 120  18.99 0.414 2.2 0.503 2,6
TPob

BbICOKUIA KOH- 120 97.64 2.182 2,2 2.748 2.8
oL

Manens 1 120  462.62 11.379 25 12.937 2.8
[MaHerb 2 120  1266.38 31,595 25 37,701 3.0

® Bk/oyaeT BapnabenbHOCTL BHYTPU Cepun, Mexay cepusamm u
MeXzy AHAMM.

HU>KHMe rpaHnuybl U3MepeHunsa

Bbu10 NpoBeAeHo 1ccnefoBaHne B COOTBETCTBUM C
pekomeHgaumamu gokymenTta CLSI EP17-A2. WccneposaHue
npoBOAMNOCL C MCnonb3oBaHnem 3 cepuii P3A PeareHTos (Alinity i
CEA Reagent Kit) Ha 2 aHanM3aTtopax B TEYEHWE He MeHee 3 AHeid.
Hanbonee Bbicokve 3HaveHus npegena 6naHka (MB), npesena
o6HapyxeHust (MO) 1 npefena KoNMYECTBEHHOTO OnpejesieHns

ng/mL
e 0,30
Mo 0.42
no 1.73

® [16 onpeaeneH kak 95-i NpoueHTUNbL NO pe3ynbTatam
nccnefosaHns 06pasLoB C HyNeBoOl KOHLEHTpaLuuel aHannta B n
2 60 nosTOpax.

“ 11O onpeaeneH Kak camas HU3Kasi KOHLeHTpauus, npu

KOTOPOV aHaUTUT MOXET GbITb BbisiB/IEH C 95%-11 BEPOATHOCTbIO

o pesynbTataMm MccnefoBaHns 06pasLoB C HU3KUMU YPOBHAMU
KOHLUEeHTpauuy aHanuTa B N r 60 nosTopax.

® KO onpeferieH Kak camas HU3kas KOHLEeHTpauusa aHanurta c
o6LLeli 4onyCcTMMOIA owmnbKoli 25% no pesynbTatam 1cciefoBaHus
00pasLioB C HU3KUMUW YPOBHSAMW KOHLEHTpauuu aHanuTa B n > 60
rnoBTOpax.

NnHelHOCTb
BbU10 NpoBeAieHo nccnefoBaHne B COOTBETCTBUN C
pekomeHgauusamm gokymeHta C151 EPO6-A,"™

JIHelHOCTbL A@aHHOro TecTa COXpaHAETCsA B MHTepBasle U3MepeHus
1,73 - 1500.00 na/Tb.
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NHTepdepeHumnsa

[laHHoe uccnepoBaHve nposoannocb Ha cucteme ARCHITECT i
System.

CneundunyHoctb Tecta ARCHITECT CEA 6blna ycTaHoBNeHa

npu NoMoLLM nccnefoBaHnsi 06pasLoB CbIBOPOTOK KPOBU C
cofiepXaHneMm HuXenpuseeHHbIX BewecTs. [JaHHble BelecTsa
NPOAEMOHCTPUPOBa/IN MeHee 10% vHTepepeHLnn npu yKkasaHHbIX

MoTeHmansHo HTepdepupyoLye

BewWwecTBa KOHUeHTpauus uHTepdepeHTa
Bunvpy6uH < 20 mg/dL
TemornoGiH < 500 mg/dl

OBt 6ok <12g/dL
Tonrnepuap <3000 my/dL

CpaBHeHMe mMeTOA0B

Bblno nMpoBefeHo uccnejoBaHne B COOTBETCTBUM C
pekomeHpgaumamn gokymeHta CLSI EP09-A3 ¢ ucnonb3oBaHuem
meTofda perpeccumn Pas38lng-Bablok.*®

Koadhpu-
UMeHT [Avana3oH
EauHu- Kon-  Koppens-  Mepece- Ha-  KOHLEHTpa-
bl BO umm UeHue  KIoH umm
Alinity 1CEA CbiBo- ng/mL 187 1.00 0,14  0.97 1.87-
€ CpaBH. ¢ ppTKa 1372.22

ARCHITECT CEA Kposun

MepeHoc

Mpun TecTupoBaHum obpasua, cogepxatyero 42 372 ng/mL P3A,
BbIsiBNISeMoro nepeHoca (-0.02 ng/mL) He Habnganochk.

OdrhekT BbICOKOW [03bl

[JaHHoe nccneposaHne nposoaunock Ha cucteme ARCHITECT |
System.

OhchekT BbICOKOW [03bl NpeAcTaBnseT cobol fABneHne, Npyu KOTOpoM
o06pasLbl C BbICOKOI KOHLEHTpaLuueid MoryT AeMOHCTPMpPOBaThb
pesynbTaTbl B Npegenax AMHaMuyeckoro guanasoHa Tecta. MNpu
nccnepoBaHMn o6pasuoB ¢ ypoBHeM PIA npmbnusutensHo Ao 60
000 ng/mL B TecTe Ha P3A He Habnoganock addekta BbICOKON
[103bl.
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«WHCTPYKLMM NO NpUMeHeun» Habop peareHTOB AN KONIMYECTBEHHOTO OnNpefeneHus
PaKoBOro 3MG6PUOHANBLHOTO aHTUreHa MMMYHOKEMUTIOMUHECLEHTHBIM METOo0M
CbBOPOTKe 1 Nja3mMe KPOBU YesioBeka Ha MMMYHOXMMUYecknx aHanusaTopax Alnty ,

.P3A PeareHTnbl (Alinity i CEA Reagent KIM), ans Poccun
TPAHCMNOPTUPOBKA

u3fesiMe peKoMeHAyeTcsi TPaHCMopTUPOBaTb npu Temnepatype 2-8 C Wagenve
ocTaeTcsi CTabubHL.M [0 OKOHYaHWUs CPOKA FOJHOCTY, yKa3aHHOTo Ha ynakoske. Mp

TPAHCMOPTUPOBAHUM C HApPYLUEHNEM TEMMNEPATYPHOTO PeXuma u3genve He noAnexuT
npuMeHeHuno. TpaHCMopTUPOBKA OCYLLeCTBAsieTCS BCEMU BUAAMW TpaHcnopTa B
KPbITbIX TPAHCMOPTHBIX CPEACTBAX B COOTBETCTBMM C MpaBuIaMu NepeBO3KU rPy30B,

,qel‘;lCTByIOU.‘MMM Ha Kaxaom Buje TpaHcnopTta

TAPAHTUNHBIE OBA3ATE/NILCTBA

MNpo»,.0,,0b ,p.»,up,.,. uto Npo MNP..P/IbHP» «P.HPU.« P06p.uw.u»P P.4./1-.
poTapTp, pTabunbHa» «p «pt. 4. nns CPP«. rAAYOCT., Ma.CUYU.NIbYbI. =pp. FOAHOOT«
LwPPNUPYUPIp «.fan«. «. 60/1.P ,B mppsAua. c gatel ,pp-.aoapt.a. N.0.n«.,

XpaHu,».p4 A H.p,«.n«.bl p.rn.«.a’np..aH,prp npoua.panT.n.»

p.«uma,
NPUMEHEHND He NOANEeXUT

TEXHUUYECKOE OBCNYXWUBAHUE A

He TpebyeTcs

TEKYLWWA PEMOHT

OAHHBLIE  ANA  YTUAU3AUMKM W YHUUTOXEHWUA

MEANUNHCKOIO N3AENNA

MeauuuHCKoe nsfenne yTunansmpyrT U YHUUYTOXaKT B OOOTBETCT3UM C npaBunamun

obpallleHuss € MeAWLMHCKUMW  O0TXOAamu, pernameHTupyowmumucs  Caulum

2 1.7.2790-10 or 12 12.2010 kCaHMTapHO-3NMAEMuonornyeckne TtpeboBaHNs

K
06paleHnio ¢ MEANLMHCKUMI OTXOAaMM».

H.p6«pa»«0 gnagoaatb H.LYpHa/bybl» praugapram ,pu n.p.Aay. a pT-nur.uan
U34enus, ero KOMNOHEHTOB W YNaKoBKU.

NMEPEYEHb CTAHOAPTOB, KOTOPbIM COOTBETCTBYET
MEOVNLMHCKOE VU3AENNE

98/79YEC, EM 150 9001, 150 13485, EM 150 18113-1,

I'IOTEHLlVIAﬂbe||7| NMOTPEBUTENb
NpotheccroHabHbI NoNb30BaTeNb
NHPOPMALNA O HANWYN B MEANUNHCKOM WU3AENNN
NEKAPCTBEHHOIO CPEACTBA

EM 150 18113-2

He copgepxut
CTEPU/NIBHOCTb

Mpcaanaatpsa a H.pT.p.AbYO« .».a, C.puna.ayas n.p.4 npa,.».Hu.,
TpebyeTcs.

NHOOPMALIMSA o BO3MOXXHOCTWU MOBTOPHOIO
NMPUMEHEHNA

He noanexuT noBTOPHOMY NMPUMEHEHWIO.
MATEPWANBI XXNBOTHOIO NMPONCXOXAEHNA

maTepuanbl XWBOTHOTO NPOWUCXOXAEHUA NPOBEPEHbl W PUCKM NpumeHeHus MU

YyKa3aHbl B I'IacnopTe 6e3onacHocTn I'IacnopTa 6e30MacHOCTM MOXHO HaWTU Ha cailTe

www abbol10134n0B1t03.cOT AN 06paTuTech kK MECTHOMY NpeAcTaBUTENIO.
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TemnepaTypHbIii nana3oH

Mcnonb3oBatb A0/CpoK rogHOCTN

CONJUCATE KoHbtorar
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MeauunHckoe usgenve ans
AvarHocTtukm In Vitro
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MeULMHCKUM PaBOTHUKOM Sago .
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CepuliiHblii HOmep

Alinity n ARCHITECT siBnsil0TCS TOProBbIMM Mapkamu KoMnaHuu
Abbott Laboratories B pa3nuuHbIx topucamnkumax. Bee gpyrue
TOpProBble Mapkn ABNSAIOTCA COGCTBEHHOCTbIO COOTBETCTBYHOLLIUX
BagesnbLes.

Abbott Ireland

Diagnostics Division C €
Finisklin Business Park

Sligo

Ireland

+353-71-9171712
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Balleli cTpaHbl Ha caiiTe www.abbottdiagnostics.com
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ABTOPU30BaHHbI NpeAcTaBUTENb N3rOTOBUTENSE HA TEPPUTOPUNU
Poccun u gpyrux ctpad CHI:

O6LLecTBO C OrpaHMYeHHON OTBETCTBEHHOCTbLIO

"2660TT Jlabopartopus”, 125171, Poccus, r, Mocksa.
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OwnarHoctnyeckoe T: +353 43 3331000
nogpasfeneHue dakc; +353 43 3331000
duHUCKNNMH busHec Mapk,

Cnaliiro, Mpnangus

MognncaHo: /nognucaHo/ [Jara; 24 nioHs 2019 .

Nnza Mepgm (Lisa Murphy),

Cneupannct no HopMaT/BHO-NPaBOBOMY PerynMpoBaHuio
3660TT VpnaHans,

[unarHocTnyeckoe nogpasgeneHve

PUHNCKNMH BrsHec Mapk,

®duHncknnH, Cnaiiro, MpnaHans

/MeyaTb: TOPIOB/IAMAJIATA CAATO (MHK)
NoA/IMHHOCTbL 3ACBNAETE/NIBCTBOBAHA JOEPOCOBECTHO
YnonHomoueHHoe nuuo /nognucano/ 27.06.2019 r./

/MeyaTb: I660TT NpnaHams,
[narHocTnyeckoe noapasaeneHue
PUHUCKIMH BusHec Mapk,

Cnaiiro

WpnaHgus/

/MevaTh: TOPTOBAATIAJIATA CNAIO (VHK)
3ABEPEHHbIV CEPTU®UNKAT O NMPOUNCXOXXAEHWNIN/

/MoanucaHo/ 24.06. 2019 T.

Nnsa Mepgom (Lisa Murphy),
CneupanmcT No HOpMaTMBHO-NPABOBOMY PErYNPOBAHNIO

B NHcTpyKumm no npumeHeHuto Alinity | CEA TeKCT Ha aHIIMIACKOM M PYCCKOM
A3blKax COBNaJaeT.

I‘IepeBo,q C aHIIMIACKOro Si3blKa Ha pyCCKMIZ A3bIK BbIMNOMNHEH NEPEBOAYNKOM

A navroopnii IAnuunia R i
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Poccwuiickasa ®egepauns. Mopog Mocksa.
JeBATOro uoasa Aee ThicAYN AeBATHa4LaTOro roga.
A, BopoHnHa EBreHms BnagMMunpoBHa, BPEMEHHO MCNOMHAKOWAaA 0653aHHOCTM HOTapuyca

r. Mockebl baxTagse 3nbMmupbl HOpbeBHbI, CBUAETENbCTBYIO MNOA/IMHHOCTL  MOANUCH
nepesofumka Anekceesoil IpuHbl BUKTOPOBHbI.

Moannch caenaHa B MOEM MPUCYTCTBUMN.
JInyHOCTb NoANMCaBLIEro AOKYMEHT YCTAHOB/IEHA.
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B3bickaHo no Tapudpy 100 py6.
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