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I, 27aman Khan, Associate Director Regulatory Affairs EMEA and Pakistan, Abbott GmbH & Co.
KG., hereby certify that the attached documents that keep the number of pages indicated below

are the operational documentation. These documents are in a full accordance with actual manuals
o f manufacturer.

A, 3amaH XaH (Zaman Khan), 3amectutens [AupekTopa perynsatopHoro otgena Esponsbl,
BnvxHero BocTtoka, Adpukn wn MakuctaHa 3660oTT FmM6x u Ko. KI (Associate Director
Regulatory Affairs EMEA and Pakistan, Abbott GmbH & Co. KG.), HacToAw MM yaocToBepsio,
yto npunalaemble  LOKYMEHTbI B HWXXenpueegeHHOM o06beme  cTpaHuy,' ABNAKTCA
3KcnyaTauuoHHOW JoKyMeHTauued. 3TU AOKYMEHTbl MOSIHOCTbI COOTBETCTBYHT aKTyaslbHOM
OOKYMeHTauuMu npovssogmTens.

oKcnnyaTaumoHHas Aok} MeHTauuns ans MeAUNLLUHCKOrO n3gennu (Operational
documentation for medical device);

HaGop peareHToB [ANsi KO/IMYECTBEHHOro oOnpejeneHUM OHKoOMapKepa CA 15-3
MMMYHOXCMU/TIOMUHCCLLEHTHBIM METOAOM B CbIBOPOTKE W MNja3Me KPOBU YesoBekKa Ha

MMMYHOXUMMYeCcKNX aHanmizatopax Alinity i «CA 15-3 PeareHTbl (Alinity i CA 15-3
Reagent Kit)»

Mo TeKCTy 3KCM/yaTalMOHHbIX [O0KYMEHTOB BCTPEYAalTCs BapuaHTbl HaMMEHOBaHWIA MegULMHCKUX
M30enviA, NpvBefeHHble B Tab/vLE HWKE, KOTOpble SIBAAIOTCS CNpaBef/IMBLIMU UM PABHO3HAYHLIMU

(Operational documentation contains the following true and equivalent short names of medical devices
listed in table);

HaunmeHoBaHVe  HavMeHoBaHVE MELMLIMHCKOIO U3AENNS HA PYCCKOM S3blKe CoKpauienHoe
Ha aHr/IMACKOM

A3blKe

HanmeHoBaHwue (rno
TEKCTY AOKYMEHTA)
Alinity i CA 15- Ha6op peareHToB Ansi KONM4YecTBEHHOro onpefeneHns CA  15-3  PeareHThl
3 Reagent Kit oHkomapkepa CA 15-3 ummyHoxemuntomuHecueHTHbIM  (Alinity i CA  15-3
MeTO4OM B CbIBOPOTKE W naasmMe KpoBu 4enoBeka Ha Reagent Kit)
UMMYHOXMUYeCKNX aHanusatopax Alinity i «CA 15-3
PeareHTbl (Alinity i CA 15-3 Reagent Kit)»
Alinity i CA 15- Kanubparopbl ans obecneyeHunsn npaeunbHoctn CA 15-3 Kanubpatopsl
3 Calibrators KOJINYECTBEHHOr0 onpegeneHusi oHkomapkepa CA 15-3 (Alinity i CA 153
MMMYHOXEMUTIOMUHECLEHTHBIM METOAOM B CbiBOpoTKe Calibrators)
M nnasmMe KpoBM 4YenoBeka Ha WUMMYHOXUMMUYECKUX
aHanusatopax Alinity i «CA 15-3 Kanub6patopsbl (Alinity
i CA 15-3 Calibrators)»

Silz der Gesellschaft: Wiesbaden

Amtsgericht Wiesbaden HRA 4888 Geschaft.sfuhrer:

Personlich hnflende Gesellschafterin: Christian Grapow Page | 0f2
Abbott Management GmbH Greg Ahlberg

Sitz d<T Gesellschaft: Wiesbaden Vorsitzender des Aufeicht-srates:

Amtsgericht Wiesbaden HRB 12889 Jaime A. Contreras

3MEKTPOHHAS KOMUS OGOPMAEHA LIEHTPOM WCTILITAHUF 1 PETHCTPALIMH METMLIMHCKUX U3REMM



Abbott

Alinity i CA 15 KOHTpO/bHble MaTepuansl ans noaTeepXkaeHnss CA  15-3 KOHTpOJibHble
3 Controls BOCMPOM3BOANUMOCTA W MNPaBUIbHOCTU KOSIMYECTBEHHOrO  MaTepuasibl  (Alinity i
onpegesnieHnA OHKOMapKepa cn 15-3 CA 15-3 Controls)"

NMMMYHOXEMUTIOMUNECUEHTHBIM MEeTOAO0OM B CbIBOPOTKE U

nnasve  KpoBu
aHanmsartopax

yesioBeka Ha MMMYHOXUMWNYCCKUNX

i «CA 15-3 KOHTpO/bHble

maTepuasibl (Alinity i CA 15-3 Controls)»

CocTaB (contents):

u

Number of
paaes
l. Instruction for use for Alinity i CA 15-3 Reagent Kit with ADDENDUM for 8
Russia.
2. NHcTpyKuma no npumeHeHunto CA 15-3 PeareHTbl (Alinity 1CA 15-3 Reagent
Kit) c MPUNOXEHWEM gna Poccun. 9
Abbott
Signed: Abbott GmbH & Co. KG .
Max-Planck-Rtng 2 Date: 2020
Zaman Khan,

Associate Director Regulatory
Affairs EMEA and Pakistan,
Abbott GmbH & Co. KG.

Abbott GmbH & Co. KG
Max-Pianck-Ring 2

65205 Wiesbaden-Delkenheim
Germany
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Alinity i
CA 15-3 Reagent Kit

Read KlghHehted Change»: Revtaed Auguat 2018.

Instruction» must be carefully followed. Reliability of assay results
cannot be guaranteed If there are any deviations from these
Hstructions.

WARNING; The concentration of CA 15*3 in a grven 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 k>chjde the
identity of the CA 15-3 assay used. Values obtained with different
assay rrtethods cannot be used intercharrgeably. If. in the course
of monitoring a patient, the assay method used for determining CA
13-3 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.

H name

Alinity i CA 1S-3 Reagent Kit

| INTENDED USE

The Alinity i CA 15-3 assay Is a chemiluminescent microparticle
Immunoassay (CMIA) used for the quantrtativo determination of DF3
defined antigen in human serum and plasma on the Alinity i analyzer.
The Alinity i CA 1S-3 assay is to bo used as an aid In the
management of Stage Il and IIl breasi cancer patients. Serial testing
for patient CA 15-3 assay values should be used In conjunction with
other clinical methods for monitoring breast cancer.

| SUMMARY AND EXPLANATION OF THE TEST

The Alinity | CA 15-3 assay values are defined by using the 115D8
and OF3 monoclone antibodies.’’ * Monoclonal antibody 11508,
raised against human milk-fat globule membranes, and monoclonal
antibody DF3. raised against membrane enriched fraction of
metastatic human breast carcinoma, react with epitopes expressed
by a family of high molecular weight glycoproteins designated as
polymorphic epithelial mucins (PEMs).*"*

Research studies have indicated that CA 15-3 assay values are
frequently elevated in patients with breast cancer.These studies
have suggested that the CA 15-3 assay may be of clinical value for
monitoring the response of patients undergoing therapy because
Increasing and decreasing values correlated with disease progression
and regression, respectively.’ - “wi* Additional published

studies have suggested that Increasing CA 15-3 assay values In
palients at risk for breast cancer recurrence after primary therapy
may be Indicative of recurrent disease before it can be detected
clinically.” '®

Elevations of CA 15-3 assay values have been reported In

individuals with nonmalignant conditions such as cirrhosis, hepatitis,
autoimmune disorders, and benign diseases of the ovary and
breast”-* Non-mammary malignancies In which elevated CA 15-3
assay values have been reported include lung, colon, pancreatic,
primary liver, ovarian, cervical, and endwnetrial»-  CA 15-3 assay
values are not elevated in most twrmal individuals™

The CA 15-3 assay is not recommended as a screening procedure to
detect cancer in the general population; however, use of the CA 15-3
assay as an aid in the management of breast cancer patients has
been reported N ®
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| BIOLOGICAL PRINCIPLES OF THE PROCEDURE
This assay is a two-step immunoassay for the quantitative
determination of DF3 defined antigens in human serum and
plasma using chemiluminescent microparticle immunoassay (CMIA)
technology.
Sample, 11SD8 coated paramagnetic microparticles, and wash buffer
are combined and incubated. The DF3 defined antigen present in
the sample binds to die 115D8 coated microparticles. The mixture
Is washed. OF3 acridinium-labeied conjugate is added to create a
reaction mixture and kicubated. Following a wash cycle, Pre-Trigger
and Trigger Solutions are added.
The resulting chemiluminescent reaction is measured as relative light
units (RLUSs). There is a direct relabonshlp between the amount of
0F3 defined antigen In the sample and the RLUs delected by the
system optics.
This assay is unique in that the calibrators are supplied
predlluted. The Alinity i analyzer dilutes all controls artd
specimens by the same Anal dilution factor as the prediluted
calibrators duiirrg the course of the assay.
For additional Information on system end assay technology, refer to
the Alinity cl-serles Operations Manual. Section 3.

| REAGENTS

Kit Contents

Alinity | CA 15-3 Reagent KH 08P51

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

Volumes (ml.) listed m the table below indicate the volume per
cartridge.

OBP5120 08P5130
Tests per cartndge 100 500
Number of cartridges

- 2 2

per kit
Tests per kit 200 1000
HWMMimelLis 1 6.6 mL 270 mL
ICONJUOXNI 61 mL 265 mL

[tacaeex»rrnoj»| ~ (mouse, monoclonal) coaled microparticles
in IR1S buffer with protein (bovine) stabilizer. Minimum
concentration; 0.09% solids. Presenratives: sodium azide and
ProClin 300.

|fo***" ~ DF3 (mouse, monoclonal) acridimum-labeled conjugate
in phosphate buffer wfth protein (bovine) stabilizer. Minimum
concentration: 0.05 pg/mL. Preservatives; sodium azide and ProClin
300.

VNernir>gs and Precautions

* Forn VIfto Agnostic Use
e [ffcQUM



Safety Precautions

CAiniW : This product requires the handlirtg of human specimens
It is recommended that all human-sourced materials be considered
potentially Infectious and handled in accordance with the OSHA
Standard on Bloodbome Pathogens. Biosafety Level 2 or other
approphate biosafety practices should be used tor materials that
contain or are suspected of containing infectious agents/\*/™

The following warnings and precautions apply to; [M»c*eeanncxe]

<I>
WARNING Contain tromethamine hydrochkjride*,
methylisothlazolones and sodium asde.

H317 May cause an allergic skin reaction.

H316* Causes mild skin irritatiDn.

EUH032 Contact with acids liberates very toxic gas.
Prevention

p281 Avoid breathing mist / vapors / spray.

p272 Contaminated work clothing should not be

allowed out of the workplace.
P280 Wear protective gloves / protective
clothing / eye protection.

Respoiwe

P302+P352 IF ON SKIN: Mfttsh with plenty of water.

P333*P313 It skin irritation or rash occurs: Get
medical advice / alsri/ton.

P362>P364 Take off contaminated clothing and wash
it before reuse.

Dispoeal

P501 Dispose of contents / container in

accordance wtNelocal regulations.

* Not applicable where regulation EU 1272/2008 (CLP) or OSHA
Hazard Communication 29CFR 1910.1200 (HCS) 2012 have been
implomenied.

The following warnings and precautione apply to; [ew ueartl

WARNING Contains methylisothlazolones and sodium
azide.

H317 May cause an allergic skin reaction.

EUH032 Contact vnih acids liberates very toxic gas.

Prevention

P261 Amid breathing mist / vapors / spray.

p272 Contaminated work clothing should not be

allowed out of the workplace.
P280 Wear protective gloves / protective
clothing / eye protection.

Reeponee

P302+P352 IF ON SKIN: Wash with plenty of water.

P333«P313 If skin irritation or rash occurs: Get
medical advice / attention.

P362+P364 Take off contaminated clothing and wash
1t before reuse.

Disposal

P501 Dispose of contents / container in

accordance with local regulations.

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

For a detailed discussion of safety precautions durirtg system

operation, refer to the Atinlty 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 Ne 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.

* Reagems are susceptible to the formation of foam and bubbles.
Busies 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 pcecautions during

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

Section 7.

Reagent Storage

Stonge Maximum Addltlorwil Storage
Temperature Storage Time Irtstructione
Urtoperted 2to 8'C Until Store in uprght position,
expiration K cartridge does not
date remain upright, gently
invert the cartridge 10
times and place Inan
upright position for 1 hour

before use.
Onboard  System 30 days
Tempomture
Operwd 2t08'C Until Store in upright position,
expiration  If cartridge does not
date remain upright during
storage, discard the
careidge.

Do not reuse original
reagent caps or
rapiacement 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 repiacement 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 Alimty cl-serles
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 cl-series
Operations Manual, Section 10.

I INSTRUMENT PROCEDURE
The Alinity i CA 15-3 assay file must be installed on the Alinity 1
analyzer prior to performing the assay.
For detailed information on assay file installation and viewing and

editing assay parameters, refer to the Alinity ci-sertes Operations
Manual. Section 2.



For Irtformatlon on prinling assay parameters, refer to the Aikiity ci-
series Operations Manual, Section 5.

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

I SPECIMEN COLLECTION AND PREPARATION
FOR ANALYSIS

Specimen Types

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

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

Specimen Types Collection Tlibes

Semm Serum
Serum separator
Plasma Tripotassium EDTA
Sodium Heparin
Lithium Heparin

« Performance has not been established usmg body fluids other
than human serum and plasma.

« The instrument does not provide the capability to verify specimen
types. Itis the responsibility of Ne operator to verify that the
cotrec! specimen types are used in the assay.

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

Specimen Conditions

« Do not use:

- heat-inactivated specimens
- grossly hemolyzed specimens
- specimens with obYious microbial contamination

« Foraccurate results, serum and plasma specimens should be
free of fibrin, red blood cells, and other particulate matter. Serum
specimens from patients receiving anticoagularrt or thrombolytic
therapy may contain fibrin due to incomplete clot fOTmation.

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

Preparation for Analysis

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

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

To ensure consistency In results, recentrituge specimens prior to

testing if

« they contain fitxin, red blood cells, or other particulate matter.

NOTE: If fibrin, rod blood cells, or other particulate matter are

observed, mix by low speed vortex or by inverting 10 times prior to

recenlrifugation.

Prepare frozen specimens as follows:

* Frozen specimens must be compiefely thawed before mixing.

* Mix thawed specimens thoroughly by low speed vortex or by
inverting 10 times.

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

* Kspecimens are not mixed thoroughly, inconsistent results may
be obtained.

* Recentrifuge specimens.

Recentrifugation of Specimens

« Transfer specimens to a centrifuge tube 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.
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Specimen Storage

Maximum
Specimen Storage
Type Temperature  Time Special Instructiona
Serum/ 2t08'C 7 days Specimens may be
Plasma

stored for up to 7
days refrigerated at
2-8'C prior to being
tested. If testing will
be delayed more
than 7 days, serum
or plasma should be
stored frozen at -20'C
or colder.

If testing will be delayed more than 24 hours, remove serum or
plasma from the dot, serum separator or red blood cells.

Avoid muHiple freeze/thaw cycles.
Specimen Shipping

Package and label specimens kt compliance with applicable stale,
federal, and interrmtional regulations covering the transport of clinical
specimens and infectious substances.

| PROCEDURE

Materials Provided
08P51 Allnity i CA 15-3 Reagent Kit

Materials Required but not Provided

e Alinity i CA 15-3 assay file

e 0ePStOt Alinity j CA 15-3 Calibrators

e 0BPS1to Alinity i CA 1S-S Controls or other control material

m  08P1&40 Alinity i Multi-Assay Manual Diluent

« Alinity Trigger Solution

« Alinity Pre-Trigger Solution

« Alinity i-series Concentrated Vt"sh Buffer

For information on materials required for operation of the instrument,
refer to the Allnity 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 S.

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

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

e Maximum number of replicates sampled from the same sample
cup: 10
- Priority:

< Sample volume lor first test; 70 pL
« Sample volume for each additional test from same sample
cup: 20 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: 20 pL
- >3 hours on the reagent and sample manager:
» Replace with a fresh aliquot of sample.

m Refer to the Alinity i CA 15-3 calibrator package insert and/
or Alinity i CA 15-3 control package insert for preparation and
usage.

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



« Fof optima 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 CA 15-3 value exceedirtg 600 U/mL are flagged with
the code *> 600 U/mL* and may be diluted with either the Automated
Dilution Protocol or the Manual Dilution Procedure.

~tomated Dilution Protocol

The system performs a 15 dilution of the sample and automatically
calculates the concentration by multiplying the result by the dilution
facter.

Manual Dllutlort Procedure

Suggested dilution: 15

Add 100 pL of the sample to 400 pL of Alinity i Multi-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 automatic™y calculate the concentration of the
sample and report the result. The result should be > 30 U/mL before
the dilution factor is applied.

If the operator does not enter the dilution factor, the result must be
mariuaily multiplied by the appropriate dilution factor before reporting
the result, ff a diluted sample result is & 30 U/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 caBbration, refer to the Alinity ct-

serles Operations Manual, Section 5.

Each assay control must be tested to evakiate 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 u«)d to monitor and control system
performance, as described in the Qu/ity 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 Contra! Procedures

The recommended control requirement for the Alinity | CA 15-3 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 qualify control (toHcy.

To establish statisticaity-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 tho 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)

« Data points collected at different times of the day
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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, tor
general quality control recommendations.”*

« If more frequent control monitoring is required, follow the
established quality control procedures tor 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 troubleshoolii™
information, refer to the Alinity ci-serles Operations Manual,
Section 10.

e Review quAity control results and acceptance enteria following a
change of reagent or calibrator lot.

Quiality Control GuldarKe

Refer to “Basic QC Practices" by James O 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 cl-series Operations Manual.

| RESULTS

Calculation

The Alinity | CA 15-3 assay utilizes a 4 Parameter Logistic Curve fit
data reduction method (4PLC, Y-we'ghted) to generate a calibration
and results.

Flags
Some results may contain information in the Fiags field. For a

description of the flags that may appear In this field, refer to the
Alinity cl-serles Operations Manual, Section 5.

Measuring Interval

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

The measuring interval of the Alinity i CA 15-3 assay Is 0.6 to

800 U/mL

| LIMITATIONS OF THE PROCEDURE

* Results should be used in conjunction with other data; e.g..
symptoms, results of other tests, and clinical impressions.

* Hthe Alinity i CA 15-3 results are inconsistent v/*h clinical
evidence, additional testing is recommended.

« 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 essay kits such as the Alinity | CA 15-3 that employ
mouse monoclonal antibodies. Additional clinical or diagnostic
information may be required to determine patient Matus*™-~

«  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 tor diagnosis.”

» Patients with confirmed breast carcinoma may have CA 15-3
assay values In the same range as healthy individuals. Elevations
In circulating DF3 defkied antigen may be observed in patients
with nonmatignant disease. For these reasons, a CA 15-3 assay
value, regardless of level, should not be interpreted as absolute
evidence for the presence or absence of malignant disease. The
CA 15-3 assay value should be used In conjunction with other
diagnostic procedures. The Alinity | CA 15-3 assay should not
be used as B cartcer screening test.

e The Alinity i CA 15-3 Calibrators are supplied prediluted. A
specialized protocol dilutes all controls and specimens by the
same final dilution factor as the predikjted calibrators.
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« Representative performance data are given In the EXPECTED
VALUES and SPECIFIC PERFORMANCE CHARACTERISTICS
sections. Results obtained in individual laboratories may vary.

| EXPECTED VALUES

This study ves performed on the ARCHITECT i System,

Representative performance data are provided in this section.
Results obtaitted in individual laboratories may vary,

it is recommended that each laboratory determine Its own roferance

range based upon its particular locale and population characteristics.

The distribution of CA 15-3 assay values determined In 386
specimens is shown in the table below:

DislrthutiCBol ARCHETICT CA 15-3 tesay Viimt !

Percent (%)

Number of 0-31.3 31.4-N) 601-12D >120

Subjects umL umL umL UmL
APPAREMTiy HEALTHY
fen?ales 9 99.0 10 0.0 00
(Premenopausal)
Fereles too 99.0 0.0 10 0.0
postmenopausal)
Meles 197 98.5 15 0,0 0.0
Toted 396 98.7 10 03 0.0

in this study. 98.0% of the healthy female subjects had CA 15-3
assay values at or below 313 U/mL (mean « 130, SD 'w70). It is
recommended that each laboratory establish its own reference value
for the population of Interest.

Monitoring oI Disease Status In Patients Diagnosed with Breast
Cancer

Changes observed in serial CA 15-3 assay values, when monitoring
breast cancer patients, should be evaluated In conjunction with
other clinical methods used for monitoring broast cancer. The
effectiveness ol ARGHITECT CA 15-3 assay as an aid In the
monitoring of disease status in patients diagnosed i"“th breast
cancer was determined by assessing changes in CA 15-3 levels

In serial serum samples with changes In disease status. A study
Involving samples from 74 patients with a total of 377 observations
was pertormed. The average nutbeT of observations per patient was
5.1. A significant change in a CA 15-3 concentration was defined as
an increase In the value that was at least a 9575% increase in assay
value (l.e., 25 times greater than the assay's total %CV (3.83%)].
Seventy-six percent (76% or 50/68) of the patients with significant
serial sample increases correlated with disease progression while
sixty-five percent (65% or 153/237) of serial samples showing

no significant change In the CA 15-3 value, correlated with no
progression. The total concordance In this study was sixty-seven
percent (67% or 203/303). The following table presents the data Ina
2x2 classification scheme.

Chwigein Oiseise Slate per Sequenlisl Pair
Change inCA15-3
Concenlretion Pmgreulon No Pmsression Total
> 8575% 50 64 134
< 9.575% 16 153 169
Tl 66 237 303

The following table demonstrated the per patient distribution. Ninety-
seven percent (87% or 38/37) of the significantly Increased serial
samples correlated with disease progression while twenty-seven
percent (27% or 10/37) ot serial samples, showing no significant
change In the CA 15-3 concentration, correlated with no progression.
The total concordance In this study was sixty-two percent (62% or
46/74).

Change ki Disease Slate per Patient
Change INCA15-3
ConcenUation Progresilon No Progreiiion Total
>9.575% 36 27 63
< 9575% 1 10 n
Totel 37 37 74
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| SPECIFIC PERFORMANCE CHARACTERISTICS
Representative performance data are provided in this section. Results
obtained In Individual laboratories may vary.
The Alintty | analyzer and the ARCHITECT | System utilize the same
reagents and sample/raagent ratios.
Unless othervdse specified, all studies were performed on the Alinity
| analyzer.
Precision
Within-Laboratory Precision
A study was performed based on guidance from CLSI EP05-A2.*
Testing was conducted using 1 tot of the Allnity | CA 15-3 Reagent
Kit. 1 lot of the Alinity i CA 15-3 Calibrators, and i lot of the Alinity i
CA 15-3 Controls and 1 instrument. Five human serum panels were
assayed in a minimum of 2 replicates at 2 separate times per day on
20 different days.

Nethin-Bun Within-Laborslory
(RspeslI™lity) (Totsi)*

Sarple n MeanUm) D wov D eV
Parel 1 120 284 0.89 24 0.99 35
Parel 2 118 109,2 2,39 rr - 403 37
Parel 3 120 201.3 6,02 30 3.46 42
Parel 4 120 439.0 12.98 30 2<X 50
Panels 119 618.7 19.28 31 32.54 53

« Includes within-run, between-run, and between-day variability.
Lower Limits of Measurement

A study was performed based on guidance from CLSI EP17-A2®
Testing was conducted using 3 lots of the Alinity | CA 15-3 Reagent
Kit on each of 2 instruments over a minimum of 3 days. The
maximum observed Limit of Blank (LoB), Limit of Detection (LoO),
and Limit of Quantitation (LoQ) values are summarized below.

UmL
LoB* 03
LoD* 0.4
LoQ 0.6

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

The LoD represents the lowest concentration at which the analyte
can be delected with 95% probebllity based on n 2 60 replicates of
low-analyte level samples.

The LoQ was determined fmm n 2 60 replicates of tow-analyte
level samples and is defined as the lowest concentration at which a
maximum allowable precision of 20 %CV was met
Linearity
A study was performed based on guidance from CLSI EPO6-A®

This assay is linear across the measuring interval of 0.6 to
800 U/mL.

Interference

Potentially Interfering Endogenous Substances and Potentially
Interfering Drugs

This study was performed on tho ARCHITECT i System.

The ARCHITECT CA 15-3 mean assay specificity Is s 12%. Recovery
studies were performed to compare sera containing the following
compounds at the indicated concentrations with control sera.
INTERFERING SUBSTANCE

Test Compound Test Concentration
HitfLbin 20mg/dL
Hermoglobin 500 mg/dL.
Total Protein 129/t
Triglycerides Sa'di



CHEMOTHEBAPE1A1C AGENTS

Test Compound Test Concentntlon
Brta Estradiol 8.7ijg/mL
Clsplalin (V.7 py/m
Cyclophosphamide 330 pQfirL
Doxorubicin 6.6 MOnL
5-lkiorouracli 280 po/ml
Mogestroi Acetate 39.6 pymL
MeNotrexate 13.2po/mL
Mitomycin C t7 2vB/mL
PacUtaxel 5n(ytl
Tamox-en S.OpiymL
Testosterone 33.0pofmL
WVInbUsOne sulfate 1.3 pgfiml

Potentlallv Intertonna Other Conditions

Tftls study was performed on the ARCHITECT | System.

Tile ARCHITECT CA 1$-3 essay was evaluated using specimens
with HAMA and Rheumatoid Factor (RF) to further assess the assay
specificity. Five specimens positive for HAMA and five specimens
positive for RF were evtduated tor K recovery with DF3 defined
antigen spiked into each specimen at 35 and 250 U/mL; mean Y
recovery resuits are summarized in the following table.

Ctinicsl Gondilion NumMf «1 SpschnsAS Meu % Recovery
HAVA 106

RF 103

Method Comparison

A study was performed based on guidance from CLSI EP09-A3 using
the F>assing-Bablok regression method**

Conelation ConconMinn
Uite n Coofidont Intercept Siopo . Range
Ainityi CA15-3 Serum U/ml 123 100 022 094 06-756.9
vs ARCHITECT
CA15-3

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

High dose hook is a phenomenon whereby very high level specimens
may read within the dynamic range of the assay. For the ARCHHECT
CA 1S-3 assay, no high dose hook effect was observed when
samples containing up to approximately 22 000 U/mL of DF3 defined
antigen were assayed.
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Note tor number formatting:

* Aspace is used as thousands separator (example: 10 000
specimens).

e A period is used to separate the integer part from the fractional
pari of a number written In decimal form (example: 3.12%),
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ADDENDUM

to the Instruction for Use Alinity i CA 15-3 Reagent Kit (for Russia)
SHIPPING

Recommwnded shipping conditions (or device is 2-8*C In single-use
thermo conteners containirrg coolant elements, or in reusable thermo
containers with automatically maintained temperature or In
autorefngerators using thermal indicators Device is stable until the
expiration date indicated on the package. Device Is no longer suitable
for use if shipping temperature limits have been violated. Ship in an
enclosed eamer vehicle of any kind in accordance with shipping rules,
applicable to the respective carrier.

W ARRANTY

Uanofacturer guarantees that device remains statue until the expiration
date when stored and handled as directed. The maximum shelf life of
the medical device is 12 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

Oestruct and dispose of a medical device In accordance with the
requirements of SanPin 21.72790-10 dated December 12. 2010
‘Sanitary-epidemtologlcal Requirements forthe Management of Medical
Waste",

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

NATIONAL RUSSIAN STANDARDS AND
NORMATIVE DOCUMENTATION APPLIED TO MD:
GOST R 51362-204, GOST R EN 13612-2010. GOST R ISO 23640-
2015, GOST R 18113-1-2015, GOST R ISO 18113-2-2015. GOST R
ISO 15223-1-2014. Government Regulation Nei4l6 «On the approval
of the rules of state registration of medical devices  Order of the
Ministry of Health of Russia dated 06/06/2012. No. 4n, Order of the
Ministry of Health of Russia dated 01/09/2014. No. 2n, Order of the
Ministry of Health of the Russian federation No. 11n of January 19.
2017.

POTENTIAL USER

Alinity i CA 15-3 Reagent Kit is intended to be used are intended to be
used In a vanety of clinical and laboratory conditions, including, without
limitation, hospitals, diagnostic centers, reference laboratories and
blood transfusion fac/ies around Ne world, whose personnel have
been trained in the use of the Alinity | analyzer.

INFORMATION ABOUT PRESENCE OP 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

MATERIALS OF ANIMAL ORIGIN

Materials of animal origin are tested and risks of using MD are indicated
in SDS. Safety Data Sheets are available at
www.abbottdiagno8Uc8.com or contact your local representative
INDICATIONS FOR USE

The Alinity i CA 15-3 assay ie a chemiluminescent microparticle
immunoassay (CMIA) used for the quantitative determination of DF3
defined antigen in human wrum and plasma on the Alinity i analyzer.
The Alinity | CA 15-3 assay is to be used as an aid in the management
of Stage Il and Il breast cancer patients. Serial testing for patient CA
15-3 assay values should be used In conjunction with other dinical
methods for monitoring breast cancer.

CONTRA-INDICATIONS FOR USE

Not applicable.
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STORAGE AND USE CONDITION

Storage of Medioat device at a temperature of 2*C to 8*C should be
carried out in cold rooms or in refrigerators providing a regulated
temperature regime with a dafly temperature record.



Alinity i

CA 15-3 PeareHTbl (Alinity i CA 15-3 Reagent Kit)

Cm. 8MAaBNNeHbIB 1cam«4eHuns. Pepakuua: asryct 2018 n

HeoBXoaMMO TOUHO CfiefioBaTb MHCTRYKLMAM. Ty OTKNOHEHWM OT
VHCTPYKUMIA HAEXHOCTb PE3y/bTaToB TeCTa He rapaHTupyeTcs,

MPEAYTMPEXAEHWE; KoHueHTpauma CA 15-3 B Tom win

MHOM 06pa3Lie, YCTaHOB/IEHHas C UCMO/b30BaHNEM TECTOB
PasMyUHbIX U3rOTOBUTENEN, MOXET BapbiPOBaTL BCEACTBYE
pasnumii MPUMEHSEMbIX METOAVK 1 CELM(NYHOCTA PeareHToB.
IMpy coobLLeHn pesyrbTartoa Bpady /iabopatopus Jo/mKHa
yKasblBaTb NMPYMEHEHHYO MeToAnKy onpegeneHus CA 15-3.
3HaueHVs, NoyYeHHbIE MPY NMPUMEHEHUN Pa3INYHBIX METOAVIK,
He MOTYT MCMO/b30BaTLCA B3alMO3aMeHsaeMo. B criydae eciv B
XOfile MOHUTOPMHIa COCTOSHMA MaLyieHTa Gbli UCTIOMNb30BaHbI
pasnMyHble METOAVKN CEPUIAHOTO M3MepeHns ypoBHs CA 15-3
Heo6X0AMMO NPOBECTU AOMNOMHUTENBHOE NOCNefoBaTelbHoe
TecTMpoBaHue. Mepes 3ameHoi MeToauky nadopatoprs OBSA3AHA
YCTaHOBUTL 6a30Bble 3HAYEHWA Pe3y/bTatoB B 06pasLiax
MNaLIeHTOB NPV AMHAMUYECKOM MOHUTOPUHIE.

I HAUMEHOBAHWE (CokpaljeHHoe)
CA 15-3 PeareHTbl (Alinity i CA 15-3 Reagent Nd)

I HASHAYEHVE
Tect ¢ cnonb3oBaHem CA 15-3 PeareHTbl (Alinity i CA 15-3
Reagent Kit) ABnseTcs XeMWItOMUHECLIEHTHBIM MMMYHOaHa/IM30M

Ha MyKpoyacTulax (CMIA) Xns KONMYeCTBEHHOTO OMnpeaeneHns
aHTreHa, BbIsSBsemMoro aHtuTenammn OF3, N CbIBOPOTKe 1 Niasve
KPOBY YerioBeka Ha aHanmsatope Alinity 1.

Tect ¢ ncnonb3osaHnem CA 15-3 PeareHtb! (Alinity | CA 15-3
Reagent KO() npumeHsieTca a kayecTBe BCMIOMOrare/lbHOro CpefcTsa
NpU fle4eHn GOMbHBIX PAKoM MOJIOYHON dxenesbl ctaguii Il u il
CepuiiHoe TeCTVPOBaHVIe NaLyeKTOB Ha 3HAYeHUs KOHLIEHTpaumi
CA 15-3 IO/KHO MPOBOANTLECA COBMECTHO C APYTUMU KIMHUYECKVIMUA
METOfAMM MOHUTOPUHTA paka MOJIOUHO nasesbl.

| KPATKOE ONMMCAHWE TECTA

KonnuectBeHHble pesynbTtatbl Tecta Alinity | CA 15-3 onpegenstotes
C MOMOLLHO MOHOK/OHa/IbHbIX aHTTen 11508 n DF3AN
MoHokoHanbHble aHTUTeNna 11508. nosyyeHHble U3 MemopaH
1106y MO/IOYHOTO XKMpa YeNoBeKa, U MOHOK/IOHabHble

aHTUTeNna DF3, nonyyeHHble 13 060raLleHHON MembpaHamm
(hpaKLMM MeTacTaavpytoLLEV KapLHOMbI MOJIOUHOM YKeresbl
Ye/IOBEKa, PearvipytoT ¢ 31T0N1aM U, 3KCNpeccpyeMbiMm
CEeMECTBOM Bb>COKOMOIEKYTSIPHBIX F/IVIKONPOTEMHOE, Ha3biBaeMbIX
MOAMMOPMHBLIMM 3NUTENNaNbHBIMU MyLMHamMK (TTI3M)A
VccnepoBaHna nokasasnu, YTo pesysnbtatel Tecta Ha CA 15-3
YaCTO MOBbILLEHbI Y GO/bHbIX PAKOM MO/IOHKON MENesbl™™ 3T
1ccnefoBaHNA No3BOSIAKOT MPELNONOXUTb, YTo TecT Ha CA 15-3
MOXET NPELCTaB/IATb KIMHUHECKN UHTEPEC A1 MTUTOPUHTa
peakuumn NaLmMeHToB Ha Tepanmio, Tak Kak MoBbILLAtOLLMeCs

1 CHUKAIOLLMECS 3HAYEHUS KOPPEMPYIOT C pasBuTUEM 1
perpeccuieli 60n1e3HN COOTBETCTBEHHO."’ [JononHurensHo
Ory6/MKOBaHHbIe UCCNEAOBaHUSA NMOKAa3bIBAOT, YTO MOBbILLIEHVE
KoHueHTpauym CA 15-3y naumeHToB C pUCKOM peLnaviBa paka
MOJIOHKOW XKenesbl Nocsie NePBUYHON Tepanyi MOXET YKasblBaTb
Ha peumavs 3ab0/eBaHUA eLle [0 NOSBNEHUS KIMHUYECKMX
MPU3HaKOB. ® i *e '*

MoBbiweHve ypoBHA CA 15-3 6bU10 OTMEUEHO Y 1L, CTPASAOLLNX
HE3/10Ka4eCTBEHHbIMIN 3860/1EBaHNAMM, TaKUMW KaK LIMPPO3 NeYeHu,
renartuT, ayToMMMyHHble HapyLLEHUS 1 [OBPOKaYeCTBEHHbIE
3a00M1eBaHNA MYHMKA 1 MOJIOYHON enesbl N * Kpome paka
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CA 15*3
08P51

G76516R03
B8P51R

|w] 08P5120
1N08P5130

MOJIOUHOW >Kenesbl NoBbileHve yposHa CA 15-3 Hab/voaaeTcs npu
3/10KaYECTBEHHbIX OrMyXO/AX /IETKOro, KMLLEYHWNKA, NOmMKeNyA0UHON
Kenesbl, MeYEHN, IMYHUKOB, LUEVKN MaTKu 1 aHgoMeTpraN Y
60/bLUMHCTBA 3A0POBbIX 1L, KOHUEHTpauum CA 15-3 HaxogdTcst B
npegenax HopvbL™

Tect Ha CA 15-3 He peKoMeHZYeTcA NPUMEHSTL /19 CKPUHUHIA

paka cpegun o6LLei nonynsumm, ogHako TecT Ha CA 15-3 6bin
MCMob30BaH B Ka4ecTBe ec/IOMOrare/lbHoro cpeacTsa Mpu BeAeHUN
NauyieHTOB C PakoM MOJIOHHOM xenesbl, N *

I BUOJTOTMYECKWE MPUHUWMbI MPOLUEAYPbI
[JaHHbI TecT ABNAeTCA ABYXCTYMeHYarbiM VMMyHOAHa/IM30M
[ON151 KOMIMYECTBEHHOTO BbISIBIEHWSI @aHTUMEHOB, BbISB/SEMbIX
aHUTENaMn OF3, B CbIBOPOTKE M MIT3Me KPOBY YenoBeka Ha
OCHOBE TEXHO/OTMM XEMWIFOMUHECLIEHTHOMO MMMYHOaHaNM3a Ha
Mukpoyactiuax (CMIA).

CMeLLVBatoTCA U MHKYBMpYHoTC 06paseL, NapamarHuTHbIe
MUKpPOYaCTULbI, CEHCUBMNM3MPOBaHHbIE aHTUTenaMmn 115D8, n
npomMbIBatoLLMiA Byep. MpucyTcTBytOLLME B 06Pa3Le aHTUMEHBI,
BbIsiBNSsieMble aHTUTeNnaMu DF3, cBA3bIBAOTCS C MMKPOYacTULIaMu,
CEeHCMONN3MPOBaHHbIMW aHTUTenaMn 115D6. PeakmoHHas cmecb
npombiBaetcs. [lobaBnserca akpuavH-MeyeHbIli KoHbtorar OP3 s
06pa30BaHUs peakLMOHHON CMecu, CMecb MHKybupyertcs.. MNocne
LK/1a NMPOMbIBKA K PEaKLIOHHOW cMecy CNaB/IAtOTCS pacTBOPb!
npe-Tpurrepa 1 Tpurrepa,

Monyyaemas a pe3syrnbTare XeMUWIOMUHECLIEHTHaA peakLys
n3mepsieTcsl B OTHOCUTENBbHbIX CBETOBbIX eauHunuax {RUJ}. Mexay
KO/IMYECTBOM aHTUIeHa, BbISBNSEMOro aHTuTenamm DF3 B obpasue
1 RLU, AeteKTypoBaHHbIMM OMMTVKON CUCTEMbI, CyLLLeCTBYET Mpsmas
3aBMCMMOCTb.

[laHHbI TECT YHUKaNEH TEM, YTO Kannbpatopbl K HeMy
nocTaBnAlTCA B NpeaBapuTenbHO pa3BeaeHHOM Buge. B xone
BbINOMHEHNA TecTa aHasm3atop Alinity | pa3BoguT BCe KOHTPON
1 06pasLbl ¢ TeM Ae hUHabHbIM (PAaKTOPOM pasBefeHNs, YTo U
npeaBapuTenbHO pasBefeHHbIe KannbpaTtopbl.

Moapo6HYO MHGOPMALIMIO O CYCTEME M TEXHONOTMW aHann3a cM. B
PykoBogcTtee no akcnnyatauum Alinity ci-series, Pasgen 3.

| PEATEHTbI

Cogep>xumoe Habopa

CA 15-3 PeareHThbl (Alinity | CA 15-3 Reagent Kit) 08P51
MPUMEYAHVE: Hekotopble (hacoBKM AOCTYMHbI He BO BCEX CTpaHax.
O6patnTech K Ballemy MeCTHOMY AUCTPUOLIOTOPY.

O6beM (Mt). yKasaHHbI B TabnuLe HbKe, 0603HaYaEeT OOBEM Ha
KapTpUDK.

08P5120 08PS130
KonuuectBo TectoB B 100 500
Kaptprpke
Konnuectso
KapTpumkei e Habope
Konuuectso TectoB B
HaBOpe 200 1000
iMICROHULTICLESi 86 ml 270 mL
lcomnnio artel 61 mL 265 mL



& 08P5120 OePS130

MicnoPAImeLis | MykpouacTyLipl, CeHCMBUAN3NPOBaHHBIE
aHTUTenaMy 11508 (MbILLUMHBIMK, MOHOKIOHa/IbHbIMY), B TRIS-
6ythepe ¢ NPOTEMHOBBLIM (BbIUbVM) CTABUAM3ATOPOM. MUHUMabHAS
KOHLeHTpaums: 0.09% TBepaoro Bellectsa. KoHcepBaHThbI; asug
Harpus 1 ProCln 300.

iComwMTii  AKpUaYH-MeYeHbIN KOHbtorar aHTuTen DF3
(MBILLIMHBIX, MOHOK/MOHa/LHBIX) B thocthatHOM Bychepa ¢
NPOTEMHOBbLIM (BbIYbMM) CTABUNM3ATOPOM. MUHVMaTEHAS
KOHLieHTpaums: 0.05 pg/mL. KoHcepBaHTbI: a3ng, HaTpus 1
ProClin 300.

Mpepynpe;KaeHnsa u Mepbl NPesoCTOPOXXHOCTU
P "BTM
. A ANArHOCTUKWN In Vitto

HoM

Mepb! NpesoCTOPOXHOCTH

BHVMAHVIE; [aHHbIli NpogyKT npeanonaraet paboty ¢
obpa3sLamu, noslydeHHbIMI OT YesioBeka. PEKOMeH/yeTcs cunTarb
BCE Matepuasibl, MO/lyYeHHbIE OT Ye/loBeKa, MOTEHLMaILHO
VH(EKLMOHHBIMW 11 06paLLiaThCsi C HUMM B COOTBETCTBUM
co CraHgapToM M0 OBpPALLIEHIO C FTEMOKOKTaKTHbMM
natoreHamu, pa3paboTtaHHbIM YripasnieHviem CUJA no oxpaHe
TPyAa ¥ NPOMbILLIEHHO rirneHe (OSHA). Mpu paborte ¢
Marepuanamm, CoAepKaLLyiMn Win NPeLrooXUTeIbHO
cofepXaLLyiMn VHDEKLMOHHbIE areHTbl, cnefyeTt cobnogam
npaswna bronornyeckoli 6e30nacHoCTH, YPoBEHb 2, WK Apyrve
COOTBETCTBNUMe npasuna bronormyeckoli 6esonacHocTnAN"N
CnegytoLume npeaynpexxaeH/s U Mepbl NPefoCTOPOXHOCTU
OTHOCATCA K:

MPEAYMPEXAEHMNE  Cofepkut TpOMETamMuHa MapoXieE>pra,
METUIN30TNA30/I0HbI U a3u, HaTpUs.

HS17 MOXeT BbI3bIBaTb a//IEPrUYECKYHO
KOKHYO peaKLyo.

H31s* BbI3blBaeT Nerkoe pasfpadkeHme Koxu.

EUH032 IMpu KOHTaKTe C KucoTamu obpasyeTcs
abICOKOTOKCUUHBIN ra3.

MpepoTBpaLleHvie

P261 V36eratb BApIxaHWs TymaHa/napos/
a’3po30/eid.

p272 Ha BbIHOCUTb 3arpA3HEHHYHO Ofexzay C
paboyero mecTa.

P280 MeTb30BaTLCA 3aLLUMTHBIMI Nepyarkami/
3aLLMTHOV ofexXaoii/cpeacTeaM 3aLLThI
rnas.

PearapomHue

P302«P362 MPU MOMALAHA HA KOXY: MNpombITb
GeLLbLLM KOMYECTBOM BOfp.

P333*P313 Mpy pasaparkeHnn KOXN Win NosiBNeHnn
cbinu: OBpatUTLECS K Bpady.

P3B82*P3B4 CHATb 3arpASHEHHYIO OfieXKay 1
BbICTUPATL €€ Nepes UCMoIb30BaHMEM.

Ytmnmzauuysa

P501 YTUNn3vpyWite coaepXMMoe/KoHTeRHep B

COOTBETCTBUW C CaHUTAPHbLIMU HOpMamMM
P® (CaHlnH 2.1.7.2790-10 O 09.12,2010).

* He npvMeHVMMO Ha Tepputopumn aeictBust PernameHta EC N9
1272/2008 (CLP) nm CraHgapTa OnoBeLLeHnst 06 OnacHOCTU
YnpasneHus CLLUA no oxpaHe Tpyaa v NPOMbILLIEHHON MreHe
(OSHA) 29CFR 1910.1200 (HCS) 2012.
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CrepytoLpe npeaynpeskaeHs 1 Mepbl MPeAoCTOPOXKHOCTU
OTHOCATCA K: lwmawati)

®

MPEAYMPEXXAOEHWE  CopepKuT METUIM30TUA30/OHbI U a3ung,

Harpus.

H317 MoXeT BbI3blBaTb a/IePruyecKyto
KO/IOTYHO peaKLpto.

EUHO032 IMpKn KOHTaKTe € K1cnotTammn obpasyercs
BbICOKOTOKCUYHBIVA Fa3.

MpegoTBpalleHve

p281 W3beratb BApIxaHWA TyMaHa/napos/
aspo30neii.

p272 He BbIHOCUTL 3arps3HEHHYHO OfIEXKy C
paboyero mecTa.

P280 Monb30BaTbCA 3aLMTHBIMK NepyaTkamn/
3aLLMTHON OfeXAo/cpeacTeaMn 3aLUmnTbl
rmas.

PearnposaHue

P302-»P352 MPU MONAOAHA HA KOXXY: MpombITb
60/1bLUMM KONIMYECTBOM BO/bI.

P333+P313 Mpyn pasapakeHn KoM Umn nossieHnn
cbinu: OBpaTUTLECA K Bpady.

P3562*P3B4 CHSATb 3arpsA3HEHHYIO oaexay 1
BbICTUPATL ee Mnepes, UCNob30BaHNEM.

Ytmnunsaumsa

P601 YTunusupyiite coaepkumoe/koHTeliHep B

COOTBETCTBUN C CaHUTaPHbIMX HOpMaMn

P® (CaHlNuH 2.17.2790-10 ot 09.12.2010).

MacropTa 6e30nacHOCTN AOCTYMHbI Ha caiiTe
www.abbottdiagnostic3.com wm y MectHoOro npeacraButens.
MoEIPOGHYHO MHhOPMALIMEO O HEOBXOAVIMbIX Mepax
NPefoCTOPOXXHOCTU Mpy paboTe C aHaIM3aToOpPOM CM. B
PykoBoactee Mo akcnnyataumm Alinity ci-sanes. Pasgen 8.

O6palleHmre ¢ peareHTamu

« [locne nonyyeHns Habopa PacnofoOXUTE HEBCKPbITYHO KOPOOKY
3e/1eHOI MOJIOCOli CBEPXY M aKKypaTHO nepeBepHUTe K cebe
1ot cebs (Ha 180 rpasycoB) 5 pas, 3atem pacriofioxuTe
KOpCaKy 3e/1eHOI MOMocoi CHW3Y 1 CHOBa MepeBepHUTE
K cebe v ot cebs (Ha 180 rpagycos) 5 pas3. B pesynbtate
XKMAKOCTb GYAEeT PaBHOMEPHO pacrnpeeneHa no BHyTPEHHeN
NOBEPXHOCTY (P1aKOHOB, HAXOAALLIMXCA BHYTPU KapTprxpka. Mpn
TPaHCMOPTUPOBKE PeareHTOB MUKPOYACTULIbI MOTYT OCECTb Ha
MeMO6paHy KpbILLK/ peareHTa.

- [locTaBbTe OTMETKY Ha YrakoBKe peareHTa, O3Ha4atoLLyHo,
YTO OHa Bbla NepeBepHyTa B COOTBETCTBUM C
VHCTPYKLMSMMN.

« [locne nepemMeLLnBaHKA U Nepes, UCrosb30BaHMEM OCTaBbTe
KapTpUmpK peareHTa Ha 1 4ac B BEPTUK/IbHOM MONOXEHUN [0
MNCHE3HOBEHMA MY3bIPLKOB, KOTOPble MOr/M 06pa3oBarLes npu
nepemMeLLnBaHum.

e ECnn KapTpumK peareHTa OnpOoKVHYNCA, NpuBeauTe ero
B BEPTUKA/ILHOE MO/IOKEHME U OCTaBbTe Ha 1 yac 0
MCHE3HOBEHMSA MY3bIPLKOB, KOTOPble MOr/M 06Pe30BarLCs.

«  PeareHTbl no”™epxeHb! (hOpMMPOBaHUEO MEHbI Y MY3bIPbKOB.
TMy3bIpbkn B peareHTe MOryT NOMeLLaTb OnpeaereHmio
YPOBHA peareHTa B KapTpumpke 1 NPUBECTY K HELOCTaTO4HOM
acnvipauyn peareHTa, Kotopasi MOXET 3HaUMTeNIbHO BINATL Ha
MpaBUILHOCTL Pe3y/bTATOB.

Moppo6Hyto MHhopMaLwiio 06 0bpaLLieHM ¢ peareHTaMu npu

paboTe ¢ aHaM3aTopoOM CM. B PYKOBOZCTBE MO 3Kcrayatauum

Alimly cl-series, Pasgen 7.
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XpaHeHuWe peareHToB

[JononHurenbHble
Temnepatypa Makc, Bpems MHCTPYKLMW Mo
XpaHeHust XpaHeHVs XpaHeHUo
HeBCKpbITbIN 2 - 6'C o XpaHute B
KapTpmK OKOHYaHVA  BEPTUKA/TLHOM
cpoka TOSIOXKEHUM.
ropHocT Ecnu kapTpmxbk
XpaHWncs He
BEPTUKa/TbHO, aKKypaTHO
rnepeBepHUTE KapTPUIDK
10 pa3 v nepeq
VCMO/b30BaHVEM
ocTtaBbTe Ha 1 yac
B BEPTUKa/IbHOM
TOSIOXKEHWN.
Ha 6opty Temneparypa 30 fHeit
B cucTeme
BCKpPbITbIA 2 -8'C [o XpaHute B
KapTpUIK OKOHYaHVi  BEPTUKa/IbHOM
CpoKa TOJIOXKEHNN.
rogHoCTA Ecnu kaptprupk
XpaHWscs He
BEPTVKa/TbHO,
ynuanpyiite
KapTpUmDK.

He vcnonbayiite
MNOBTOPHO KPbILLKA
peareHTa V3roToBuTeNA
WM 3aMeHsieMble
KPbILLIKM BBUZY pUcka
KOHTaMVHaLu

1 BO3MOXHOCTU
HapyLLEHVs paBoUmx
XapaKTepuCTUK
peareHTa.

PeareHTbl MOKHO XPaHUTL KaK Ha 60pTy CUCTEMbI, TaK 1 BHE

ee. lNocrie U3B/IEUEHS PEareHTOB U3 CUCTEMbI XpaHUTe UX B
BEPTUKA/ILHOM MOMOXEHNN C HAAETIMM HOBLIMM 3aMeHsiEMbIMU
KpblILLKaMKX Mpy Temrepartype 2 - 8'C. PeareHTbl, xpaHsLLmecs
BHE CVICTEMbI, PEKOMEHAYETCS XPaHWUTb B (habpryHbIX IOTKaxX 1
YMaKOBKaX /11 06eCreveHNs BEPTUKA/IbHOTO MOJIOMEHMA,
MoapoBHYI0 MHAOPMALIMIO O BbIrPY3Ke PEareHTOB M3 CUCTEMbI CM. B
PykoBoacTBe no akcnnyataumm Alinity ci-series. Pasgen 5.
MNokasaTenn nopyn peareHToB

OLLVOKa Ka/IMBPOBKM WKW BbIXOf, 3HAYEHUA KOHTPOMA 3a Npegesb!
[vianasoHa onyCTUMbIX 3HAYEHWA MOXKET CBI/IETENLCTBOBATL O
ropye peareHToB. Pe3y/ibTaTbl COOTBETCTBYHOLLIMX TECTOB CneayeT
cuMTaTb HEBEPHBIMM, 06pa3LbI JO/DKHbI BbITb NPOTECTUPOBAHDI
TMOBTOPHO. MOXET NOTPEe6oBaTLCA MOBTOPHasA Ka/IMOPOBKa TecTa.

ViHhopmaLto 06 yCTpaHeHW HemcnpaBHOCTe cM. B PyKOBO/CTBE
no akenyarauum Alinity cl-series, Pasgen HO.

| MPOLEEAYPA PABOTbl HA AHAJTM3ATOPE
Heobxogymo yctaHoBUTh thaiin Tecta Alinity i CA 1&3 nepes
npoBeseHVeM Tecta Ha aHanmzatope Alinity |.

MoapobHyto MHhopMaLKKo 06 YCTaHOBKe (haiina TecTa, NpocMoTpe
1 PefaKTPOBaHY MapaMeTpoB aHa/n3a cM, B PyKOBOZACTBE MO
Mcrwwyataupm Alinity ci-series, Pasgen 2.

VHhopveLWo 0 BbIBOZE Ha NeyaTb MapaMeTpoB aHanmsa cM. B
PykoBozctBe o akcnnyataumm Alinity ci-series, Pasgen 5
INoapobHoe onmcaHre NpoLigAyp PaboTbl C CUCTEMOl CM. B
PykoBogctee no akcnnyataumm Alinity ci-serles.
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| CBOP OBPA3LA 1 MOATOTOBKA K AHANN3Y
TMNbl 06pasy,oB

MepeuncneHHble Hke TWMbl 06pa3LIoB GbiM BEPULIMPOBaHL! Ha
MPUrOAHOCTb K 1CMO/b30BaHMIO a [J|AHHOM TecTe.

[Opyrve Tvnbl 06pa3LoB 1 NPOGUPOK A4S cbopa 06pasLoB He Obln
BEPVMLMPOBaHbI Ha MPUTOAHOCTL K UCTO/b30BaHIIIO B IaHHOM
TecTe.

Tvnbl 06pasLoB
CbIBOPOTKa KpOBY

Mpo6uvpkm ans coopa 06pasLoB
CbIBOpOTKa KpPOBU

CbIBOPOTKa KpPOBY C
pasfenurenbHbIM refem
Tpvikannesas conb EDTA
Harpwii renapyH

Nvituia renapyH

MNna3va Kposu

* Paboume xapakTepuCTUKN He Bbln YCTaHOBNEHbI 419 APPTUX
YVLLICOCTEV OpraHM3ma, KpOoMe CbIBOPOTKM U M/1a3Mbl KPoBi
YesioBeKa.

e [ina aHanm3atopa He NpeaycMoTpeHa onums BeputmKaLmn
TUIMOB UCMO/b3yeMbIX 06Pa3LIoB. B 06s13aHHOCT prieparepa
CMCTEMbI BXOAMT NPOBEPKa NPaBWIbHOCTU YKa3aHKs TUMOB
06pasLioB, UCMOsb3yeMbIX B TECTE.

«  [pn nccneaoBaHWM CepuiiHbIX 06pasLIOB NCMOMb3YiATe OaVH 1
TOT e TN o6pasLia Ha MPOTHKEHVM BCEro MCCnefoBaHus.

CocTosiHue 06pasyoB

e He vcnonb3yiite:
- 06pasLibl, UHaKTMBMPOBaHHbIE HarpeBaHeM
- CWMBHO reMO/M3NPOBaHHble 06pasLibl
- 06pa3sLpl C SBHOV MUKPOBHOW KOHTaMVHALIME

*  UYTo6bl NOMYyumMTb MPpaBWibHble pesyrbTarbl, 06pasLib!
CbIBOPOTKM UM Ma3Mbl KPOBY CrieslyeT OTAeNUTb OT (nbpuHa,
3PUTPOLIMTOB 1 APYTLI TBepAbIX YacTuLl. O6pasLibl CbIBOPOTKY
KPOBM MaLMEHTOB, MOMyYatOLLMX aHTUKOAIY/IALIMOHHYHO W
TPOMBO/MTUHECKYHO Teparuio, MOryT CofepXaTb QrpVH B
pesynbTaTe He3aKOHYEeHHOro 06Pa3oBaHMs CryCTKOB.

¢  PeKOMeHyeTcs VCrosb30BaHNEe OfHOPA30BbIX MUMETOK

1 HAKOHEYHVIKOB /1Sl MNETOK AN NPefoTBPALLEHNs
NEePeKPECTHONM KOHTaMUHALIM,

MoaroToBKa K aHanu3y

* CnepyiiTe VHCTPYKLMAM M3roTOBUTENS MPOGUPOK A/151 coopa
06pa3LoB. Mpu NoaroToBke 06pasLIOB K TECTUPOBAHUIO
PEBUTALIOHHOTO Pa3aefieHns HeJoCTaTouHo.

e O6pasLpl He [OMKHbI COAEPXaTb My3bIPbKOB BO3AyXa.

Yganvte My3bIpbKy anmnivKatopoM O Hadana TeCTPOBaHUS.
Vcnonb3yiiTe HOBbI annanKaTop A/1s Kavkaoro obpasLia, HTobb!
136eXaTb NepPeKPECTHON KOKTaMUHALWMN.

[1ns MonyYeHrs COracoBaHHbIX Pe3y/bTaToB PEKOMEHYeTCs

NPOBOANTL MOBTOPHOE MENTPUDYTMpPOBaHYe 06pasLIoB nepes

TECTVIPOBaHWEM, €C/n

*  OHW cofepXxaT (MBPVH, IPUTPOLMTBLI UK Apyre TBepable
yacTtui(pl.

MPUMEYAHVE: Ecnn o6pasupl coaepkar vbpiH, 3puTpoLmThI

Wi fpyrve TBepLLE>le YacTuLbl, NepemeLlalite 1x Ha BOpPTEKce

Ha HW3KOI CKOpPOCTU WM NepeBepHyB 10 pa3 nepeg NOBTOPHbLIM

LIeHTPUEYrMpOBaHMEM.

MoarotoBbTe 3aMOPOXKEHHbIE 06PasLbl CeAyHOLLIMM 06pasoM:

« Tepep nepemeLLMBaHVEM 3aMOPOXEHHbIE 06pasLbl HEOBXOAUMO
MOSHOCTHIO Pa3MOPO3UTh.

« TwarensHO MepemMeLLaiite pasMopoXkeHHble 06pasLibl Ha
BOPTEKCE Ha HW3KOW CKOPOCTV WK akKypaTHO NepeBepHyB
npo6upku 10 pas.

*  BusyanbHO npoBepbTe 06pasLpl. Ecnn Habnogaetcs
paccnoeHve nwm catnukaLys, NoBTopsiiTe NepemMeLLIMBaHe
[0 TeX Mop, Nnoka obpasLypl He CTaHyT BU3yaslbHO OAHOPOAHBIMM.



* HepocratouHoe nepemeLLviBaHVie 06Pa3NOB MOXET MPUBECTU K
MO/YYEHNIO HETOUHbIX PEe3y/IbTaToB.

* PekoMeHgyeTCs MPOBOAVTL MOBTOPHOE LIEHTPMYTpoBaHmne
06pa3LoB.

lMoBTOpHOE LIEHTPMYTpOBaHMe 06pasLoB

* TlomectnTe 06pasLibl B LEKTPUDY>KHbIE MPOBUPKA 1
LieHTpudyrmpyite.

« [1na TecTMpOBaHKs NOMECTUTE OUMLLEHHbIA 0bpaseL, B
yaLLieyky s 06pasLoB v BTOPUYHYHO MPobMpky. Ecin nocne
LieHTpUthyrpoBaHma B 06pasLie NpUCYTCTBYET MMNUAHBIA CNOMA,
nepeHecuTe TOMbKO OUNLLIEHHbIV 06paseL, 6e3 IMNeEMUYECKOro
matepuana.

XpaHeHue 06pa3nos

Makc.
Bpems CneuvianbHble
Tun obpasua  Temrieparypa XpaHEHWS  UHCTPYKLWN
CbiBOpoTKa/ 2 +8'C 7 pHei Mepen TecTMpoBaHNEM
nnasma 06pasLibl MOXHO
KpoBK XpaHuTbL B
XONOAWbHUKE

[0 7 oHeli npn
Temneparype 2 - 8*C.
Ecnvn TectmpoBaHve
OTKNaapIBaeTcs

6oree Yem Ha 7 oHeN,
06pasLpl CbIBOPOTKU
WM Nna3Mbl cnegyet
3aMOPO3UTL 1 XPaHUTb
npu Temneparype
-20'C wm HKe.

Ecnn TectmpoBaHue oTKnagplBaeTca 6onee yem Ha 24
yaca, OTAenmTe CbIBOPOXKY WM Mia3my KPOBM OT CTYCTKOB,
pasgenuTenbHOrO refs Win 3pUTPOLIMTOB.

M36eraiiTe MHOTOKPATHbIX LIMK/IOB 3aMOPO3KW/PasMOpPO3KYA.

TpaHcnopTWpoBKa 06pasLoB
YnakoBbIBaiiTe U MapKupyiite 06pasLibl B COOTBETCTBUN C
rocyfapcTBEHHbIMY, (heaepasbHbIMY Y MEeXAyHAPOAHLIMM
TPeBOBaHMAMM MO TPAHCTIOPTUPOBKE KMHUYECKUX 06PasvoB 1
MHEEKLMOHHBIX BELLLECTB.

1 nPoUEAYPA

MpepgoctaBnsaemMmble maTepuansl
08P61 CA 15-3 PeareHtbl (Allnity | CA 15-3 Reagent Kit)

Heob6xoanMble, HO He npefocTaB/igeMble martepuarbl

e Alfnity | CA 15-3 caiin Tecta

e 08P5101 CA 15-3 Kasmbpatops! (AUnity i CA 15-3 Calibrators}

e 08P5110 CA 15-3 KoHTporibHble Matepuasl (Allnity | CA 15-3
Controls) nm apyroi KOHTPOMbHbLIA MaTepuan

e 09P1540 YHuBepca/bHbIV pasbasuTenb AN PYHHOrO pasBeseHus
(Allnity 1 Multi-Assay Manual Diluent)

« PactBop Tpurrepa [Allnity Trigger Solution)

e PactBop npe-Tpurrepa (Allnity Pre-Trigger Solution)

e KOHLEHTpMpOBaHHbI NpoMbiBatoLLmii Bycep (Alinlly i-series
Concentrated Wash Buffer)

VHhopMaLuyo 0 MaTepurianax, HeobXoxbIMbIX A/151 paboTbl

aHanm3aropa, cM. B PykoBogcTBe o akcnnyaraumm Alinity cl-series,

Pazgen 1

WHdopmaLwmiio O matepuranax, HeoGXoauMbIX /15 NpoLeayp

TEXHUYECKOTO 06CNY)KVBaHWSA, CM. € PyKOBOACTBE MO 3KCnayatauum

Alinlly ci-series. Pasgen 9.

Mpoueaypa aHanusa

lMoppo6Hoe onvicaHWe MpoLeaypbl NPOBEAEHUs TecTa CM. B
PykoBogacTBe Mo akcnnyataumm Altnity ci-serles, Pasgen 5,
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e VHdopmaupo 06 obecreyeHny AOCTaTOMHOMO 06bema 0bpasLia
nauyeHTa npum 1Ccnosb30BaHUM NMEPBUYHBIX U &/IMKBOTHbIX
npoG1poK CM. B PYKOBOZCTBE Mo akcrnnyataumm Alinity ci-series.
Pa3gen 4.

e UT06bI MUHUMM3MPOBATL 3EKTbI UCapeHns, nepes
NPOBe/IEHVeM TecTa Y6eauTeCh, YTO B Yalleyke 19 06pa3LoB
NPUWCYTCTBYET OCTATOUHbIM 06beM 06pasLia.

e MakcMmanbHOe YMCO MOBTOPOB M3 OfHON Halleykn s
o6pasLa; 10
- TMpvioputeTHble 06pasLibl:

* O6bem obpasua 19 NPoBeAegHKA Nepsoro Tecta; 70 pL
'’ Obbem obpasuya  4na  npoBedeHust Kadkaoro
[IONONHUTENBHOTO TECTa U3 OAHOW YaLlieyky Ans obpasua:
20 pL
- S3 yacos Ha 6opy,
> O6bem o6pasua Ana nposeaeHus nepeoro Tecta: 150 pL
e O6bem oO6pasua A8 NposefeHus KaMILLIOTO
[IOMO/HUTENBHOTO TecTa M3 OHON YalLieyky /1 obpasua:
20 pL
- >3 yacoB Ha 60pTy.

TpebyeTcs ceexas anMKBoTa 0bpasLia.

e VHhopmaLMIO O MOATOTOBKE Y MCMO/b30BaHNN Ka/ivbpaTtopos
1 KOHTPO/el CM. B UHCTPYKLWM MO NpUMEHeHMo K CA
15-3 Kanmbparopam (Alinity | CA 15-3 Calibrators) nw/unmn
B MHCTPYKLMK Mo npvimeHeHnto K CA 15-3 KOHTPO/bHbIM
Matepuanam (Aiinity | CA 15-3 Controls).

¢ VHhopmaLmio 06 06LLMX onepaLmoHHbIX NpoLeaypax cM. B
PykoBopacTse no akcnnyatauum Alinity ci-series, Pazaen 5.

e [119 AOCTVDKEHMS OMTMaIbHBIX PaboUvX XapaKTepucTuK
BaDKHO C/le0BaTb CTaHAAPTHLIM MPOLIEXlypam TEXHNHECKOTO
06CNYy)KMBaHMA B COOTBETCTBUM C PyKOBOACTBOM MO
akcnnyataumm Alinity ci-series. Pasgen 9. Ecnm npasuna pabots!
B BaLLel fabopatopuy TpebytoT 60nee HacToro TeEXHUYECKOro
06Cy>XVBaHWSs, CriedyiiTe MPUHATON NpaKTviKe.

Mpoueaypbl passejeHns 06pasyos

O6pasupl co 3HaveHusvm CA 15-3, npesbiatoLymm 800 U/mL

nomevarotcst kofom *> 800 U/mL* 1 mMoryT 6bITb passeaeHbl ¢

1CMO/b30BaHVIEM NPOTOKO/A aBTOMATUYECKOTO PasBefeHNs Win
npoLeaypbl PYUHOTO passefeHust.

MpoTOKO/ aBTOMATUHECKOTO pasBefeHns

Cuctema pa3soauT obpaseL, a nporopLymn 15 1 aBTomatmyeckm

paccunTbIBAET 3HAUEHVIe KOHLIEHTPALIM, YMHOXas pe3ynbTar Ha

COOTBETCTBYIOLLWI (hakTop pasBefeHNA.

Mpoueypa py4HOro passefeHns

PexomeHayemoe passefieHvie; 15

[o6asbTe 100 pL 06pasua K 400 pL YHuBepcanbHOMo pasbasutens

Ana pyyuHoro passefieHns (Alinity | Multi-Assay Manual Diluent).

Oneparop Jo/KeH BBECTU (hakTop pasBeleHNs B 3KpaHbl 3aKasa

naLimeHTa wim KoHTpona. Cuctema 6yaeT 1Cro/b30BaThb AaHHbI

(hakTOp pasBefeHUs /1 aBTOMaTMYeCKoro pacyeTa KOHLEeHTpaumm

o6bpa3sLia ¥ CoobLIeHUA pe3ynbTaTta. 3HaueHVe KOHLEHTpaLmm

o6pa3sLia AoMKHO coctasnaATb > 30 U/mL [0 npuMeHeHua thaktopa
pasBefieHus.

Ecnun oneparop He BBef (hakTop passefeHus, HEOOXOAMMO

YMHOXUTb pe3yrbTar Ha COOTBETCTBYHOLLMIA (hakTop pasBeaeHus

[0 coobLLEeHNs pe3ynbTara, ECIM KOHLEHTpaUms pasBoAOHHOTO

o6pasua S 30 U/mL, He coobLyalite 3TOT pesynbTar. [MosTopute

TeCT, VCMOo/b3ysl NPaBWILHOE PasBeAeHNe.

MogpobHyto MHopMaLWIO O 3aKase passefeHuin cM. B PyKOBOACTBE
no akcnnyaraumm Alinity cl-series, Pasgen 5.

Kann6poBka

WHCTPYKLMM O NPOBEAEHN KaIMGPOBKY CM. B PyKOBOACTBE MO
akcnnyatauuum Alinity ci-series. Pasgen 5.

[N OLeHKN Ka/IMBPOBKM TecTa HeOBXOAMMO NPOTECTMPOBaTL BCe
KOHTPAQ'U



Mocne NpUHATVA 1 COXpaHeHVsi pe3y/bTaToB KayIMOPOBKY TecTa BCe

nocnegytoLme o6pasLibl MOXHO TECTUPOBATL 663 NpeaBapuTe/bHON
Ka/MGPOBKY, KPOME TeX CrlyuaeB, Koraa:

e Vicnonb3ayetcs HAaBop peareHToB C HOBbIM HOMEPOM CEpPUM.

MoaTBepXKAeHWe 3asiBNeHHbIX XapaKTepUCTUK TecTa
MpoToKO/bI A5t NOATBEPXKAEHNSA 3aSIB/IEHHbIX B UHCTPYKLMN
Mo NMPUMEHEHVIO XapaKTepUCTUK TecTa cM. s PyKoBOACTBE
no akcnnyatauuu Alinity ci-series. Pasgen "TogreepxaeHvie

* Pe3ynbTatbl eXe[HeBHO MPOoLeayPbl KOHTPOMA KavecTsa 3as1B/IEHHbIX XapaKTEPUCTUK TecTa™.
HaxoAsTCs BHe CTAaTMCTUYECKV OBOCHOBAHHOTO AvanasoHa | PE3Y/ILTATLI
KOHTPO/A Ka4ecTBa, UCMO/Ib3yeMOro J/11 MOHWUTOPVIHIA U
KOHTPO/ paboUmx XapakTepUCTUK CUCTEMBI, KaK YKa3aHo B Pacuer
pasgene T1pougaypbl KOHTPONA KayecTBa' AaHHON UHCTPYKLMN Tect Alinity 1CA 16-3 ncnonb3yeT YeTblpexnapameTpuyeckuii
MO MPMSIEHEHVIO K peareHTy. NOTVCTNYECKUI MeTog, annpoKeMMaLmn Kpueoii (4PLC,
- Ecnn ctatnuctnyeckn 060CHOBaHHbIN AyianasoH 3HaveHuin Y-BIBeLLEHHaA KP1Bast) AN MOMyHEeHst Ka/IMGPOBOUHON KPUBOI 1

KOHTPO/A HEAOCTYMNEH, FO NMeprog, MeXy Ka/mopoBKammn He Pe3yneTatos,

[0/mKeH npeBblilwatb 30 AHEN.
MoykeT noTpe6oBaTLCs MOBTOPHas Ka/iMOpPOBKa TecTa rnocse
ITPOLIELYPbI TEXHUYECKOTO OBCMY)XXMBAHWA OCHOBHBIX YacTeii
CUCTEMbI WM €e KOMIMOHEHTOB WM MOC/Ee MPOBEAEHNA CEPBUCHbIX
npoeayp.
MpcHNAypbl KOHTPOIA KayecTBa
PekomeHayemble TpeboBaHUs MO KOHTPOSTO kadectsa Tecta Allnity i
CA 15-3 3aK/1H04atoTCA B TECTUPOBaHWW 1O OIHOMY KOHTPOSTHO BCEX
YPOBHeli KadKble 24 4aca, TO eCTb Kaxkfble CYTKW aKCrlyaTtaLmm.

thnarmn

Pe3syrbTaTbl HEKOTOPbIX TECTOB MOMYT COMPOBOXAATLCA
nHchopMmavLeld B none ‘®narv*. OnucaHve hnaros, KOTOpble MOTyT
MNOSIBNATLCA B 3TOM MO/ie. CM. B PyKOBOZCTBE M0 3KCMlyaraLmm
Alinity ci-series. Pazgen 5.

WHTepBan nsmepeHus

VHTepBan m3mMepeHust OnpeaenseTca Kak auanasoH 3HaueHui
e U/mL, KOTOpbIii COOTBETCTBYET rpaHmLaM MpveP4nieMbIX
paboumnx XapakTepuCTUK AN IMHERHOCTY, BOCMPOM3BOAMMOCTY 1

JononHutenbHble KOHTPOM CrieayeT TeCTMpPOoBaTb B COOTBETCTBAU OTK/IOHEHUA.

C MECTHbIMW, FOCYAAPCTBEHHBIMU W/ (heseparbHBIMA 3aKOHaMM

VHTepBan nmepeHus Tecte Minity | CA 15-3 coctasnsiet ot 0.6 a0

WM aKKpeauTaLMOHHbIMN TPeboBaHVAMA 1 No/MTVKOV KOHTPONA 800 U/mL

KayecTBa BaLLei fabopatopum.

[lns nonyyeHus CTtatmcTMYeckn 060CHOBaHHOTO AuarnasoHa

KOHTPO/A Kedkfas nlabopatopust AOMKHa yCTaHaBNMBaTb

COGCTBEHHbIE LieNieBble 3HAYEHIA KOHLIEHTpaUMiA 1 ananasoH

KOHLIEHTpaLiA /11 HOBbIX CEPUIA KOHTPONEl Ha KaXkaoM KIMHUYECKN

3HAUMMOM YPOBHE KOHLIeHTpaLmK. B xode vnccnegosaHms °

NpOoBOAVTCA He MeHee 20 MOBTOPOB Ha MPOTSHKEHUN HECKO/TbKVIX

(3 5} oHelt ¢ fanbHENLLM onpeaeneHeM OXUOaEMOro CpeaHero

(ueneBoro) 3Ha4eHVs 1 BaprabenbHOCTV CPeAHNX 3HAYEHWI .

(onanasoHa) B nabopatopyivi Ha OCHOBE MOJYHEHHbIX Pe3y/bTaToB.

Yrobb! NOMyunTL penpeseHTaTvBHbIe faHHble /1A fabHelLuel

paboTbl CUCTEMBI, B JAHHOE MCCefoBaHNe HEOOXOAMMO BK/IHOUMTH

Ba3MOXWible MPUUMHbI BapuabebHOCTL:

*  Heckonbko coxpaHeHHbIX KaMbpOBOK

* PasHble cepumn peareHToB

* Pa3sHble cepun Kanmbparopos

«  Pa3Hble aHaMTUYeCKe MOy (eC/IN NMPUMEHNMO)

* PesynbTathl, NoslydaemMble B pasHOe BPEMs CYTOK

ViHhopmaLyio win 06LLvie PEKOMEHAALIMM MO KOHTPO/O KayecTsa

CM. B ONyb/IMKOBaHHbIX PYKOBOACTBaX, Hanp., B AOKyMeHTe C24-A3

VHCTUTYTa KNIMHUYECKUX 1 nabopatopHbIx cTaHaaptoB (CLSI) wm B

[pyTvX Ony6/IMKOBaHHbIX PyKOBOACTBaxX.

« Ecnm npoueaypb! Ballein nabopatopuv TpebytoT 6ornee
4aCTOro MOHUTOPWHTA KOHTPO/S KauecTsa, Cneayiite NpUHATON
MpaKTUKe.

* Ecnn pesynbTaTbl KOHTPOMA KayecTBa He COOTBETCTBYHOT
MPVHSATLIM KPUTEPUAM, YCTAHOB/IEHHBIM BalLLlei labopatopuei, .
3HaYeHMA Pesy/nbTatoB TECTUPOBaHVA 06Pa3LIoB OT MaLlyeHToB
MOFYT 6bITb COMHUTENbHBIMW. CneflyiiTe MPUHATLIM BaLLeit
naboparopyell MpoLiefypam KOHTPons Kauectsa. Moxker
noTpe6oBarbCs MOBTOPHaA KaMbpoBka. VHhopmaLmo
00 YCTpaHeHUM HencrnpaBHOCTeR cu. B PykoBOACTBE MO
akennyatauum Alinity cl-series, Pasgen HO.

« [locre 3arpy3kn B CUCTEMY HOBOIM Cepumn peareHTa wm
Kasmbparopa npoBepbTe pesy/bTatbl KOHTPOSA KavecTsa 1
KpUTEPMN NMPYEMIIEMOCTU.

PexomeHgaLwv No NpoLieflype KOHTPONMM KavecTsa

PexomMeHaALWM MO MPOLEAypam KOHTPO/S KavecTsa siabopatopum
W. & 'Basic QC Practices', James O Westgard, PhD™
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OrPAHVYEHNA MPOLUEAYPbI

Pe3ynbTatbl cnegyeT MHTEPNPETMPOBATL B COBOKYMHOCTU C
[PYrMMN JaHHBIMK, Hanp.. CUMITOMaMK, pesyrbTataMm Apyrmx
TECTOB, KIMHUYECKUMI MPOSIBNEHUAMA U Jp.

Ecnu pe3ynbtatbl Tecta Alirity i CA 15-3 He cOOTBETCTBYHOT
KNMHUYECKOW KapTUHE, PEKOMeHyeTcs NPOBECTU
[IOMNONHUTENBHOE TECTUPOBaHME.

pasLbl, MOMyYeHHble OT MaLMEHTOB, KOTOPble MPUHTAAIN
npenapartbl, M3roTOB/IEHHbIE HA OCHOBE MOHOK/IOHa/bHbIX
MBILLMHBIX @HTUTEN, B AUArHOCTUYECKUX W TepaneBTUYecKuX
Liensx, MOryT cofiepkaTb YenoBeyeckye aHT!TeNa NpoTtvie
MbILLMHBIX aHTUTeNn (HAMA). Mogo6Hble 06pasLybl npu
nccnefoBaHUA B TECTAX, UCMOMb3YHOLLMX MOHOK/IOHa/bHbIE
MbILLUWHbIE aHTUTeNa, Takux Kak Alinity | CA 15-3, moryt
[IleMOHCTPMPOBATL JIOKHO 3aBbILLEHHBIE WU NIOKHO
3aHWKEeHHble pe3ynbTatbl. 1S onpefeneHus cratyca nauyvieH-ra
MOXXET NMOTPe6OoBaTLCA AOMOMHUTENBHAA KIMHUYECKas Wik
[amarHoctnyeckas MHpopmaups

letepothvbHble aHTUTENa B CbIBOPOTKE KPOBMW YerioBeka
MOrYT BCTyMaTb B PeakLo C MMMyHOITIO0Y/MHAMWN peareHTa,
MHTEpeprpyst B UMMyHOaHanm3e /n Uirro. MaumeHTsl,
HaxXOAsALLMECS B NMPUBLIYHOM KOHTaKTE C XUBOTHBIMN /GO

C NPOZYKTaMu CbIBOPOTKMA KPOBU XXMBO'LLbIX, B GO/bLLIEN
CcTeneHy noapepXeHbl Noao6HoONM MHTepdepeHumn. Ans
NOCTaHOBKY [narHo3a MOXET NoTpeboBaThbes AOMONHUTENbHANA
NHthopMaLma.**

MaLyieHTbl 0 NOATBEPXKAEHHBIM ANArHO30M pak MOJIOYHON
»Kenesbl MOryT UMeTb 3HadeHus CA 15-3 0 fieveHrs B TeA
»Xe AnanasoHe, YTO 1 300pOoBble NtoAW. MOBbILLEHVE YPOBHS
LIMPKY/IMPYFOLLIErO aHTUEHa, BbISBSEMOTO aHTUTeNnamu DF3,
MOXET HabNAATLCA Y NaLMEHTOB C HE3/0KAYECTBEHHBLIMU
3a6oneBaHVAMN. [Moatomy pesynbTar aHanmsa Ha CA 15-3,
HEe3aBVCUMO OT 3HaYeHUs, He cnexiyer MHTEPMPEeTUPOBaTL

KaK abcoMoTHOE 0Ka3aTebCTBO Ha/IMUWA U OTCYTCTBUS
3/10Ka4ECTBEHHOTO 3a60/1eBaHMA. 3Ha4eHUs, NMOMyYeHHbIE

a aHanmse Ha CA 16-3. cnegyeT MHTEPNPeTUpOBaTL C

YYETOM [IaHHbIX, MOMyHEHHbIX B XOAE BbIMOSHEHUS XKDyrnX
AnarHoctnyecknx npouedyp Tect Alinity | CA 15-3 He go/mkeH
MCNONb30BaThCA B KaYeCTBe Tecta A4/l CKPUHMHIA paka.
CA 15-3 Kanmbparops! (Alinity i CA 15-3 Calibrators)
MOCTaB/AOTCA B pa3sefeHHOM Buge. CrieLyanbHbIii MPOTOKON
pasBoAuT BCe KOHTPOMM 1 06pasLipl C TeM e (aKTopoM
KOHEYHOIO pasBefeHws, UTo 1 Y pas3BefeHHbIX KambpaTopoB.



e [JlaHHble NO penpeseHTaTeHbIM PaboUMM XapaKTepycT1Kam
npegcTasneHbl B pasgenax OXXVNAAEMBbIE 3HAYEHIAA
n CMNEUNPUNYECKME PABOYME XAPAKTEPUCTKW.
Pe3ynbTaTbl, MNOMy4eHHble e OTAEeMbHbIX NTabopaTtopusx, MoryT
OT/MYATLCA OT 3TUX AaHHbIX.

1 OKNOAEMbIE 3HAUYEHWNA

JlaHHOB vccnepoBaHve nposoawiocs Ha cucteme ARCHITECT |
System.

B faHHOM pasfene npeactas/eHbl fJaHHbIe MO perpe3eHTatMBHbIM
pabouvm xapakTepucTukam. PesynbTarbl, MOyHeHHble B OTAEMbHbIX
Nabopatopusix, MOMYT OTIMYATbCA OT NPMBEAEHHbIX AaHHbIX.
Kavkoii nabopatopui pekoMeHZYeTCs yeTaHaB/MBaTb COGCTBEHHbIN
pethepeHCHbIN AnanasoH, OCHOBaHHbIN Ha cnemmndurke pervioHa n
XapaKTePUCTUKaX MOy AN,

PacnpepgeneHve 3HaveHwii B Tecte Ha CA 1S-3 npu uccnegoBaHn
396 06pasLoB MPeACTaBeHO B TabULIE HIDKE;

PknpegeneHm 3uTusii i tecra ARCHITECT CA

MpouiekT 1%)
Kon-sotectn-  0-31.3 31.4-s0 601 -120 >120
pymuL w/ml u/ml U/mL U/mL

KNNHWYECKW 3[0POBbIE
KT HBI 9 99.0 10 0.0 00
(B MBpMOA,
np(meHonay3bl)
JKBHLLWHbI 100 99.0 0.0 10 0.0
(«nepuog,
JIOCTMEHOTUY3bl)
My>KUVHBI 197 985 15 0.0 00
Oblee 3% 987 10 03 0.0

Q faHHOM unccnefoBaHK Y 99.0% 300POBbLIX YKEHLLMH pPe3ynbTartbl
Tecta Ha CA 15-3 6bIm Hbke nm paBHbl 31.3 U/mL (cpegHee
3HaveHne 130, CKO "wi7.0). Kaxwioli nabopatopum pekoMeHayeTcs
YCTaHOBMUTb CBOM COGCTBEHHbIV pethepeHCHbIA Avana3oH 3HaueHwin
[N uccnefyemoi nonynsumm.

MOHWTOPUHI COCTOFHAY NalLyIeHTOK C A1arHO30M paka MOJIOHHOV
Aeneabl

Mpn MOHUTOPUHIE COCTOSHWA NaLMEHTOK, CTPaJAIOLLMX PakoM
MOJIOHHOI >Kenesbl, M3MEHEHUs 3HaUeHWI, Habiloaemble B CEpUn
TectoB Ha CA 15-3, crefiyeT MHTEPNPETMPOBATL B COYETAHUN C
[iaHHBIMU JPYTVX KIMHUYECKUX METOAMK, MpefHasHaueHHbIX /1A
MOHUTOPUHTa paka MOJIOYHOW esesbl. APheKTMBHOCTL TecTa
ATCKMNECT CA 15-3 kak BCriomorare/isHoro cpefcrsa npu
MOHUTOPUHrE CTaTyca 3a60/1eBaHNs Y MaLyIeHTOB C PakoM MOJIOYHOM
Athnesbl onpegensnack nytem OLEHKN U3MeHeHWn ypoBHei CA 15*3
B CEPUI CbIBOPOTOUHbIX 06Pa3LI0B KPOBU M M3MEHEHWIA a cTaTyce
3a60/1eBaHVis. bblNo MPOBEAEHO UCCeoBaHVe Ha Matepunie 74
06pa3LoB, 3a6paHHbIX Y MaLMEHTOB; BCero 6bI1o NposeaeHo 377
HabntoaeHWiA. CpefHee Ymncno HabnkaeHA Ha oxiHoro nauyeHTa
coctasuno 5.1. BbUio onpeagneHo 3HaunTeslbHOe U3MEHEHVE B
KOHLIeHTpauun CA 15 e Byfe MNoBbILLEHVA pe3y/bTaTa, KOTopoe
COCTaBU/O MO MeHbLLel Mepe 9575% [T0 ecTb, B 2.5 pasa BblLLe,
Yem o6LLee 3HadeHre %KB (3.83%)). 76% (50/66) naumeHToB

CO 3HaYMTE/bHBIM MOBbILLEHWEM Pe3y/ibTata e Cepun 0bpasLos
KOpPenMpoBa/iv € Nporpeccueit 3abonesaHns, Toraa kak 65%
(153/237) cepvin 06pa3LLOB NaLMEHTOB HE MOKa3a/In 3HAUUTE/bHbIX
n3vieHeHnin B aHanm3e CA 15-3, T.e. KoppenmpoBam 6e3
nporpeccun. CyMmapHOe COOTBETCTBUE [JaHHOIO VCCefjOBaHNA
coctaBuno 67% (203/303). B Tabnuue Hke NpeacTas/ieHbl JaHHbIe
B CXeme Knaccuimkaumm 2x2.

Mamamues a gl s<(anmlnss va nocnagemtmbHyH) lupy
N3mamakBaa

KMLUeHTpauas CA OreyTcTasa apo-

15-3 (chorpeccan rpaccas O6Lee
>9 575% 64 1
< 9575% 153 169
Obuee 66 237 303
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Tab;mua pacnpesfeneHns pesyilbTaToe Ha ogHOro nauyeHTa
npeacTasneHa Hwke. [JeBAHOCTO ceMb NPOLIEHTOB (97% mn
36/37] nauyeHToB CO 3HaYUTE/IbHLIM MOBbILLEHVEM 3HAYEHUS B
cepuy 06pa3LioB KOPPEMPOBa/M C MPOrpeccuelt 3aboeBaHus,
TOrja Kak Agafuarb CeMb NMPOLEHTOB (27% wn 10/37) cepuiiHbIX
06pasLioB NaLMEHTOB He MOKAa3a/IM 3HAUMTESbHbIX M3MEHEHWIA B
KOHUeHTpaummn CA 15-3, T.e. KoppenmpoBanm 6e3 Nporpeccun.
CyMMapHOe COOTBETCTBME [aHHOTO MCCNefoBaHWs COCTaBuIo 62%

(46/74).

Nanmeum CTIABN}60/1<HBA Ml kapkgoro riuBoHn
M3moHOHEE =

nmxuwpaass CA ITCYT/TIBO rpo-

18-3 JNporpsccus rpeccss oM
> 9.575%'

< 9,575%

060 37 37 74

1 CNEUNPUNYECKNME PABOYNE
XAPAKTEPUCTUKW

6 faHHOM pasfene npefcTaB/eHbl JaHHbIe MO Perpe3eHTaTMBHbIM

pabouMM XapakTepycTMKaMm. PesynbTarbl, MOMyHYeHHble B OTAE/bHbIX

NnabopaTopusiX, MOTYT OT/IMYATLCS OT MPUBEAEHHBIX faHHbIX.

Ha aHanuzatope Allnity | u cucteme ARCHITECT | System

VCTOMB3YHOTCA OfIHN 1 Te Ke peareHTbl 1 COOTHOLLIEHUs 06pa3Lia/

peareHTa.

Ecnun He ykasaHo Apyroe, Bce UcCefoBaHNs MPOBOAVMCE Ha

aHanmzatope Alinity i.

Bocnpon3sognmocTb

Bocnpon3sogMMocTb BHyTpY flaboparopun

BbI10 NpOBEfEHO vccefioBaHNe e COOTBETCTBUN C
peKoMeHzaLmMAMN fokymeHTa EPO5-A2 (XS ViccnepoBaHue
NpOBOAWSIOCh C MCMo/nb3oBaHMeM 1 cepum CA 15-3 PeareHTOB
(Alinity i CA 15-3 Reagent Kit), 1 cepum CA 15-3 Kann”*topos
(Minlly i CA 15-3 Calibrators) n 1 cepun CA 15-3 KOHTPO/bHbIX
marepuanos (Alhity i CA 15-3 Controls] Ha 1 aHanu3arope. M5t
naHesei CbIBOPOTKN KPOBM Bblv NPOTECTUPOBaHbI HE MeHee Yem B
2 nosTOpax 2 pasa B AeHb B TeyeHue 20 aHeld.

6uyTpsi cepvm (simre-  Baylpll M60pITOR M
Ko CpCiM PMHOCTb) (06LLM)'
06[M3«( «0 (U/mL) Clo %KB (0(0] %KB
MaHens 1 120 284 0.69 24 0.99 35
ManHernb 2 118 109.2 239 22 4.03 37
MaHens 3 120 201.3 602 30 6.46 42
Narnb4 120 4390 1296 30 22,06 50
MaHenbS 119 618.7 19.26 31 3254 53

*  BK/OYAET BaprabesbHOCTb BHYTPU CEPUN, MEXZY CEpUsMA 1

MEXLY AHAMU.

HW)KHUWe rpaHnLibl U3MepeHns

BbINo NpoBefeHo vccnefoBaHNe B COOTBETCTBUMN C
pekoMeHauUnsmMm fokymeHTa EP17-A2 CLSI” WccnepoBaHuve
NPOBOANNOCH C Mcronb3oBaHuem 3 cepuii CA 15-3 PeareHTOB
(Aintty i CA 15-3 Reagent Kit) Ha 2 aHann3aTopax B Te4eHue He
MeHee 3 AHeill. Havnboree BbiCOKVe 3HauYeHUs npegena 6raHka
(MB), Nnpegena obHapyxeHus (MO) 1 Npegena KoNMYecTBEHHOro
onpegeneHus (MKO) nprBeaeHbl HUKe.

n/rbl.

re* 03
no* 04
MKO* 0.6

* 16 onpegeneH kak 95-/ NPOLEHTUNb MO pe3sy/bTatam

vccrnefjoBaHNs 06pasLIoB C Hy/eBOl KOHLIEHTPaLyeli aHanmTB b N
a 60 nosTOpax.

~ T10 onpegeneH Kak camast H3Kas KOHLeHTpauws, npu
KOTOPOI aHa/IMT MOXKET BbiTb BbISBEH C 95%- BEPOSITHOCTLIO

o pesysbTatam 1CCefoBaHNA 06pasLioB C HU3KMM YPOBHAMMN
KOHLIEHTpaLym aHanuta B N r 60 nosTopax.



" IMKO onpepgeneH Kak camast HU3Kas KOHLIEHTpaLIMA aHamTa

C MakcMmasibHbIM 3HaueHveM Bocnpomssoaumoctn 20% KB o
pesynbTatam 1ccnefoBaHus 06pasLioB C HU3KMMU YPOBHAMM
KOHLieHTpaLy aHanmta B n 2 60 nosTopax.

NnHenHocTb

BbI10 MPOBEAEHO 1CCnefoBaHre B COOTBETCTBUN C
pekomeHzauUmAaMn JokymeHTa EPO6-A CLSIN

JINHeiHOCTb AaHHOTO TecTa COXPaHAETCs B MHTepBase M3MepeHUs
ot 0.6 fo 800 U/mL.

MHTepthepeHuna

MoTeHUWanbHO MHTEPGEPUPYIOLLME SHAOTEHHbIE BELLecTBa 1
noTeHUManbHO MHTepeprpyroLLIe Npenaparb!

[JaHHoe nccnefoBaHWe npoBoawnioch Ha cucteme ABCHILLICT i
System.

CpepHss cneuudmnyHocTs Tecta AHCHITECT CA 15*3 coctaBnsieT
s 12%. ViccnenoBaHus BbIxofa Obln BbINOMHEHb! 419 CPaBHEHWS
CbIBOPOTKM KPOBW, COfiepalLiein cne~NMLine coeguHeHns B
YKa3aHHbIX KOHLIEHTPALINSX, C KOHTPO/BHOW ChIBOPOTKONM KPOBU.
WNHTEP®EPNPYIOLLLEE BELLLECTBO

Viocneyemoe BeLLECTBO KnvvHTpaLIEs ecciBayMioro BELLIECTB!
anpoH 20m(/dL

fevaoaH 6001y

[@5T177(5510 129/l

T il 3w
XVUIMUCITEPAJIEBTT1YECKWE MPEMAPATHI

Vconeyevioe BeLLECTBO KoHLpHTpaLIAA eccriefyebiora nnmncTaa
Beraacipgyon 67 pofm

Liauswm 66.7 pi/rL
Lgorouteviy 30y
Mhompoim 66

5Tl 20pgimL
Myearporaaerar 396 fig/hi

Meropexcar 132 il

MaawyHC 172iigml.

MV Klogan

TavooreH 50 py

TrrocTEpOK B0

BHOECAHR QYT 13pgy/irL

Ooyrvie NOTEHUMaIbHO MHTEOPELVCTITIONE COCTOSHUS

[JaHHOB nccnefoBaHne nposogwioch Ha cucteme ARCHITECT 1
System.

Bbina nposeaeHa oueHka Tecta ARCHITECT CA 15-3 Ha marepuasne
06pa3uos ¢ HAMA 1 pematow/prbiM thaktopom (RF) ans
nocrefyroLLein oueHky crneumduyHocTn Tecta. K natn obpasuam,
NoNoXuTeNbHbIM Ha HAMA, 1 st 06pa3sLiaM, MoNoKUTeNbHbIM

Ha RF. f06aBs/N aHTUIeH, BbisSBNsSEMbIA aHTUTenamm DF3, B
KOHUeHTpaLmmn 35 1 250 U/mL. 3HaveHus cpeaHero % Bbixoda
npeacTaBneHbl B Tabnmue Huke.

KrvHaqeckoe cocTorHHe Korreo oeaLpe Openveii % BoXQ
HAVA 10 IcB
R 10 13

CpaBHeHVe MeTOA0B

BbU10 NpoBeAeHO UccnefoBaHNe a COOTBETCTBUM C
pexkomeHgaumamn gokymeHta EP09-A3 CLSI ¢ vcnornb3osaHvieM
MeToga perpeccumn Passing-Bablok
Ene- Kov  Koedrh  Mepece Hi- - Ogen kot
Hpl 10 KOOPEFLYA  YoH/E KIOH LEANALYH
ANity1CA  Ooeopona Lni 123 100 02 0% 06769
16-38CpeBb  KOORM
t ARCHTECT
CA15-3
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O heKT BbICOKOM A03bl

JaHHoe viccrnefoBaHve nposBoawiock Ha cucteme ARCHITECT |
System.

ShtheKT BbICOKON [03bl MPEACTaBAET COO0W ABNEHWE, MPK KOTOPOM
06pasLibl C BbICOKOW KOHLIEHTPaLWel MOryT AeMOHCTPMPOBaTb
pesynbTatbl B Npejenax AMHaMUYecKoro g anasoHa Tecta. B tecte
ARCHITECT CA 1550 06pasLpl, cofepyxallye npuoamsntensHo

[0 22 000 U/mL akturema, BbisiBnsieMoro aHtutenamu DF3, He
[IEMOHCTPMPOBA/IN 3((EKT MbICOKON 03bI.

I BUBJTMOTPA® A

1 Hayes OF. Zurawskl VR Jr, Kule DW. Comparison of Circulating CA
1Ss3and Carcinoembryonic Antigen Levels in Patients with Breast
Cancer, iclin one 1986/4,1542-1550.

2. Tobias R, Rolh'weil C, Wagner J. et af. Dovelopment a>d Evaluation
of a Radioimmunoassay for the Detection of a Monoclond Antibotly
Defined Breast Tumor Associated Antigerr 11508/DF3. QIn Chem
1965:31:068

3. Milkens J, Buijs F, Hitgers J, et al. Monoclonal Antibodies A Inst
Human Milk-Fat Globule Membranes Detecting Differer/*tion
Antigens of the Mammary Gland and Its Tumors, /nry Cancer
1964:34:197-206.

4 Hiikens J. Hilgers J, Buijs F. et al. Mortoclonal Anbbodies Aganst
Human Mikfat Globule Membranes Useful m Carcinoma Research.
In. Peelers H, ed Probdes of the Biotogteet Fkjkfs: Proceedings of
the TNrty-firsl CoOoquium. 1983, Oxford. U K.. Pergamon Press:
1984 1013-1016.

5. Kule D, Inghirami G. Abe M, et al. Ditferentia) Reactivity of a Novel
MonoctOrial Antibody (OF3) with Human Malignant versus Benign
Breast Tumors. Hybridoma i€84;3:223-232.

6. Taylor-Papadimitnou J, Qendler S. Molecuiar Aspects of Mucins.
CancerRev 198811-1211-24

7. Bon GO, Kenemans P, Yedema CA, et al. Clinica) Relevance of the
Tumor Marker CA 1S.3 in the Management of Cancer Patients. In:
Cmmmeim OJA Scheiiekens H, editors. Prom Clone To Cbme. The
Netherlands; IQuwer Academic Publishers, 1990.111-122.

B Colomer R, Rulbal A, Qenolia J. etal. Circulating CA 15-3 Levels in
the Postsurgical Follow-up of Breast Cancer Patients and In Nor+
malignam Diseases. Sreasr CancerRes Treat 1989:13123-133

9. Colomer R. Rulbal A, Satvador L. Circulating Tp<or Marker Leveis in
Advanced Breast Carcinoma Correlate with the Extent of Metastatic
Disease. Cancer 1989:84:1874-1881.

10. Dnistrian A, Schwartz M. Greenberg E, et ~ CA 153 and
Carcinoembryonic Antigen in the Clinica) Evaluation of Breast
Cancer. Clinica ChimicaActa 1991,200.81-93.

11 Gion M. Mione R, Nascimben 0. et al. The Tumour Associated
Antigen CA 1S3 in Primary Breaii Cancer. Evaluation of 667 Cases.
BriJ Cancer 1991.63809-613

12 Hayes OF. Sekine H, Ohno T, et al. Use of a Murine Monoclonal
Antibody for Detection of Clrcuiailng Plasma OF3 Antigen Levels in
Breast Cancer Patients.J clin Invest 198575:1871-1678.

13, Hiikens J, Kroezen V, Bonirer IMQ. et al. MAM-6 Antigen, a
New Serum Marker for Breast Cancer Momtoring. CancerH«s
19Be46:2582-2587.

14. Pons-Anicet DMF, Krebs BP. Mira R. et al. Vakie of CA 153 in the
Follow-up of Breast Cancer Patients. 8rJ Cancer 1987:55567-589.

15 Safi F, Kohler I, Rdttinger E, et al. The Value of the Tumor Marker
CA 15-3 In Diagnosing and Monitoring Breast Cancer. cancer
1991,88574-582

18, Sliver HKB, Archibald 6L. Ragaz J, at al. Relative Operating
Characteristic Analysis and Group Modeling lor Tumor Markers:
Comparison of CA 153, Carcinoembryonic Antigen, and Mucin-
like Carcinoma-associated Antigen in Breast Carcinoma. cancer
Research 1991:51:1904-1909.

17 Tondinl C, Hayes DF, Qeiman R. et al. Comparison of CA 15-3
and Carcinoembryonic Antigen In Monitoring the Clinical Course
ol Patients with Metastatic Breast Cancer. Cancer Research
1900:484107-4112.

18 Robertson JFR, Pearson 0, Price MR, et al. Assessment of Four
Monoclonal Antibodies as Serum Markers In Breast Cancer. B urJ
cancer 1990:26 (11/12)1127-1132.

19. Geraghty JG, Coveney EC. Sherry F. et al. CA 15-3 In Patients
with Locoregional and Metastatic Breast Carcinoma carxer.
1992,70:2831-2834

20. Colomer R, Huibal A, QenoUdJ. et al. Circulating CA 15-3 Antigen
Leveis In Non-mammary Malignancies B rj cancer 1989:59:283-286.



21. US Department ot Labor, Occupational Safety and Health
Administration. 29 CFR Part 19K0.1030, Bloodbome paQiogens.

22. US Department of Health and Human Services. B/asafety/n
M/crobio/oglcel and Blomedica/ Labomtofles. Sth ed. Washington, DC;
US Qovemmeni Printing Office: December 2009.

23. World Health Organization. Laba/atory B/osafely Manuel. 3rd ed,
Geneva: World Health Organization; 2004,

24. Qlnical and Laboratory Standards Institute (CLSI). Pmlection
ot labonXOfy Morfoers From Occupationally Acquired Inlectkms;
Approvsd Quideline-Fourlh Edition. CLSI Document M29-A4, Wbyne,
PA; CLSI; 2014.

25. Clinical and Laborattny Standards Institute (CLSI], Staf/sf/caf Oue/dy
Control lor Ouanf/ier/ve Aitoasuremenfrrocedures: Principles and
Definitions; Approved QurdeHne-Third Edition. CLSI Document
C24-A3. Wayne, PA; CLSI; 2006.

26. Westgard JO. Basic ocPractices. 3rd od. Madison, WI: Westgard
Quiality Corporation: 2010.

27. Kinders RJ, Hass QM. Interference In Immunoassays by Human Anti-
Mouse Antibodies. EurJ cancer 1990;28:647-648.

28. Schroff RW. Poon KA, Beatty SM, et al. Human antl-murine
immunoglobulin responses In patiems receiving monoclonal antibody
therapy. Cancer Res 1985;45(2]:879-6B5.

29. Boscato LM. Stuart MC. Heterophllic antibodies: a problem for all
immunoassays. Clin Chem 16B834(1].27-33.

30. Clinical and Laboratory Standards Institute (CLSI). Evaluation of
Precision RerA?rmence o f Quantitative Measurement Methods;
Approved Guideline—Second Edition. CLSI Document EP05-A2
Wayne, PA: CLSI; 2004.

3L Clinical and Laboratory Standards Institute (CLSI). £vafuar/on of
Defeefion Capability lor Clinical Laboratory Measurement Procedums;
Approved Guideline-Second Edition. CLSI Document EP17-A2,
Wayne. PA; CLSI; 2012,

32. Clinic” and Laboratory Standards Institute (CLSI) Evalualion of
the Linearity ot Quantitative Measuremenf Procedures; A statistical
Approach; Approved Guideline. CLSI Document EPO6-A. Wayne, RA
CLSI: 2003.

33. Clinical and Laboratory Standards Institute (CLSI). Measurement
Procedure Comparison and Bias Estimation Using Patient Samples:
Approved Guideline-Third Edition. CLSI Document EP09-A3. Wayne,
PA: CLSI: 2013.

thopmar uucen;

* B kayecTBe pasgenmTens TbiCsH 1CNOMb3yeTcs Npoben (Mprmep:
10 000 06pa3LoB).

* B KauecTBe pasfenmrenst AeCATUYHbIX 3HAKOB VICMOMb3yeTcA
TouKa (Mpumep: 3.12%).
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Vicnons3yemse CUMBO/IbI

CuHBonbl 1801w aB
Cm. MHCTPYKLMIO NO
NPYMEHEHNIO
M3rotoBuTesb
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Jocrato4Ho gns

TemneparypHbli vanasoH

Vcnonb3oBarb Ao/Cpok rogHoCcTn

N X = E

MegunumHckoe vspenvie ans
[NarHoCTUKK In Vitm
Homep cepun

KaTanoxHsiii Homep

CepuiiHbIii HoMep

Aunrma nwasrvH

|eoKIUOATS| KoHwtorar

lcontaimsiasm ! CoaepXuT asng Harpus.

IV KOHTaKTe C KUCIoTaMu
06pasyeTcs BbICOKOTOKCAYHbIiA
ras.

[Jvctpnbbtotop B CLLUA
VHhopmaums Tonbko gnis CLLUA

DWIiHBUTsem TVBum eT1
IBtfOnUNOM FOB MM oNUrl

IMMMIOMSKBFONNilU 1 MepesopauvBat (K0/1-B0) pa3

kacuorasancw 1 MuikpoyacTvLp!

Ipkorucid for ABBOITav i MpowusseaeHo ans Abbott
FROeUCTOFum 1 Mpogykr CLUA

fRIO N iyl [ 1cnonb30BaHNA TOMBKO

MEAVILIMHCKVIM PabOTHKOM
(NpVYMEHMMO TONMBKO K
knaccugmkaumm CLLA)

Allnity n ARCHITECT aBnsit0TCA TOProBbIM/ MapKamy KOMMaHA
Abbott Laboratories B pasnnuHbIx topucavkumsx. Bee apyrve
TOProBble Mapky SABNAHOTCA COOCTBEHHOCTBLIO COOTBETCTBYHOLLIVIX
BNajesbLieB.

Abbol GmbH &Co. KG

M LL Max-Planck-Ring 2
65205 Wiesbaden

Germany
*¥9-6122-530

Ce€

IMsTRwvTBEM THIMM BY 1

Abbott UboratOfto
Abbott Park, 1180084 USA

FProoucco For ABBOTT BY|

Hijirebio Diagnostics, Inc.
201 Great Valley Parkway
Malvem, Pennsylvania 1935S, USA

CepBucHas nogneprkka: O6palLiaiitecb K CBOEMY MECTHOMY
NpeLCTaBUTENIO UM CMOTPUTE KOHTAKTHYIO MH(hOPMAaLIMIo AN
Balleli cTpaHbl Ha caiite www.abbottdlagrwstics.com

Pepakuwns: asryct 2018 r.
©2016, 2016 Abbott Laboraiories

ABTOPU30BaHHbIN NPeacTaBUTE b M3rOTOBUTENS Ha TEPPUTOPUN
Poccun v gpyrmx ctpad CHT:

O6LLLECTBO C OrPaHWNYeHHO OTBETCTBEHHOCTLHO

"3660TT Jlaboparopms”, 125171, Poccus, r. Mocksa,
NeHvHrpagckoe wocce, 16A, ctpoeHve 1,

Ten: « /7 (495) 258 42 80; hakc: *7 (495) 258 42 81



MPNNOXEHUE

K VIHCTRYKLIM J10 MPUMEHEHVIIO Habop peareHToB /19 KO/IMYECTBEHHOTO
onpepeneHns oHKomMapxepa CA 15-3 VbIMyHOXEMWIFOMUHECLIEHTHBIM
METOZOM € CbIBOPOTKE Vi N/1a3Me KPOBI YeroBeKa Ha MMYHOXMMUECKUX
aHanusaropax Almity i “CA 15-3 Pearems (Alinity | CA 15-3 Reapent Kit)'
ons Pocevn

TPAHCMOPTUPOBKA

V3aenve pekoMeHayeTcs TpaHCropT1poBaTh Mpy Temneparype 2-8*C e
TEPMOKOHTE/iHEpax ~ OfHOPA30BOrO  MO/b30BAHMS,  COAEPMALLMX
XNaf03NeMeHTbI, WM B TEPMOKOHTEViHEPaX MHOTOKDATHOMO NMpUMEHeHVIS
C aBTOMAYecKM  MOAEMKMBAEMOA  TeMmrnepatypoid wm e
aBTOpedpYIKepaTopax C UCTob30BaHVIEM TEPMOVHAMKATOPOB. Vi3aenve
OCTaeTcs CTabWibHbIM [0 OKOHYaHMS CPOKa FOAHOCTY, YKA3aHHOTO Ha
yrnakoBke. Mpy TPaHCMOPTYPOBaHUA € HapyLLEHVEM TeMMepaTypHOro
pexvMa  u3genvMe He MOLIEXUT MPUMEHeHVIO.  TpaHCropTpOBKa
OCYLLIECTB/ISETCA BCEMM BUAMM TPaHCTIopTa B KPbITbIX TPAHCMOPTHbIX
CpefctBax B COOTBETCTBMM € MpaBWiaMM  MEPeBO3KA  MPY30B,
[IeVCTBYIOLLIMI Ha KXK0M BJE TpaHCnopTa.

FAPAHTUMHBIE OBA3ATE/IbCTBA

Mpovi3BoavTeNb  rapaHTUPYET, YTO MPU MPaBWILHOM  XpaHeHu 1
o6pallieH u3nenve OcTaeTcA CTabWibHbIM [0 WCTEHEHWS CpoKa
rogHOCTN. MakcuMarbHbIi CPOK FOAHOCTV MEMMLIMHCKOrO U30enus He
6ornee ~2 MecALEB C fAaTbl MPOV3BOACTBA. Vi3aenve, xpaHuBLLEECH C
HapylLeH/ieM  persiaMeHTVPOBaHHOTO  MPOVBBOMTENIEM  PEXVIV,
MPUMEHEHVIO Ha MO/ IEXUT.

TEXHWYECKOE OBCJ/IY>XUBAHWE

He Tpebyertcs

TEKYLWWA PEMOHT

Hetpebyetcs.

AAHHBIE ONA YTUNUSAUMN U YHUUTOXXEHNA
MEAVNLIMHCKOIro N3AENNA

MemLyHeKoe M3aenvie YIWIMBMPYHOT U YHUHTOX@IOT B COOTBETCTBAM C
npaswiaMm obpaLLieHVa c MEAVLIHCKVMA oTXoJaMM,
pemnavekvpytowpmnes  Cadlve 21.72790-10 ot 12122010
«CaHUTaPHO-3MMAEMVO/IOTNYECKV e  TPeOoBaHNA K ODpaLLigHMIO
MEIVLIMHCKVIMN OTXO[aMM>.

Heobxogmo crefoBaThb HaLWoHarbHbIM CTaHAAPTaM Mpy nepejade 1
YTWINBALWV U3LIENNS, €TO KOMIOHEHTOB U YTIAKOEKM.
HALUMOHANBbHBIE CTAHOAPTBI 1 HOPMATVBHASA
JOKYMEHTAUWA. MPUMEHAEMBIE KM,

FOCT P 51352-2013, FOCT P EH 13612-2010, FOCT P MCO 23640-
2015, FOCT P UCO 18113-1-2015. TOCT P ACO 18113-2-2015,TOCT P
MCO 1S223-1-2014. MNocraHoBneHve Mpasutensctea PO ot 27 aexkabps
20121. Nol416 «O6 ymBepKaeHMM MpaBWI1  FOCYAapCTBEHHONA
percTpaLym MeyiLMHCKVX U3aenuia», Mpvkas MuHaapasa Poccumn ot
08.08.2012r Ne4H, Mprkaz MuHagpasa Poccm ot 09.01.2014r. N>2H.,
Mpvikazom MuHucTapceTBa 3apasooxpaHeHit P® Nt 11H ot 19 sHeaps
2017T.

MOTEHUWMAJIbHbIV NMOTPEBUTE/b

MegyupHekoe m3genve CA 15-3 Peerensl (Alinity tCA 15-3 ReaQent KI)
NPefHaXa4YeHo  ANA  WCMOMb30BaHWA O PasuHbX  KIVMHVKO-
NabopaTopHbIX YCMOBUSX, BKIOYas, 6e3 orpaHuyeHVs, 6OMbHULBLI Y
naboparopum, NEPCoHaN KOTOPbIX MPOLLIEN 06yHeHVie MO VICTHME30BaHO
aHanmzatopa Alinity i.

NH®OPMALUMA O HATNYMM B MEAVUMNHCKOM
N3OENTNN TEKAPCTBEHHOIO CPEACTBA

He copepur

CTEPUNBHOCTb

MocTaBnsercs B HECTEPWILHOM  BUJE.
nprMVeHeHviemM He TpedyeTcst.
MH®OPMALNA (0]
NMPUMEHEHWA

He noanexxviT noBTOpHOMY MPUMEHEHUIO.

MATEPUANBI XXNBOTHOIO MPOUNCXOXAEHUSA

Marepuriaribl  >KMBOTHOTO  MPOVCXOXKAEHWA  MPOBEPEHbl U pUCKA
npyveHerns MA ykasaHbl B [acriopre 6e3onacHocTv. [Macnopra

Crepwmzaupss  nepeq,

BO3MOXHOCTWU MOBTOPHOIO
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6e30MacHOCT MOXHO HaiiTy Ha caiite wwwi.abbott6lagnosticBcom wm
o6patuTech KMECTKOMY MPeACTaBUTENIO,

NMOKA3AHWVA K NMPUMEHEHWIO

TecT ¢ ucnons3osaHvem CA 15-3 PeareHTbl (Alinity i CA 15-3 Reagent
Kit)  aBnsetca  XeMyWIOMMHECLIEHTHbIM  VMMYHOBHa/II3oM  Ha
MyKpoyacvuax (CMIA) Ansi KOMMYECTBEHHOMO OMpesenieHns aHTureHa,
BbISB/ISEMOro aHtUTelamm OP3, B CbIBOPOTKE U M/1ia3Me KPOBU YerloBeka
Ha aHanmsatope Alinity |.

TecT ¢ ucrnonb3osaHviem CA 15-3 PeareHTbl (Alinity i CA 15-3 Reagent
Kit) npvMeHsieTcs B Ka4ecTBe BCrioMOorare/lsHOro CpeacTsa Mpu fiedeHn
6O/bHbIX  PAKOM  MOMOYHOM Kenesbl cTaguidi Il n 111 CepuiiHoe
TECTUPOBaHME MALWIEHTOB Ha 3HAYeHUs1 KOHLEHTpaLmii CA 15-3 fO/mKHO
NPOBOAMTECA  COBMEAHO C  APYTUMM  KIMHAYECKUMM  METOZaMM
MOHVTOPVHIa paka MOSIOHHOI YKeresbl.

MPOTVBOMOKA3AHNA K MPUMEHEHWIO

He npyiveHmvo.

YCNOBWA XPAHEHUA NTMPUMEHEHA

XpaHeHvie MeMLMHCKOrO M3aenvs npu Temneparype ot 2*C go 8'C
[O/DKHO  OCYLLECTBMIATHCS B XONOQWbHBIX — KaMepax wm  a
XONOANbHUKA. 06ECMEUMBAIOLLIVIX pernameHTVPOBaHHbI
TEMMNEePaTYPHbIV PEXM C eXKeIHEBHOI pervicTpaumeii Temneparypbl
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2660TT 'M6X & Ko. KIF Ten:+49 61 22 58 0

Makc-InaHr-PuHr 2, ®dakc; +49 61 22 58 1244
65205 BucbageH
n/a 1303, 65011 BucbaseH

Moanuce: /nognucaHo/ [Nara: 13 nionsa 2020T.

3amaH KxaH (Zaman Khan)

3amecTuTesnlb ANpeKTopa

Mo HOPMaTMBHO-NPaBOBOMY PerysiMpoBaHuio
PernoH EBEBA v lNakuctaH

2660TT F'M6X & Ko. KIr

2660TT TM6X & Ko. KIN
Makc-InaHk-PuHr 2

65205 BucbageH-[enbkKeHxaim
MepmaHua

/MeyaTb: 2660TT
2660TT TMOX & Ko. KI™
MakC’InaHK-PuHr 2

65205 BucbapaeH/
FOpugnuecknin agpec; BucbageH
PaioHHbIl cyn BucbageHa HRA 4888 YnpaBnsoLWnii:
Hecywinii nepcoHanbHyt0 0TBETCTBEHHOCTb KOMMaHbOH: KpuctunaH Mpanoy (Kristian Grapow)
2660TT MeHegKMeHT TM6X Fper Anbbepr (Greg Ahlberg)
KO puanyecknii agpec: BucbageH Mpepcenatens HabngaTeIbHONoO coBeTa:
PalioHHbIN cy g BucbageHa HRB 12889 Xarime A. KoHTpepac (Jaime A. Cintreras)

OifaiiuiianbiiQe :}acBunn(rrenbcTBoBaHME

HacTtosawnm odvumanbHO YNoCcToBEPSETCH, 4TO r-H 3amaH .XaH
2660TT TM6X & Ko, KI' Makc-INnaHk-PuHr 2, 65205 BucbageH,
CO6CTBEHHOPYYHO MOCTaBW/ BbILLECTOSILLLYIO MOANUCL B NMPUCYTCTBUU
nognlicaslierocs npegcefaTens MecTHOro cyaa.

BucbageH. \b.07.2020r.

Hi B peecTpe 870'20

MowwnnHa B CO0TBETCTBUM C onoXeHMeM 0 cbopax B pa3Mepe 6 eBpo
orslayeHa

mriognvcaHa’

MN]>cacenatcnb MecTHoO/ 0 cyaa

T leyaTs: MecTHbIV evd 1. BucbageH X1 * 2;

13 mona 2020 r./nognucaHo/

3amaH KxaH (Zaman Khan)

TeKCT B AOKYMeHTE «3JKCNNyaTalUMoHHas AOKYMeHTaUus» Ha aHTIMACKOM W PYCCKOM A3blKax
NONHOCTbIO COBMaJaeT.

MepeBof C aHINNICKOrO 3blKa HaPYCCKUIA A3bIK BbINONHEH NepeBoaYnKoM LLiaTHe b Vinbeit
ANeKceeBNYEM
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Poccuiickas degepauuns. Flopog Mocksa.
[JBajguaThb BTOPOro uwnsa gBe ThicA4n ABajLaTOro roga.
A1, bBopoHMHa EBreHns BnagmmMunpoBHa, BPeMEHHO MCNOMIHAOWAA 0693aHHOCT N HOTapuyca

r. MockBbl baxTapse Onbmupbl K pPbeBHbI, CBUAETENbLCTBYD MNOAMUHHOCTL MNOAMNMUCHU
nepesogynka WatHeBa Nnbn Anekceesunya.

Mopgnuch caenaHa B MOEM MPUCYTCTBUMN,
JINyHOCTL NOANUCABLIErO JOKYMEHT yCTaHOBMEHA.

3aperncrtpnposaHo B peectpe: Ne77/52-H/77-2020
B3bickaHO no Tapugy 100 py6.

YnnayeHo 3a okKasaHue yCnyr npaBoBOro " TeXxXHN4YeCKOro xapakrtepa:

E.B. BopoHuHa
MNognuce

Meuatb

Bcero npolHypoBaHo, NpoHyMepoBaHo™

M CKPENJIEHO NeyvyaTbH.

BPUO HoTapnyca........coccveeveeiviieeiiiieennn )
Moanwuce

MevaTb

Poccuiickaa ®epepauus. Ffopog Mockea

[Bajuarb, BTOPOro niond fABe TbiCAadn ABaALLATOrO roaa.

1, BOpoHuHa EBreHus BnaguMnpoBHa, BPEMEHHO MCMOJHSALW,af 06493aHHOCTN HoTapuyca . MockBbl BaxTagse
Anbmupbl KOpbeBHbI, CBUAETENLCTBYHO BEPHOCTb KOMWUU C NPELCTaBNEHHOTO MHE JOKYMEHTA.

3apeructpmpoBaHo B peectpe: Ne77/52-H/77-2020--./'-
B3bickaHO Mo Tapudy:
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