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I, Aoibheann Gill, Regulatory Affairs Specialist, Abbott Ireland Diagnostics Division ,
Longford, 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, BoH [bkunn, CreynannucT perynstopHoro otgena, 3660TT [marHoCTUYecKoe
MoapaspeneHune Npnanauns, Slonrdopa, NpnaHamsa (Aoibheann Gill, Regulatory Affairs
Specialist, Abbott Ireland Diagnostics Division, Longford, Ireland), HacTosAwwwmM
YOCTOBEPSAI, YTO Mpuiaraemble JOKYMEHTbI B HWDKENPUBEAEHHOM 06beme CTpaHuL,
ABNAIOTCA  UHCTPYKUMAMW M0 MNPUMEHEHUID.  3TU  AOKYMEHTbl  MOSIHOCTbIO
COOTBETCTBYIOT (PAKTNYUECKOW AOKYMEHTAaLMM MPOU3BOANTENS.

MHCTpYKUMA MO MPUMEHEHNI0 Ha MefuumHcKoe m3genve (Instroction for Use for
medical devise)

Habop peareHTOB A0Sl KO/IMYECTBEHHOro  onpefeneHuss  obuwiero T4
MMMYHOXEMUTIOMUHECLUEHTHBLIM METOAOM B CbIBOPOTKE U NJsiasMme KpoBU YeEi0BEKa
Ha MMMYHOXMMUYecKux aHanmsatopax Alinity i «T4 O6wmin PeareHTbl (Alinity i
Total T4 Reagent Kit)»

Mo TeKCTy MHCTPYKLMM BCTPEYAOTCS BapuaHTbl HAMMEHOBAHUIA MEAULMHCKUX U3LENWiA, NpUBEfEHHbIE B
Tabnmue HWXe, KOTopble ABMSKOTCA CnpaBeanBbIMU M paBHO3HaYHbIMK (Instmction for Use includes the

HavMeHoBaHMe Ha HanmeHoBaHMe MeAULIMHCKOTO U3feNNA Ha PYCCKOM CokpatieHHoe
aHrINACKOM A3blKe HanmeHoBaHwe (no
TEKCTY [OKYMEHTa)
|I/I I I Habop peareHTOB [A/1 KOMMYECTBEHHOrO OnpeaeneHus T4 O6wyi

fcfciero T4 VMMYHOXeMWUMIOMUHECLEHTHBIM MeTogom B PeareHTbl (Alinity i
nnasMe  KpoBu  uvenoseka Ha Total T4 Reagent

AL AAAnnnnan~Ap pzaTopax Alinity | «T4 O6wmii — Kit)

Peareir™ ANAANBAT 4 Reagent Kit)» .
Alinity i Total T4 KanupaTopbi obecrieveHns  npasuibHoCTH 14 Obuymid
Calibrators KONIMYECTBEHHOI O onpegeneHus obLero T4 Kanubpatopel

VIMMYHOXEMUTIOMUHECLIEHTHBIM MeTOf0M B cbiBopoTke u  (Alinity i Total T4

nnasme KpoBM 4enoBeka Ha MMMyHoxumnueckux — Calibrators)

aHanmsatopax Alinity i «T4 O6wwuii KannbpaTopsl

tAlinity i Total T4 Calibrators)»

Alinity i Total T4 KOHTpOnbHbIE ~ MaTepuanbl  Ans noaTeepxaeHns 14 O6wwuit
Controls BOCMPOW3BOAMMOCTM Y NPaBW/IbHOCTU KOIMYECTBEHHOIO KOHTpO/IbHbIE o
onpegeneHns 061Lero T4 Matepuansl (Alinity

NMMYHOXEMUTIIOMUHECLIEHTHBIM METOA0M B chisopoTke 1 | Total T4 Controls)
nnasMe KPOBM YeloBeKa Ha  MMMYHOXMMNYECKMX

aHanmzatopax Alinity i «T4 O6wwuit  KOHTpo/ibHblE

matenuansl (Alinity i Total T4 Controls)»

3NEKTPOHHAS KONHA 0GOPMAEHA IEHTPOM HCMIbITAHI W PETUCTPALIMI MERHLMHCKUX H3ENHIA
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Alinity i
Total T4 Reagent Kit

Read Highlighted Changes: Revised February 2018.

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

H name
Alinity i Total T4 Reagent Kit

BINTENDED USE

The Alinity i Total T4 {TT4) assay is a chemiluminescent microparticle
immunoassay (CMIA) used for the quantitative determination of
thyroxine (Total T4) in human serum and plasma on the Alinity i
analyzer.

The Alinity i Total T4 assay is to be used as an aid in the
assessment of thyroid status.

ISUMMARY AND EXPLANATION OF THE TEST

Thyroxine (T4) is an iodine-containing hormone which has a
molecular weight of approximately 777 daltons and is secreted

by the thyroid gland. T4 and its associate thyroid hormone T3 are
responsible for regulating diverse biochemical processes throughout
the body which are essential for normal metabolic and neural
activity.'

Although T3 has greater biologic potency”, T4 is normally present in
human serum in approximately 50-fold excess of circulating T3 and
accounts for more than 90% of the circulating protein-bound iodine.
T4 is 99.9% bound to serum thyroxine binding proteins (TBP). The
hormone is transported bound primarily to thyroxine binding globulin
(TBG) and secondarily by thyroxine binding prealbumin (TBPA) and
albumin.” Less than 0.05% of the total circulating T4 is unbound and
therefore biologically active.” ~Clinically, T4 measurements have
long been recognized as an aid in the assessment and diagnosis
of thyroid status. Elevated T4 values are characteristically seen in
patients with overt hyperthyroidism, while T4 levels are generally
depressed in patients with overt hypothyroidism. Normal T4 levels
accompanied by high T3values are seen in patients with T3-
thyrotoxicosis.® T4 levels are altered by physiological or pathological
changes in TBP capacity.® *Thyroxine binding globulin (TBG)
capacity has a pronounced effect on the concentration of thyroid
hormones. Consequently, T4 levels may be elevated with increased
concentrations of TBG, such as in pregnancy, administration of oral
contraceptives or estrogen, infectious and chronic active hepatitis,
biliary cirrhosis or congenital increase in TBG levels.”N® Conversely,
when TBG levels are decreased, such as in nephrotic syndrome,
androgen therapy, glucocorticoid therapy, major systemic illness or
congenital decrease of TBG, T4 may be reduced.

Drugs which compete tor protein binding sites, such as
phenylbutazone, diphenylhydantoin or salicylates, can result in

a depressed T4 measurement.N'® Serum T4 levels in neonates

and infants are higher than values in the normal adult, due to the
increased concentration of TBG in neonate serum.'®

While in many cases T4 values give good indications of thyroid
status, T4 values should be normalized for individual variations in
thyroxine binding protein (TBP) capacity. The Free Thyroxine Index
(FTI) is conventionally used to achieve this measurement.™

To ensure maximum diagnostic accuracy, the final definition of
thyroid status should be determined in conjunction with other thyroid
function tests such as TSH, Free T4, Total T3, FTI and clinical
evaluation by the physician.
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IBIOLOGICAL PRINCIPLES OF THE PROCEDURE
This assay is a two-step immunoassay for the quantitative
determination of thyroxine (Total T4) in human serum and plasma
using chemiluminescent microparticle immunoassay (CMIA)
technology.

Sample and anti-T4 coated paramagnetic microparticles are
combined and incubated. Bound T4 is removed from the binding
sites on thyroxine binding globulin, prealbumin and albumin. The T4
present in the sample binds to the anti-T4 coated microparticles.

The mixture is washed. T3 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 an inverse relationship between the amount of
Total T4 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 Total T4 Reagent Kit 07P95

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.

HiF] 07P9520 07P9530
Tests per cartridge 100 600
Number of cartridges 2 2
per kit

Tests per kit 200 1200
IMICROPARTICLES | 6.6 mL 32.1 mL
ICONJUGATE 1 6.1 mL 31.6 mL

IMICROPARTICLES 1 Anti-T4 (sheep) coated microparticles in TRIS
buffer with sheep 1gG stabilizers. Minimum concentration; 0.05%
solids. Preservative; sodium azide.

(cthjucate ITg acridinium-labeled conjugate in MES buffer
with NaCl and Triton X-100 stabilizers. Minimum concentration;
0.2 ng/mL. Preservative; ProClin 300.

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.'®"®
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|Tbe following warnings and precautions apply to. 3------------- 1 -

WARNING Contains methylisothiazolones.

H317 Mav cause an allergic skin reaction.

Prevention

P261 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.

Response

P302-IP352 IF ON SKIN: Wash with plehty of water.

pP333+P313 If skin irritation or rash occurs: Get
medical advice / attention.

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

Disposal

P501 Dispose of contents / container in

accordance with local regulations.

The followihg warnihgs and precautions apply to: |micboparticles |

Contains sodium azide.

EUH032

P501 Dispose of contents / container in
accordance with local regulations.

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

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

Reagent Handling

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

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

After mixing, place reagent cartridges in an upright position for
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 reageht level in
the cartridge and cause insufficient reagent aspiration that may
adversely affect results.

For a detailed discussioh 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 2 to 8'C Until Store in upright position,

expiration If cartridge does not

date remain upright, gently
invert the cartridge 10
times and place in an
upright position for 1 hour
before use.
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Contact with acids liberates very toxic gas.

storage Maximum Additional Storage
Temperature  Storage Time Instructions_
Onboard System 30 days
Temperature
Opened 2 to 8°C until Store in upright position,
expiration [f cartridge does not
date remain upright during
storage, discard the
cartridge.

Do not reuse originai
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 oft 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.

IINSTRUMENT PROCEDURE
The Alinity i Total T4 assay file must be installed on the Alinity i
analyzer prior to performing the assay.
For detailed information on assay file installation and viewing and

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

For information on printing assay parameters, refer to the Alinity ci-
series Operations Manual, Section 5.

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

Alternate Result Units

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

(Concentration in Default result unit) x (Conversion factor) =
(Concentration in Alternate result unit)

Conversion Factor
12.87

Default Result Unit

P

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

Alternate Result Unit
nmol/L

Specimen Types Collection Tubes

Serum Serum
Serum separator
Plasma Sodium heparin

Lithium heparin
Lithium heparin plasma separator
Potassium EDTA

r~i Abbott



* The instrument does not provide the capabiiity to verify specimen
types. Itis the responsibility of the operator to verify that the
correct specimen types are used in the assay.

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

Specimen Conditions

« Do not use:
- heat-inactivated specimens

* For accurate resuits, serum and piasma specimens should be
free of fibrin, red biood ceiis, and other particulate matter. Serum
specimens from patients receiving anticoaguiant or thromboiytic
therapy may contain fibrin due to incompiete clot formation.

* To prevent cross contamination, use of disposabie pipettes or
pipette tips is recommended.

Preparation for Anaiysis

* Foiiow the tube manufacturer’s processing instructions tor
coliection tubes. Gravity separation is not sufficient for specimen
preparation.

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

To ensure consistency in results, recentrifuge specimens prior to

testing if

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

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 or by
inverting 10 times.

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

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

e 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.

Specimen Storage

Maximum
Specimen Storage
Type Temperature  Time Special Instructions
Serum/ 210 8"C 6 days If testing will be
Plasma delayed more than

6 days, specimens
should be frozen at
-10'C or colder.

If testing will be delayed more than 24 hours, remove serum or
plasma from the clot, serum separator or red blood cells.
Specimens stored frozen at -10'C or colder for 6 days showed no
performance difference.

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.
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| PROCEDURE

Materials Provided
07P35 Alinity i Total T4 Reagent Kit

Materials Required but not Provided

* Alinity i Total T4 assay file

 07P3501 Alinity i Total T4 Calibrators

* 07P9510 Alinity i Total T4 Controls or other control material

« Alinity Trigger Solution

« Alinity Pre-Trigger Solution

« Alinity i-series Concentrated Wash Buffer

For informatioh 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 replicates sampled from the same sample
cup: 10
- Priority:

» Sample volume for first test: 74 pL
° Sample volume for each additional test from same sample
cup: 24 pL
- S3 hours on the reagent and sample manager:
« Sample volume for first test: 150 pL
°  Sample volume tor each additional test from same sample
cup: 24 pL
- >3 hours on the reagent and sample manager:
» Replace with a fresh aliquot of sample.

* Refer to the Alinity i Total T4 calibrator package insert and/
or Alinity i Total T4 control package insert for preparation and
usage.

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

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

Sample Dilution Procedures

Samples with a Total T+ value exceeding

24.00 pg/dL (308.88 nmol/L) are flagged with the code

"> 24.00 pg/dL" {">308.88 nmol/L") and may be diluted with the
Manual Dilution Procedure.

Manual Dilution Procedure

Suggested dilution: 1:2

It is recommended that dilutions not exceed 1:2.

Add 75 pL of the sample to 75 pL of Alinity i Total T4 Calibrator A.
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.

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 the lower value of
the measuring interval of 3.00 pg/dL (38.61 nmol/L), rerun using an
appropriate dilution.

For detailed information on ordering dilutions, refer to the Alinity ci-

series Operations Manual, Section 5.
aAbbott



Calibration

For instructions on performing a calibration, refer to the Aiinity 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 caiibration uniess:

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

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

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

This assay may require recaiibration after maintenance to criticai

parts or subsystems or after service procedures have been

performed.

Quality Control Procedures

The recommended control requirement for the Aiinity i Totai T4 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 acoreditation requirements and your

laboratory’s quality control policy.

To estabiish statisticaiiy-based controi limits, each laboratory should

establish its own concentration target and ranges for new controi lots

at each clinically relevant control level. This can be accompiished
by assaying a minimum of 20 replicates over several (3-5) days and
using the reported resuits to establish the expected average (target)
and variability about this average (range) for the laboratory. Sources
of variation that shouid be included in this study in order to be
representative of future system performance inciude:

* Multiple stored calibrations

* Multipie reagent iots

* Multiple calibrator lots

* Multiple processing modules (if applicable)

« Data points coliected at different times of the day

Refer to pubiished guidelines for information or generai control

recommendation, for exampie Clinical and Laboratory Standards

Institute (CLSI) Document C24-A3 or other pubiished 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 quaiity controi procedures for your
iaboratory. Recalibration may be necessary. For troubleshooting
information, refer to the Aiinity ci-series Operations Manual,
Section 10.

* Review quality controi resuits and acceptance criteria foilowing a
change of reagent or caiibrator iot.

Quaiity Control Guidance

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

guidance on laboratory quality control practices.'®

Verification of Assay Ciaims

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

Assay Ciaims in the Aiinity ci-series Operations Manual.

IRESULTS

Calculation

The Aiinity i Totai T4 assay utilizes a 4 Parameter Logistic Curve fit
data reduction method (4PLC, Y-weighted) to generate a calibration
and resuits.

For information on aiternate result units, refer to the INSTRUMENT

PROCEDURE, Alternate Result Units section of this package insert.
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Flags

Some results may contain information in the Flags field. For a
description of the flags that may appear in this fieid, refer to the
Aiinity ci-series Operations Manual, Section 5.

Measuring Interval

Measuring interval is defined as the range of values in pg/dL
(nmoi/L) which meets the limits of acceptabie performance for
linearity, imprecision, and bias.

The measuring interval of the Aiinity i Totai T« assay is 3.00 to
24.00 pg/dL (38.61 to 308.88 nmol/L).

ILIMITATIONS OF THE PROCEDURE

* For diagnostic purposes, resuits shouid be used in conjunction
with other data; e.g., symptoms, results of other thyroid tests,
ciinical impressions, etc.

« If the Total T4 results are inconsistent with ciinical evidence,
additional testing is suggested to confirm the result.

* Performance of this test has not been established with neonatal
specimens.

BEXPECTED VALUES
This study was performed on the ARCHITECT i System.
Representative performance data are provided in this section.
Results obtained in individuai laboratories may vary.
It is recommended that each laboratory determine its own reference
range based upon its particular locale and population characteristics.
A normal range of 4.87 to 11.72 pg/dL (central 95% interval)
was obtained by testing serum specimens from 437 individuais
determined as normal by AXSYM Ultrasensitive hTSH Il and AXSYM
Free T4 assays.

ISPECIFIC PERFORMANCE CHARACTERISTICS
Representative performance data are provided in this section.
Results obtained in individuai laboratories may vary.

The Aiinity i anaiyzer and the ARCHITECT i System utilized the same
reagents and sample/reagent ratios.

Uniess otherwise specified, all studies were performed on the Aiinity
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 Aiinity i Total T« Reagent
Kit, 1 iot of the Aiinity i Totai T4 Caiibrators, and 1 iot of the Aiinity i
Total T4 Controls and 1 instrument. Three human serum panels were
assayed in a minimum of 2 repiicates at 2 separate times per day on
20 different days.'®

Wilthin-Run Within-Laboratory

Mean (Repeatability) (Total)=
Panel n (lig/dL) $D %CV sD %CV
1 120 4.79 0.099 2.1 0.200 4.2
2 120 8.50 0.161 1.9 0.378 4.4
3 120 16.87 0.483 2.9 0.604 3.6

A Includes within-run, between-run, and between-day variabiiity

Within-Run Wi ithin-Laboratory

Mean (Repeatability) (Total)=
Panel n (nmol/L) SD %CV SD %CV
1 120 61.71 1.275 2.1 2.573 4.2
2 120 109.37 2.070 1.9 4.866 4.4
3 120 217.17 6.218 2.9 7.771 3.6

" Inciudes within-run, between-run, and between-day variability.
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Lower Limits of Measurement

A study was performed based on guidance from CLSI EP17-A2.
Testing was conducted using 3 iots of the Aiinity i Total T4 Reagent
Kit on each of 2 instruments over a minimum of 3 days. The
maximum observed Limit of Biank (LoB), Limit of Detection (LoD),
and Limit of Quantitation (LoQ) vaiues are summarized below.

ligyelL nmoliL
LoB" 028 360
LoCh 055 7.08
LoQ 217 2793

~The LoB represents the 95th percentile from n > 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 a 60 replicates of low-analyte
level samples and is defined as the lowest concentration at which a
maximum allowable precision of 10 %CV was met.

Linearity
A study was performed based on guidance from CLSI EPO6-A.N'

This assay is linear across the measuring interval of 3.00 to

24.00 pg/dL (38.61 to 308.88 nmol/L).

Analytical Specificity

This study was performed on the ARCHITECT i System.

Analytical specificity was evaluated with the ARCHITECT Total T4
assay and determined to have a mean analytical specificity of

£ 3.2% cross reactivity with triiodothyronine (T3) at a concentration
of 100 pg/dL in a sample containing approximately 3 pg/dL of Total
T4+ as confirmed by a study based on guidance from CLSI document

Interference

This study was performed on the ARCHITECT i System.

A study was performed based on guidance from CLSI document
EP7-A. Potential interference was assessed with the ARCHITECT
Total T4 assay and the mean interference was determined to be

< 10% for hemoglobin, bilirubin, triglycerides, and protein at the levels
indicated below.®

Potentially Interfering Substance Interferent Level
Hemoglobin <500 ng/dL
Bilirubin <20 mg/dL
Triglycerides <3000 my/dL
Protein >4.5 and<12g/dL

Method Comparison
A study was performed based on guidance from CLSI EP09-A3 using
the Passing-Bablok regression method.”\®

Correlation Concentration
Units n Coefficient Intercept Slope Range
Aiinity i Totll T4 Serum  pg/dl 112 100 001 098 31621.24
vs ARCHITECT (hol/L) (-0.10) (40,61~
Total T4 273.30)
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Note for number formatting:

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

* A period is used to separate the integer part from the fractional
part of a number written in decimal form (example: 3.12%).
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ISO 15223 Symbols
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CONJUGATE 1

ICONTAINS: AZIDE |

IDISTRIBUTED IN THE USABY |

INFORMATION FOR USAONLY]

Consult instructions for use

Manufacturer

Sufficient for

Temperature limitation

Use by/Expiration date

In Vitro Diagnostic Medical
Device
Lot Number

List Number

Serial number

other Symbols

Conjugate

Contains Sodium Azide. Contact
with acids liberates very toxic
gas.

Distributed in the USA

Information needed for United
States of America only

1INVERSIONS PERFORMED | Inversions Performed
IMICROPARTICLES 1 Microparticles

1PRODUCT OF IRELAND | Product of Ireland

1RX ONLY 1 For use by or on the order of a

physician only {applicable to USA
classification only).

Alinity, ARCHITECT, and AxSYWI are trademarks of Abbott
Laboratories in various jurisdictions. All other trademarks are property
of their respective owners.
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Diagnostics Division
Lisnamuck, Longford
Co. Longford
Ireland
+353-43-3331000
| DISTRIBUTEP IN THE USABY |
Abbott Laboratories
Abbott Park, IL 60064 USA
Customer Service: Contact your local representative
or find country-specific contact information on
www.abbottdiagnostics.com
Revised February 2018.
©2016, 2018 Abbott Laboratories
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ADDENDUM
to the Instaiction for Use Alinity i Total T4 Reagent Kit (for Russia)
SHIPPING
Recommended shipping conditions for deviceis ambient. Device is stable
until the expiration date indicated on the package. Ship in an enclosed carrier vehicle
of any kind in accordance wth 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 12
months from date of manufacturing. The manufacturing date of the medical product is
indicated in the certificate of analysis, which is availabie at www.abbottdiagnostics.com
or contact your local representative. Device must be discarded if stored with deviations
in manufacturer's requirements (GOST R 51088-2013).
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 2.1.7.2790-10 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
\Mth locai reguiations.
LIST OF APPLICABLE STANDARDS
98/79/EC, 1272/2008/EC (CLP) as amended, 1907/2006/EC (REACH) as amended,
80/181/EEC, 2009/3/EC, Regulation (EC) 1069/2009, Regulation (EC) 142/2011,
CLASS 2013 (as amended), GHS (as amended), WHSR Part 7.1 (as amended), EN
1SO 9001, ISO 13485, EN 1S014971, EN 13641, EN 13612, EN 1S015223-1, EN 980,
EN ISO 18113-1, EN ISO 18113-2, EN ISO 18113-3, EN ISO 23640, EN ISO 20776-
1, EN 13975, EN ISO 17511, 1SO 80000-1
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-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.abbottdiagnostics.com or contact your local
representative.
STORAGE

4 | Unopened and opened cartridges / bottles are recommended to be stored at a
temperature of 2“C to 8“C in refrigerated chambers or in refrigerators providing a
reguiated temperature regime.
INDICATIONS AND CONTRA-INDICATIONS FOR USE
Not applicable.
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Alinity i
T4 O6WwKin PeareHTsl
(Alinity i Total T4 Reagent Kit)

Cm. Bblfe/ieHHble n3MeHeHusi. Pefakums: deBpab 2018 T.

Heo6x04MMO TOYHO crefoBaTb UHCTPYKUMAM. [pU OTK/IOHeHUU oT
MHCTPYKLUUIA HafexXHOCTb pe3y/ibTaToB TecTa He rapaHTupyeTcs.

IHAVMEHOBAHVIE (CokpallleHHOE)

T4 O6wwnit Pearenthbl (Alinity i Total T4 Reagent Kit)

IHASHAYEHME

TecT ¢ ucnonb3oBaHnem T4 O6wunit Pearentbl (Alinity i Total T4
Reagent Kit) siBnseTca XeMUIIOMUHECLEHTHLIM UMMYHOAHaIM30M
Ha MukpoyacTuuax (CMIA) ans KoNn4ecTBEHHOro onpegeneHnsa
TUpOKcuHa (06Wmnit T4) B CbIBOPOTKE M Na3Me KPOBW YenoBeka Ha
aHanusartope Alinity I.

TecT Alinity i Total T4 ncnonb3yeTcs B kKayecTBe BCMOMOraresibHOro
cpeAcTBa OLEHKN COCTOSHUA LWUTOBUAHOI Xenesbl.

m KPATKOE OINMMCAHVE TECTA

TupokcuH (T4) ABnseTca MogocoaepXaliuM ropMoOHOM C
MOJIEKYNApHO/ Maccoii npubnusntTenbHo 777 fanbTOH,
CeKpeTUpyembIM LLUTOBUAHO xene3oi. T4 BMecTe C ropMOHOM
LMTOBMAHO xenesbl T3 0TBeYaloT 3a PEery/sumio passimyHbIxX
6GUOXUMUYECKMX MPOLLECCOB B OPraHn3mMe, HeoGXOAUMbIX A/151
HOpPMasIbHOM MeTabonmyeckoli n HepBHOW AesiTesIbHOCTU.

XoTta T3 6uonornyeckn 6onee akTUBeH”, B CbIBOPOTKE KPOBWU
yenoseka cogepxumtcsa B 50 pa3 6onblue T4, yem T3, HA Hero
npuxogutcsa 6onee 90% cBA3aHHOro ¢ 6esikaMy LUMPKYIUpYytoLwero
ropa. 99.9% T4 cBAA3aHO C CbIBOPOTOYHBLIMU TUPOKCUH
cBAsbiBaOWMMy 6enkamu (TCB). FOpMOH TpaHcnopTupyeTca

B OCHOBHOM TUPOKCWH CBsfi3bliBalOWmm rnobynuHom (TCT), a

TakXe C TUPOKCUH cBA3bliBaloWwumM npeanbbymuHom (TCMA) un
anb6ymMmnHoM.N MeHee 0,05% o6uiero T4, UMPKyAnpytoLwero B
KPOBW, HaxoAmMTCs B HE CBA3aHHOM C 6GesikaMu COCTOSIHUM, NO3TOMY
3Ta 4acCTb 6MONMOrMYEcKN aKTMBHa.™ ® KnnHnyeckas 3Ha4MMOoCTb
onpegenieHnst ypoBHsi T4 yxe AaBHO Gblnia NpU3HaHa B OLeHKe
COYHKUMUN LWNTOBUAHOI Xene3sbl. [MoBblWeHVe YPOBHS T4 xapakTepHo
O/ NaLMeHTOB C TMNepTUPEOUAN3MOM; MOHWKEeHNe ypoBHS T4
HabngaeTcst y NaUneHTOB C BbIPaKEHHbIM FMNOTUPEOUNAN3MOM.
HopMasibHble 3HauYeHust T4 B coYeTaHWM C MOBbILWEHHbIM YPOBHEM
T3 HabnogaloTca y 60/bHbIX C T3- TUPEOTOKCUKO30M.® YpOoBeHb

T4 MOXET U3MEHATLCA B 3aBUCUMMOCTU OT (PU3NOMOTNYECKUX UK
naTonornyecknx nameHeHnin konnyectea TCb.®' KoHueHTpaums
rOPMOHOB LMTOBUHOI Xefe3bl BO MHOTOM 3aBUCUT OT
BO3MOXHOCTU TUPOKCUH CBA3blBaloLwero rnobynuHa (TCr).
COOTBETCTBEHHO, YPOBHM KOHLEHTpauun T4 MOryT NoBbIWATLCA NpK
NoBbIWEHUN KOHUeHTpauuu TCI, Hanpumep, Npy 6epeMeHHOCTH,
nprviemMe opasibHbIX KOHTPALENTUBOB UM 3CTPOTeHOB, BUPYCHOM W/N
XPOHUYECKOM aKTUBHOM renatuTe, 6UIMapHOM LMppOo3e neveHn
VAN BPOXAEHHOM MOBbiWeHHOM TCIAM® HanpoTtms, nNpyv yMeHbLUeHUN
yposHsa TCI, HanpumMep, nNpu HeddpPOTUYECKOM CUHAPOME, npueme
aHAPOreHOB U [/IIOKOKOPTUKOUAOB, CUCTEMHbIX 3a60/1eBaHNAX Unn
BpoOXAeHHOM feduumnTte TCI, ypoBeHb T4 MOXET CHUXATbCS.

Mpuem fiekapCTBEHHbIX MPenapartoB, KOHKYpupyowmnx ¢ T4 3a
cBA3bIBalOLWMeE LEHTPbl Ha 6enkax, Takux Kak geHunbyTasoH,
AVPEHUNTMAAHTOUH UM canuLmnaThbl, MOXeET NPUBOAUTL K
CHWXEHWUIO YPOBHSA [JaHHOro ropmoHa.M® YposeHb T4 B CbIBOPOTKE
KPOBW HOBOPOXAEHHbIX U MNajeHLeB Gosblue, YeM Yy B3POC/bIX W3-
3a MNOBbIWEHHON KOHUeHTpauun TCr.'
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Total T4
07P95
G76301R03
B7P95R

@ 07P9520
1707P9530

MockonbKy B GONbLWNHCTBE CrlydaeB T4 sIBNAETCH XOPOLWNM
nokasarenem (yHKUMM LWUTOBUAHOW Xenesbl, 3HaueHusa T4
HEo06X0AMMO TPaKTOBaTb, YYUTbIBasi MHAUBUAYa/IbHbIE Bapuauum
TUPOKCUH-CBA3bIBatoLell cnocobHocTn 6enkoB (TCB). YcnoBHbIM
nokasarefniem Ans 3TOro ABASETCA UHAEKC CBOGOAHOr0 TMPOKCUHA
(PM)."*"®

[Nns [OCTMXEHUSA MaKCUMasilbHOW ANArHOCTUYECKO TOYHOCTM
OKOH4aTesibHoe onpegeneHne OYHKUUM LWUTOBUAHOW Xenesbl
[0/MKHO NMPOBOAUTLCS COBMECTHO C YYETOM APYrux rnokasartenei,
Takmx kak TTI, cBo6oAHbIN T4, 06wWwmnii T3, FTI U KNMHNYECKNX
[aHHbIX, MOJTyYeHHbIX BPavyoMm.

1B/10NOMMMYECKVE MPUHLIMMNBI MPOLEAYPbLI

[laHHbI TecT ABNAeTCA MeTOAOM ABYXCTyNeHYaToro MMMyHoaHamsa
A1 KOSIMYECTBEHHOTO onpejenieHns TUpPokcuHa (o6wuii T4) B
CbIBOPOTKE U Nia3me KPOBU YesloBeKa Ha OCHOBE TeXHOM0ru
XeMUIOMUHECLLEHTHOTO MMMYHOaHa/IM3a Ha MUKpoyacTuLax
(CMIA).

CMeLlunBalTCa U UHKYGUpytoTcs obpasel, U napaMarHUTHble
MUKpOYaCTULbl, CEHCUBUIN3NPOBaHHbIE aHTUTeNnaMm K Ta.
CBsizaHHbIli T4 oTAensieTcst OT CBA3bIBAOLWMX LLEHTPOB TUPOKCUH
CcBA3bIBaAOWMNX rNO6YNHA, NpeanboymMuHa n anbbymuHa. T4,
npucyTCTBYIOWNIA B 06pasLie, CBA3bIBAETCA C MUKpovacTuLamu,
CEeHCUBUNN3NPOBaHHbLIMWU aHTUTenamu K T4. [locne NPOMbIBKY
[06aBNAETCA akKpUAVH-MeUeHbli KoHboraT T3 ana o6pa3oBaHus
peakunoHHoOl cmecu, cMecb MHKY6upyeTcs. Mocne cnegytouiero
LiMKNa NpPoMbIBKN K peakuMOoHHOW cMmecu A06aBnsoTca npe-tpurrep
n Tpurrep.

Monyyaemasi B pe3ysibTare XeMU/TIOMUHECLLEHTHAA peakuus
N3MepseTcs B OTHOCUTENbHbIX CBETOBbIX eanHuuax (RLU). Mexay
konmyecTBom obuwero T4 n RLU, AeTeKTUpOBaHHbIMW OMTUKOM
cuCTeMbI, cyllecTByeT obpaTHasi 3aBUCMMOCTb.

Moppo6Hyto MHopMaLuio 0 cUCTeMe N TEXHOMNOTUWU aHannsa CcM. B
PykoBopacTee no akcnnyatauumn Alinity ci-series. Pasgen 3.

IPEArEHTDI

Copep>xnmoe Habopa
T4 O6wunit PeareHTbl (Alinity i Total T4 Reagent Kit) 07P95

NMPUMEYAHWE: HekoTopble hacoBKM AOCTYMHbI He BO BCEX CTpaHax.
O6paTtnTecb K BalemMy MeCTHOMY AUCTPUOLIOTOPY.

O6beM (ML), ykasaHHbIli B Tabnuue Huxe, o603HavaeT o6beM Ha
KapTPUAX.

07P9520 07P9530

Konnyectso TecTtoB B

100 600
KapTpuaxe
Konuuectso
KapTpugxein B Habope
Konnyectso TecTtoB B

200 1200
Habope
IMICROPARTICLES | 6.6 mL 32.1 mL
|CONJUGATE | 6.1 mL 31.6 mL

IMCROPARTICLES | MnkpoyacTuLbl, CEHCUBUAN3NPOBaHHbIE
aHTUTENamn Kk T4 (oBeubumun) B TRIS-6ychepe ¢ oBeubummn IgG B
KayecTBe cTtabunmnsaTopoB. MUHUMasIbHAA KOHUeHTpaumsa: 0.05%
TBEPAOro BelecTBa. KOHCepBaHT: a3ng HaTpus.
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[HH] 07P9520 07P9530

lcownoATE |AKPUANH-MeYeHbIli kKOHblOraT T3 B MES-6ydepe ¢
NaCl u Triton X-100 B kayecTBe cTabmnm3atopoB. MuHuManbHas
KOHUeHTpauwms: 0.2 ng/mL. KoHcepBaHT: ProClin 300.

Mpeaynpe)kaeH s U Mepbl NPefOCTOPOTKHOCTU
.S
* [ns anarHoctuku In Vitro

MepbI npegocTopoArHocTu

BHUMAHWE: [JaHHblii NpoAyKT npeanonaraeT pa6oty ¢
obpasuamu, Nosly4eHHbIMU OT yenoBeka. PeKoMeHAyeTcs cumTaTb
BCe MaTepuasbl, MOJlyYeHHble OT Ye/noBeKa, NOTEeHLMabHO
MNH(EKLUMOHHBIMM 1 0bpaLaTbCs C HAMWU B COOTBETCTBUU

co CTaHAapToM Mo 06palleHnto ¢ reMOKOHTaKTHbIMU
natoreHamu, paspaboTaHHbiM YnpasneHunem CLUA no oxpaHe
TpyZa v npombilwneHHol rurneHe (OSHA). Mpu paboTte ¢
mMaTepuanamu, cofepxalumm Uau nNpesnonoXxunTesisHo
cofepXalnmMm NHMPEKLMOHHbIE areHTbl, cneayeT cobnogaTb
npasuna 6uonornyeckoii 6e30NacHOCTA, YPOBEHb 2, UK Apyrue
COOTBETCTBYIOLWME NpasBuna 6uonornyeckoin GesonacHocTu.

Cnepytouwme npegynpexaeHns n Mepbl NPesocTOPOXHOCTN
OTHOCATCA K: lconjugate |

4>

MNPEAYNPEXAEHUVE CofepXunT METUIN30TUA30/O0HbI.

H317 MoXeT BbI3blBaTb an/iepruyeckyto
KOXHYIO peakuuio.

MNpepoTBpalleHne

P261 MN36eratb BAbIXaHUsi TymaHa/napos/
asposoneil.

p272 He BbIHOCUTbL 3arpsisHEHHYIO ofexay ¢
pabouero mecTa.

P280 Monb30BaTbCcA 3alUTHLIMU NepyaTkamu/
3alWNUTHON ofexaoit/cpeacTBaMu 3awnThl
rnas.

PearnposaHve

P302+P352 NPV NOMAOAHUN HA KOXY: MpombITb
60/bLINM KOMIMYECTBOM BOfbI.

P333+P313 Mpun pasgparkeHun KOXu UM nosiBeHnn
cbinu: O6paTUTbCA K Bpauy.

P362+P364 CHATb 3arpA3HeHHylo oAexay v
BbICTUPATbL €e fepe/ UCMO/Ib30BaHNEM.

YTunusauma

P501 YTuUnusunpyiite copepxmmoe/KoHTelHep B

COOTBETCTBUU C CaHUTAPHbIMN HOpPMaMun

P® (CaHlMuH 2.1.7.2790-10 ot 09.12.2010).

Cnegylouwme npegynpexaeHns n Mepbl NpesocTOPOXHOCTU
OTHOCATCA K: hnicropabticles |

CofepXuTt asung Hatpus.

EUHO032 Mpy KOHTaKTe ¢ KucnoTamm obpasyeTcs
BbICOKOTOKCUYHBIV ras.
P501 YTunusupyiite cofep>xmmoe/KoHTelHep B

COOTBETCTBUU C CaHUTAPHbIMN HOpPMaMun

P® (CaHMwuH 2.1.7.2790-10 ot 09.12.2010).
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MacnopTa 6e30MacHOCTU JOCTYMHbI Ha caliTe
www.abbottdiagnostics.com navM y MecTHOro npeacraButens.
Moapo6Hy MHMOopMaLnio 0 HE06X0ANMbIX Mepax
NpefoCcTOPOXHOCTY Npu pa6oTe ¢ aHanM3aToOpPOM CM. B
PykoBoacTBe no akcnnyatauum Alinity ci-series. Pasgen 8.

O6palleHne ¢ peareHTamu

* T[locne nonyyeHus Habopa pacrnofioXnTe HEBCKPbITYD KOPO6KY
3€/IeHOI MONOCOI CBEPXY M aKKypaTHO NepeBepHUTe K cebe
n oT cebs (Ha 180 rpagycoB) 5 pas, 3aTeM pacnonioxuTe
KOPOGKY 3ef1ieHoli MOM0Col CHU3Y 1 CHOBA NepeBepHUTe
K cebe un oT ceba (Ha 180 rpagycoB) 5 pa3. B pesynbtarte
XKUAKOCTb ByfieT paBHOMEPHO pacnpejesnieHa no BHyTpPeHHel
NoBEPXHOCTU (hN1AKOHOB, HaxXOAALWMXCA BHYTPU KapTpumka. Mpu
TPaHCMOPTUPOBKE peareHToB MUKPOYACTWLbl MOFYyT OCECTb Ha
MeM6paHy KpbILWKW peareHTa.

- TocTaBbTe OTMETKY Ha YNakoBKe peareHTa, O3HaualoLlyto,
4TO KapTpuaX Gbln NepeBepHYT B COOTBETCTBUM C
NHCTPYKLUMAMN.

* T[locne nepemelinBaHna 1 nepej NCNofb30BaHWEM OCTaBbTe
KapTpuaK peareHTa Ha 1 yac B BEPTUKaNbHOM MOIOXEHUN A0
MCYE3HOBEHUSA MY3bIPbKOB, KOTOPbIE MOF/IM 06pa3oBaTbCcs Npu
nepemeLuBaHnm.

e Ecnn KapTpuax peareHTa OnNpoKWHYncs, nNpuBefuTe ero
B BEPTMKa/bHOE MOJIOXKEHNE M ocTaBbTe Ha 1 yac o
MCYE3HOBEHMSA My3bIPbKOB, KOTOPblE MOM/M 06pa3oBaThCS.

e PeareHTbl nogsep>eHbl (hOPMUPOBAHUIO MEHbl W My3bIPbKOB.
My3bIpbk1 B peareHTe MOryT noMeLiatb onpeaeneHuto
YPOBHSA peareHTa B KapTpUAXe U NPUBECTU K HeJOCTaTOYHOM
acnupaummn peareHTa, KoTopasi MOXeT 3Ha4YNTeNlbHO BAUATb Ha
npaBUIbHOCTb pe3y/bTaToB.

MoapobHyto nHpopmalmio 06 obpalleHnn ¢ peareHTamMu npu

pa6oTe ¢ aHanu3aTopom CM. B PyKoBoACTBe MO aKcnayarauuu

Alinity ci-series. Pa3gen 7.

XpaHeHue peareHToB

Makcumasnb-
TemnepaTtypa Hoe Bpems [ononHuntenbHble UH-
XpaHeHunsa XpaHeHusa CTPYKUMUN NO XpaHEeHUO
HeBcKpbITbIn 2 - 8'C [o XpaHuTe B
kapTpuaAr OKOHYaHUsi  BEPTUKAIbHOM
cpoka NONOXEHUN,
rofiHoCTU Ecnn kapTpuax
XpaHuicsa He
BEPTUKA/ILHO,
aKKypaTHO nepeBepHuTe
KapTpumax 10 pas un
nepef MCrnosib30BaHNEM
ocTaBbTe Ha 1 yac
B BEPTUKA/IbHOM
NONIOXKEHUN.
Ha 60pTy Temnepatypa 30 fgHei

B cucteme
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Makcumans-
Temnepatypa Hoe BpemMs  [OMNOSIHAUTENIbHbIE VH-
XpaHeHus XpaHeHuns CTPYKLMN NO XpaHeHUto
BCKpbIThI 2-8C o XpaHute B
KapTpUax OKOHYaHWsi  BEPTUKa/IbHOM
cpoka NoIOXKEeHNN.
rogHocTu Ecnu kapTpuax
XpaHuncsa He
BEPTUKA/ILHO,
yTUnusunpyiTe
KapTPULK.

He ucnonb3yiite
NOBTOPHO KPbILIKY

peareHTa u3rotosutens

UN 3aMeHsieMble
KPbILWKX BBUAY pucka
KOHTamuHauuu

1 BO3MOXHOCTU

XapakTepucTuk
peareHTa™

PeareHTbl MOXHO XpaHWTb Kak Ha 6OPTYy CUCTEMbI, TaK U BHe
ee. Mocne N3BNEYEHUS1 peareHToB U3 CUCTEMbl XpaHUTe WX B
BEPTUKa/IbHOM MOMIOKEHUN C HALETbIMU HOBbLIMU 3aMEHsieMbIMU
KpblWKamMu npu Temnepatype 2 - 8'C. PeareHTbl, XpaHsuimecs
BHE CUCTEeMbl, PEKOMEH/YeTCs XPaHUTb B (habpuuHbIX 10TKax U
ynakoBKax Ansi 06ecneyeHnsi BePTUKaIbHOTO MOJOXeHNS.

Moapo6GHY MHOPMALIMIO O BbIFPY3KE pPeareHToB U3 CUCTEMbl CM. B

PykoBoacTBe no akcnnyatauun Alinity ci-series. Pasgen 5.

Moka3atenu nopun peareHToB

Owwnbka KanmbpoBKN WM BbIXOL 3HAYEHWUS KOHTPONSA 3a npejesibl
fAvanasoHa AoNyCcTUMbIX 3HAYeHW MOXeT CBUAETEeNbCTBOBATbL O
nopuye peareHToB. PesynbTaTbl COOTBETCTBYIOLMX TECTOB CreAyeT
cymTaTbh HeBepHbIMM, 06pa3Libl AO/MKHbI ObiTb MPOTECTUPOBAHbI
NnoBTOPHO. MoXeT noTpeboBaTbCA NOBTOPHAA kannbpoBka TecTa.

WHopmMaLmio 06 ycTpaHEHUU HeucnpaBHOCTell cM. B PykoBoacTBe

no akcnnyartauuu Alinity ci-series. Pasgen 10.

INPOLIEAYPA PABOTbI HA AHA/IM3ATOPE

Heo6xoanmo ycTaHoBUTHL cpalin TecTa Alinity i Total T4 nepes
nposejeHMeM TecTa Ha aHanusatope Alinity i.

Moppo6Hyto nHopmauuo 06 ycTaHoBKe baiina Tecta, npocMoTpe
1 peflakTUpOBaHWM NapamMeTpoB aHanun3a CM. B PYKOBOACTBE MO
akcnnyatauum Alinity ci-series. Pasgen 2.

MHtopmaLuio o BbIBOAE Ha nevatb napameTpoB aHanu3a cM. B
PykoBoacTBe no akcnnyatauun Alinity ci-series. Pasgen 5.
Moppo6Hoe onucaHve npoueayp paboTbl C CUCTEMOW CM. B
PykoBoacTBe Mo akcnnyatauuii Alinity ci-series.

AnbTepHaTMBHbIe efMHULbI U3MEPEeHNs pe3ynbTaTa

[Ons Bbi6opa anbTepHaTMBHON eAuHuLe; M3MEHUTE napameTp TecTa

"EAMHULBLI n3MepeHns”.

dopmyna nepecyerta;

(KoHueHTpauua B cTaHAAPTHLIX efuHULAax U3MepeHns pesynbTara)
X (thbakTop nepecyeta) = (KOHUEHTpaLUs B anbTePHATUBHbIX
eAnHNLax N3MepeHus pesynbtata)_

CTaHgapTHble eau- AnbTepHaTuUBHbIE
HULbl N3MepeHuns €AnHULbI n3mepeHmns
pesynbTaTa h akTOp nNepecuyeTa pesynbTarta

pg/dL 12.87 nmol/L
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m CBOP OBPA3LIA N MOAIMOTOBKA K AHA/IU3Y

Tunbl 06pasLoB

MepeyuncneHHble Huxe TUMbl 06pasLoB 6biNn BepUpULMPOBaHbI Ha
NPUroaHOCTb K MCMONb30BaHUIO B JaHHOM TecTe.

[Apyrve Tunbl 06pa3yos 1 Npobupok ana c6opa o6pasLoB He Gbinn

BEPUULMPOBaHbI HA NPUIOAHOCTbL K UCMONb30BAHWIO B JAHHOM
TecTe.

Tunbl 06pasLos Mpo6upkun ans c6opa obpasLos
CbIBOPOTKA KPOBYU CbIBOpPOTKa KpoBU
CbIBOpPOTKa KpOBU C
pasgenuTeNibHb;M renem
Mnasma Kposun Hatpwii renapvH
NnTnii renapuH
Mna3ma KpoBu ¢ NUTWIA
renapvHom W pasgenuTesibHbiM
renem
Kanvesas conb EDTA

[na aHanm3aTopa He NpefycMOTPEHa onuus BepuduKaLumm
TUNOB MCNOMb3yeMblx 06pasLoB. B 06s3aHHOCTV onepaTopa
CUCTEMbI BXOAWT NPOBEPKa NPaBUIbHOCTY TUMOB 06pasLoB,
MCNoNb3yemMbX B TECTE.

Mpu nccnefoBaHUy cepuiiHbix 06pasLLOB UCMONb3YTE OANH 1
TOT e TUN o06pasua Ha NPOTSHKEHUN BCEFO UCCNEef0BaHUS.

CocTosiHMe ob6pasuoB

e He ncnonbayiite:

- obpasupl, NHAKTUBMPOBaHHbIE HarpeBaHWem

UYTo6bl MONYYNTbL MpaBuUsibHblE pe3ynbTaTbl, 06pasLibl
CbIBOPOTKM ¥ Mna3Mbl KPOBU cnefyeT OTAenuTb OT pnbpuHa,
3pUTPOLNTOB U APYrux TBepAbIX Yactul. O6pasLbl CbIBOPOTKM
KPOBM NauMeHTOB, NOMyYaloLWnX aHTUKOArynsiLUOHHY0 1an
TPOMOONUTMYECKYIO TEpanuio, MOryT cogepxaTtb (hMbpuH B
pe3ynbTaTe He3aKOHYEHHOro 06pa3oBaHUsi CryCTKOB.
PekomeHayeTCs MCNonb3oBaHWe OfHOPA30BbIX NUNETOK

1N HaKOHEYHWKOB ANA MUNeTOK Ans npeAoTBpalleHns
nepeKkpecTHOW KoHTaMUHaLWK.

MogroTtoBka K aHanIn3y

CnepyiTe MHCTPYKUMSAM M3roToBUTENs NPo6UpoK ans cbopa
o6pa3suoBs. MNpy nogroToBke 06pasL 0B K TECTUPOBAHUIO
rpaBUTaLMOHHOrO pasfeneHns HefoCTaTouHO.

B o6pasuax He A0/MKHO 6biTb My3bIPbKOB. YAanuTe ny3sbipbku
annaMkaTopom Ao Havyana TecTupoBaHus. Mcnonb3yiiTe
HOBbIVi annankaTop Ana Kaxaoro ob6pasua, 4Tobbl n3bexarb
nepeKkpecTHON KOHTamMuUHauuu.

[ns nonyyeHus cornacoBaHHbIX pe3y/ibTaToB peKoMeHAyeTcs
NpoBOAMTbL NOBTOPHOE LieHTpUdyrnposaHne o6pasLoB nepes
TecTMpoBaHueM, ecnu

OHU cofiepxaT PUOPUH, 3pUTPOLUTLI MU Apyrue TBepable
YyacTuubl.

MPUMEYAHWE: Ecnu obpasubl cogepxart ubpuH, 3puTpoLnThbI
1Ny Apyrve TBepable YacTulbl, NepemellaiiTe iix Ha BOpTeKce
Ha HW3KOI cKopocTu unn nepesBepHyB 10 pa3 nepes NOBTOPHbIM
LeHTPUYrmpoBaHneM.

MoAroToBbTE 3aMOPOXEHHbIE 06pasLbl C/iefyoWw M 06pa3om:

* T[lepep nepemellnBaHNEM 3aMOPOXXEHHble 06pasLbl He06Xx0aANMO
NONHOCTbIO Pa3MOPO3UThb.

TwarenbHo nepemellaiiTe pa3MoOpPOXeHHble 06pas3Libl Ha
BOpPTEKCE Ha HW3KOW CKOPOCTW WM akKypaTHO nepeBepHYB
npo6upkun 10 pas.

Bu3yanbHO npoBepbTe o6pasubl. Ecnn Habnogaetca
paccnoeHve unu cTpatudukaums, NoBTopsiiTe nepemellmsaHme
[10 Tex nop, noka obpasLpbl He CTaHyT BMU3ya/lbHO OfHOPOAHLIMU.
HepoctaTtouHoe nepemelunBaHue o6pasLoB MOXET NPUBECTU K
NOIYHEHNIO HETOYHbIX Pe3y/bTaToB.

PeKomeH,qyeTcn npoBoANTb NOBTOPHOE L{eHTpVIbeI’I/IpOBaHI/Ie
obpasuos.
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MoBTOpHOe LeHTpUyrnposaHne o6pasLos

* TomecTuTe obpasubl B LEHTPUDYXKHbIE NPOBUPKN ©
LeHTpudyrupyire.

e [Ins TecTMpOBaHWSA MOMeCTUTE OYMLLEHHbIV o6pasel, B
Yalleyky Ans 06pasLoB UM BTOPUYHYI Npobupky. Ecnn nocne
LeHTpudyrmposanna B obpasiie NpuUCyTCTBYET NUNUAHBIV CMOMA,
nepeHecuTe TOMIbKO OUULLEHHBI 06pasel, 6e3 TMNEMUYECKOTO
martepuana.

XpaHeHve 06pasLoB

Makcu-

ManbHoe

Bpems CneunanbHble NHCTPYK-
XpaHeHus uum

Tun o6pasua  Temnepatypa

CbiBOpoTKa/ 2 -8"C
nnasma

KpOBU

6 aHeit Ecnm TecTupoBaHue
oTKnagbiBaeTcsa

6onee yem Ha 6 fHeld,
obpasubl cnegyet
3aMOpPO3UTb U XpaHUTb
npu TemnepaType

-10'C nnn Huxke.

Ecnu TecTupoBaHue oTKnagpiBaetca 6onee yem Ha 24

Yaca, OTAennTe CbIBOPOTKY WA NaasMy KpOBW OT CryCTKOB,
pasfeniMTenlbHOro refist 419 CbIBOPOTKM KPOBWU WM 3PUTPOLIUTOB.
O6pasubl, XpaHUBLLEeCcH 3aMOPOXEHHbIMK Npu TemrnepaType -10'C
WK HWXKe B TeYeHWe 6 AHel, He NPOLEMOHCTPUPOBANN OTKIOHEHWN
B paboumx xapakTepucTukax.

M3b6eraiiTe MHOroKpaTHbIX LMK/I0B 3aMOPO3KW1/pa3Mopo3Ku.

TpaHcnopTMpoBKa 06pasLoB

YnakoBbIBaliTe 1 Mapkupyiite o6pasubl B COOTBETCTBUK C
rocyfjapcTBeHHbIMU, (hefepanbHbIMU U MEXAYHAPOAHbIMU
Tpe6oBaHUAMM MO TPAHCNOPTUPOBKE KIUHUYECKMX 06Pa3LoB U
MH(EKLMOHHBIX BELLECTB.

INPOLIEYPA

MpepoctaBnsiemble matepuasnbl
07P95 T+ O6wumit PeareHTsl (Alinity i Total T+ Reagent Kit)

Heobxoanmble, HO He NpeaocTaBnseMble MmaTepuasbl

e Alinity 1 Total T4 daiin Tecta

e 07P9501 T4 O6wwuit Kannépatopsl (Alinity i Total T4 Calibrators)

e 07P9510 T4 O6wWwunii KoHTponbHble MaTepuansl (Alinity i Total T4
Controls) wnu apyroli KOHTPONbHbI MaTepuan

* PactBop Tpurrepa (Alinity Trigger Solution)

* PactBop npe-Tpurrepa (Alinity Pre-Trigger Solution)

e KOHLeHTpupoBaHHbIn npombiBatowmii 6ycdep (Alinity i-series
Concentrated Wash Buffer)

MHtopmaumio o matepuanax, Heo6XxoauMbIX A1t paboThbl

aHanusaTtopa, cM. B PykoBoacTBe Mo akcnayaTauum Aiinity ci-series.

Pasgen 1

WHopmaumo o maTepranax, Heo6XoAnMbIX 4N npoueayp

TEXHUYECKOro o06CnyXunBaHus, cM. B PyKoBOACTBe MO 3KCMyaTauum

Alinity ci-series. Pa3gen 9.

Mpoueaypa aHannsa

Moapo6Hoe onucaHue npoleaypbl NPoBefeHUs TecTa CM. B

PykoBogcTBe no akcnnyatauuu Aiinity ci-series. Pasgen 5.

* WHopmaumo 06 obecneyeHnn foctatoyHoro o6bema obpasua
nauueHTa npuM MCNONb30BAHUM MEPBUYHbLIX WU aNMKBOTHBIX
npobupok cM. B PykoBoacTBe Mo akcnayatauuu Aiinity ci-series.
Pasgen 4.

* YTtobbl MMHMMM3MPOBATbL 3PeKTbl ncnapeHns, nepes,
nposegeHneM TecTa ybeamTecb, U4TO B Yaweyke Ana obpasuos
npucyTCTBYET AOCTAaTOYHbIE 06beM o6pasua.

* MakcumanbHOe 4MCno MOBTOPOB M3 OAHOW Yalleyku ans
o6pasua: 10
- TpuopuTeTHble o6pasLbl:

“

O6bem obpasua Ana nposefeHUs nepeoro Tecta: 74 pL
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° Obbvem obpasua ans nposegeHns Kaxkaoro
[OMONHNTENIbHOTO TEeCTa U3 OAHON Yalleyku ana obpasua:
24 pL
- <3 yacoB Ha 6opTy:
» O6bem obpasua Ans nposBegeHns nepsoro Tecta: 150 pL

° Obbvem obpasua ons nposegeHns Kaxkaoro
[ONONHNTENIbHOTO TeCTa U3 OAHON Yalleyku ans obpasua:
24 pL
- >3 yacos Ha 6opTy:
°  TpebyeTca ceexas annksoTa obpasua.
* VHdopmauno 0 NoAroToBke M UCNOJb30BaHUN KasimbpaTtopos
N KOHTPO/IEA CM. B MHCTPYKLUMU MO MPUMeHeHuo K T4
O6wuii Kannbpatopam (Aiinity i Total T« Calibrators) wn/unu
B MHCTPYKLUM NO NPUMEHEHUIO K T4 O6LWNiA KOHTPONbHBIM
matepuanam (Alinity i Total T4 Controis).
* WHopmauno 06 06WMX ONepaLmoHHbIX Npoleaypax cMm. B
PykoBoacTBe no akcnayaTauum Aiinity ci-series. Pasgen 5.
e [N NOCTMXEHUS ONTUMasIbHbIX paboumx xapakTepucTuk
Ba>KHO CnefoBaTb CTaHAapTHLIM NpoLeaypam TEXHUYECKOoro
06CNyXnBaHNA B COOTBETCTBUM C PyKOBOACTBOM MO
akcnnyaTauun Aiinity ci-series. Pasgen 9. Ecnn npasuna pa6othbl
B Balleli nabopatopumn TpebyoT 60/ee 4acToro TEXHUYECKOro
06CNyXUBaHUS, cneayinTe MPUHATON NpakTUKe.

Mpoueaypbl pasBeaeHns o6pasLos

O6pasLbl CO 3HaYeHreM KOHLUeHTpauumn obuero T4 6onee

24.00 pg/dL (308.88 nmoi/L) nomeuvatoTca kogom "> 24.00 pg/dL”
(">308.88 nmoi/L") n mMoryT 6bITb pa3BefeHbl C UCMONb30BaAHNEM
npoueaypbl PyYHOro passefeHus.

Mpoueaypa py4yHoro passegeHus

PekomeHgyemoe passefieHue: 1:2

He pekomeHfyeTcs npesbllaTh Nponopunio passegeHnsa 1:2.
[o6aBbTe 75 pL o6pasua K 75 pL Aiinity i Totai T4 Caiibrator A.
OnepaTop Ao/MKeH BBeCTU (PakTop pa3BefeHus B 9KpaHbl 3aKasa
nauueHTa unn KoHTpons. Cuctema GyaeT MCNONb30BaTb AaHHbI
dakTop passefieHns [/ aBTOMATUYECKOro pacyeTta KOHLEeHTpauuu
obpasua 1 coobuieHuns pesynbrata.

Ecnu onepartop He BBeNn (hakTop pas3BefeHus, Heob6xoaMmo
YMHOXUTb pe3y/ibTaT Ha COOTBETCTBYIOWMIA hakTop pa3BefeHUs
[0 coobleHnn pesynbTaTta. Ecnu pesynbTar pa3sefeHHOro
obpasla MeHblle HWKHero 3HayeHus nHtepsana U3MepeHus

3.00 pg/dL (38.61 nmoi/L), noBTOpUTE TECT, UCNONL3YSA MpaBuIbHOE
passefeHue.

Moapo6Hyto MHbopMaLuio 0 3aka3e pas3BefeHuii cMm. B PykoBoAacTBe
no akcnnyatauun Aiinity ci-series. Pasgen 5.

Kannéposka

MHCTPYKLUMKN O NpoBefeHun KanmbpoBkM cM. B PyKOBOACTBE MO

akcnnyaTauun Alinity ci-series. Pasgen 5.

[ns oueHkn KannbpoBKM TecTa Heo6XoAMMO NPOTecTMPOBaTb BCe

KOHTpO/N.

Mocne NpUHATKS U COXpPaHeHUst pe3y/bTaToB KannGpoBKY Bce

nocnepgytoune obpasLbl MOXHO TeCTUpoBaTb 6€3 npeaBapuUTesbHOM

KannbpoBKM, KpoMe Tex Cryyaes, Korpa:

* lcnonb3yeTcsa Habop peareHTOB C HOBbIM HOMEPOM Cepuu.

e PesynbTaTbl eXefHEBHOV npoLefypbl KOHTPONsS KayecTsa
HaxofATCs BHe CTATUCTMYEeCKM 060CHOBAHHOMO AnanasoHa
KOHTPONSA KayecTsa, WCMOb3yeMOoro A8 MOHUTOPUHTA u
KOHTPONA paboynx xapakTePUCTUK CUCTEMbI, KaK yKa3aHo B
pasgene "lpouesypbl KOHTPOS KayecTBa" COOTBETCTBYHOLLEN
MNHCTPYKLMUM MO NPUMEHEHWIO K peareHTy.

Ecnm cTtatncTnyeckn 060CHOBAHHbIN Anana3oH 3HayeHui
KOHTPONA HeAoCTyrneH, TO Nepuoj Mexay KanmbpoBkamu He
[o/mkeH npesblwaTbh 30 gHeN.
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MoxeT noTpeboBaTbCA NOBTOPHAs KannbpoBka TecTa nocne
npoueaypbl TEXHUYECKOro 06CNY>XXMBAHUS OCHOBHbIX YacTeit
CUCTEMbl WA ee KOMMNOHEHTOB WM Noc/ne NpPoBefeHUs CepPBUCHbIX
npoueayp.

Mpoueaypbl KOHTPO/A KayecTBa

PekomeHayemble TpeboBaHMUA MO KOHTPOM KayecTsBa TecTta Alinity i
Total T4 3akn04alTCA B TECTUPOBAHUN MO OAHOMY KOHTPO/K BCEX
YPOBHel KaxAble 24 yaca, TO eCTb KaXpble CyTKu aKcnayatauum.
[lononHNTeNbHbIE KOHTPONW cneayeT TeCTUPOBaTb B COOTBETCTBUM
C MECTHbIMU, TOCYAapCTBEHHbIMU U/UNKN hefepanbHbIMU 3aKOHaMU
UK aKKpeAUTaLMOHHBIMU TPe6oBaHUAMKU U NMONUTUKONA KOHTPONSA
KayecTBa Balleil nabopaTopuu.

[na nonyyeHns ctaTUCTUYeCKN 060CHOBAHHOTO Juana3oHa
KOHTPONSA Kaxaas nabopartopus fo/MKHa ycTaHaBAMBaThb
COGCTBEHHbIE LiesieBble 3HAYEHWUS KOHLEHTpaunii u gnanasoH
KOHLEHTpauuii Ana HOBbLIX CEPUIA KOHTPOMEW Ha KaXAOM KIUHUYECKU
3Ha4YMMOM YpOBHE KOHLEeHTpauuu. B xoge uccneposaHus
nNpoBOAMTCS He MeHee 20 MOBTOPOB Ha MPOTSXXEHUN HECKONbKMX
(3 - 5) AHelt ¢ panbHelWNM onpefeneHnemM 0XWAaemMoro cpefHero
(LeneBoro) 3HauyeHus 1 BaprabenbHOCTU CPeAHUX 3HAYEHUI
(pmanasoHa) B nabopaTopun Ha OCHOBE MOJyYEHHbIX Pe3y/bTaToB.
YT1o6bl NONYUYNTHL penpe3eHTaTUBHbIE AaHHble AN fanbHeliwei
paboTbl CUCTEMbI, B flaHHOE McCnefoBaHne Heo6X0ANMO BK/IOUUTL
BO3MOXHble MPUYMHbLI BapnabenbHOCTU:

Heckonbko feiicTBYIOWNX KannbpoBoK

e PasHble cepun peareHToB

* PasHble cepumn KanmbpaTopoBs

e PasHble aHanMTUYeckue mMoaynu (ecnnm NPUMEHUMO)
PesynbTaTbl, Nony4yaemble B pasHoe BpeMs CyTOK

MHtopmauuio unm obuime pekoMeHAaLnn no KOHTPO KayecTBa
CM. B 0Ny6A1KOBaHHbIX PYKOBOACTBAX, Hamp., B AoKymeHTe C24-A3
WHCTUTYTa KNMHMYECKnX n nabopatopHbix ctaHgapTos (CLSI) wnun B
[ApYyrnx ony6/MKoBaHHbIX pyKoBoacTBax.”M

Ecnu npouepypsl Ballei na6opaTopum TpebytoT 6onee
4acToro MOHUTOPUHIA KOHTPONA KayecTsa, cnepyiite NpUHATON
npakTuke.

Ecnn pesynbTaTbl KOHTPO/A KayecTBa He COOTBETCTBYIOT
NPVYHATLIM KPUTEPUSAM, YCTaHOB/IEHHbIM Balleli nabopaTopueil,
pe3ynbTaTbl TECTMPOBaHUS 06pa3L0B MOryT 6bITb
COMHUTeNbHbIMU. CnefyiiTe NpUHATLIM Balleli na6opaTopueii
npouegypaMm KOHTpons Kayectsa. MoxeT notpe6osaTbcs
noBTOpHas Kanubposka aHanusa. MiHgopmaumnio 06 ycTpaHeHun
HencnpaBHOCTell cM. B PykoBoACTBe Mo akcnnyaTauuu Alinity
ci-series, Pasgen 10.

Mocne ycTaHOBKM HOBOIA cepun peareHTa uam Kanuépartopa
npoBepbTe pe3ynbTaTbl KOHTPO/A KayecTsa 1 KpUTepum
npremMneMocTu.

PekomMeHgaunmn no npouegype KOHTPO/IA KayecTsBa
PekomeHaaLmu no npouefypam KOHTPONSA KavecTsa naboparopuu
cMm. B “Basic QC Practices”, James O Westgard, Ph.D.""™
MoaTBep)KAeHMEe 3aAB/IEHHbIX XapaKTepuUCcTUK Tecta

MpOoTOKOMbI ANA NOATBEPXAEHUA 3aSAB/IEHHbIX B MHCTPYKLUN

no NPYMEHEHNIO XapaKTepUCTUK TecTa CM. B PykoBogacTBe

no akcnnyatauuu Alinity ci-series. Paszgen "lMNoarsepxaeHue
3aB/IEHHbIX XapaKTepucTukK Tecra”.

IPE3Y/IbTATHI

Pacuet

TecT Alinity i Total T4 ucnonb3yeT yeTbipexnapameTpUUeCKunii
NIOTNCTUYECKUIA MeToA annpokcumauum kpueoid (4PLC, Y-eanHuua
maccbl) Ans nonyvyeHus KannbpoBOYHOW KPWBOW W pesynbTaTos.
WHopmaunio 06 anbTepHaTUBHbLIX eANHULAX N3MEPEeHNs
pe3ynbTaTtoB TecTa cM. B pasgene MPOLEAYPA PABOThI

HA AHAJTIM3ATOPE, "AnbTepHaTuBHblE eANHULLI N3MEPeEHUsA
pe3ynbTaToB” AaHHON MHCTPYKLMW NO MPUMEHEHWIO.

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

cnarn

PesynbTaTbl HEKOTOPbIX TECTOB MOFYT CONPOBOXAATLCS
nHopmauveii B none “dnarn”. OnucaHne naros, KOTOpble MOryT
nosiBNATLCA B 3TOM Mosie, CM. B PYKOBOACTBE NO 3KCnayaTaumu
Alinity ci-series. Pa3gen 5.

NHTepBas namepeHus

MHTepBan n3mMepeHus onpeaensercs Kak fuanasoH 3HaYeHUU B
pg/dL (nmol/L), KoTopblii COOTBETCTBYET rpaHULLaM NpremIemMbix
pabounx xapakTepucTuK Ans NMMHERHOCTU, BOCNPOM3BOAUMOCTU 1
OTK/IOHEeHUS.

WHTepBan namepexua tecta Alinity i Total T4 coctaBnsieT

3.00 - 24.00 pg/dL (38.61 - 308.88 nmol/L).

HOrPAHUYEHVS MPOLIEAYPLI

B AMarHocTUYecknx Lensx pesynbTaTbl cnegyet
MHTEPNPeTMPOBaTh C YYETOM APYrUX AaHHbIX; Hanp.,
cUMNTOMamu, pesynbTaTamu ApYrux TECTOB Ha 60Ne3HU
LMTOBUAHOW XKenesbl, KNUHUYECKUMI NPOSBNEHUSAMN U Ap.
Ecnu pesynbTathl TecTa Ha 06w uii T4 He COOTBETCTBYHOT
KNMHUYECKO KapTuHe, peKoMeHayeTcsi MPOBOAUTL
[ONONHUTENbHOE TECTUPOBAHWE NS NOATBEPKAEHUS
pe3ynbTaTos.

Pa6oune xapaKTepucTMKM AaHHOTO TecTa He Bbln YCTaHOB/MEHbI
[N 06pasLoB, Co6paHHbIX OT HOBOPOXAEHHBIX.

1OXXVOAEMBIE 3HAYEH/A

[laHHoe nccnefgoBaHue npoBogmaock Ha cucteme ARCHITECT i
System.

B gaHHOM pasfene npegcTaBfieHbl faHHbIE MO pernpe3eHTaTUBHbIM
pabounm xapaktepuctukam. Pe3ynbTaTbl, NONyYeHHble B OTAENbHbIX
nabopaTopusx, MOTyT OT/IMYATLCA OT NPUBEAEHHBIX AaHHbIX.

Kaxxgoii na6opatopun pekoMeHAyeTcs ycTaHaBIMBaTb COOGCTBEHHBI
pedepeHcHbIli Arana3oH, OCHOBaHHbIM Ha cneuuduke permoHa u
XapakTepucTkax nonynsumu.

[nanasoH 3HayeHWin Hopmbl 4.87 - 11.72 pg/dL (LeHTpanbHbIii
95%-i1 MHTepBan) Nony4yeH B pesy/nbTaTe uUccnefoBaHus o6pasLos
CbIBOPOTKM KpoBW 437 yenosek. [laHHblli Auana3oH onpefeneH Kak
HopMasnbHbIli B TecTax AXSYM Ultrasensitive hTSH Il 1 AXSYM Free

T4

1 CNEUNPUNYECKNE PABOYVE
XAPAKTEPUCTUKA

B gaHHOM pasfgene npefcTaBfieHbl AaHHble MO pernpe3eHTaTVBHbIM
pabounm xapaktepuctukam. Pe3ynbTaTbl, NONyYeHHble B OTAE/bHbIX
nabopaTopusx, MOryT oTAnYaTbCca OT NPUBEAEHHbIX AaHHbIX.

Ha aHanu3atope Alinity i u cucteme ARCHITECT | System
MCNONb3YITCA OfHW U Te Xe peareHTbl N COOTHOLWeHns obpa3ua/
peareHTa.

Ecnu He ykasaHo gpyroe, Bce UCC/lefloBaHUS NPOBOAUINCH Ha

»
aHanusartope Alinity L

BocnpoussoanmMocTb

BOCI'IpOVIEBO,qI/IMOCTb BHYTpHK na60paTopvw|

Bbino NpoBefieHoO nccnegoBaHne B COOTBETCTBUMN C
pekomeHpaumammn gokymeHTta CLSI EP05-A2. UccnepgosaHue
npoBoAUIOCL ¢ Ucnonb3oBaHmeM 1 cepuun T4 O6wWunii PeareHToB
(Alinity |1 Total T4 Reagent Kit), 1 cepun T4 O6wunii Kanmépatopos
(Alinity |1 Total T4 Calibrators) n 1 cepuu T4 O6wmnii KOHTPONbHbIX
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matepuanos (Alinily i Total T4 Controls) Ha 1 aHanu3atope. Tpu
naHeNn CbIBOPOTKM KPOBU GbiNM MPOTECTUPOBaHbI He MeHee Yem B 2
noeTopax 2 pasa B AeHb B TeyeHune 20 gHel."®

BHyTp1 cepum (MoBTO-  BHyTpK Nlabopartopun

Ko+ Cpegpee psiemMocTb) (cbupey™
Mavers B (W) a0 %e a0 VB
1 120 4.79 0.099 21 0.200 4.2
2 120 860 0.161 19 0.378 44
3 120 16.87 0.483 29 0.604 36

A BktoyaeT BapuabensHOCTb BHYTPU CEPUM, MEXAY CEpPUsSiMU U
MEXAY AHSMU.

BHyTpM cepum (MOBTO-  BHyTpM flaGoparopiv

Kor  Cpeppee prewocte) (oBupe
Maens B0 (natolll) o %@ (e76) %@
1 120 6L7L 1275 21 2573 42
2 120 10937 2070 19 4.866 44
3 0 21717 6218 29 7 36

® Bk/OYaeT BapuabenbHOCTb BHYTPU CEPUM, MEXeLY CEPUSMU 1
MEXAY AHAMN.

HV>KHMe rpaHuvLbl n3mepeHus

BblI0 NMpoBefeHo uccneoBaHne B COOTBETCTBUM C
pekomeHpaumammn gokymeHTta CLSI EP17-A2. WccneposaHue
npoBoOAUIOCL C UCNONb30BaHMeM 3 cepuii T4 O6wWwunii PeareHToB
(Alinlty 1Total T4 Reagent Kit) Ha 2 aHanu3aTtopax B Te4YeHue He
MeHee 3 fHeil. Han6onee BbICOKMe 3HauyeHUsi npegena 6aaHka
(NB), npegena obHapyxeHusa (MNO) 1 npefena KONNYECTBEHHOTO
onpegeneHus (MKO) npusefeHbl Hke.®°

po/dL nmoliL
ne= 0.28 3.60
no» 055 7.08
MKO» 217 27.93

TMB onpefeneH Kak 95-i NpoLeHTUb NO pesy/nbTaTam
nccnefoBaHns ob6pasLoB ¢ HyneBOli KOHUEHTpauuell aHanuTta B
n a 60 nosTopax.

MO onpefeneH Kak camasi HU3Kas KOHUEHTpauus, npu KOTopoii
aHannT MoXeT 6biTb BbisiBEH ¢ 95%-/i BEPOATHOCTLIO MO
pesynbTaTam uccnefoBaHus 06pasLoB C HU3KUMU YPOBHAMU
KOHLeHTpaumMn aHannta B na 60 nosTopax.

MKO onpejeneH kak camasi HU3Kas KOHLeHTpauus ¢
MaKcUManbHbIM 3HayeHnem socnpoussoaumocTtu 10% KB no
pesynbTatam uccnefoBaHus 06pasLoB C HU3KMMU YPOBHAMU
KOHLeHTpauun aHanuta B n a 60 nosTopax.

JInHeNHOoCTb

Bblno npoBefeHo nccneposaHne B COOTBETCTBUN C
pekomeHgauusMu okymeHTa CLSI EP06-A.®

JINHeiHOCTb AaHHOMO TecTa COXPaHAeTCs B MHTepBane U3MepeHust
3.00 - 24.00 pg/dL (38.61 - 308.88 nmol/L).

AHannTnyeckasa cneundunyHoOCTb

JaHHOe uccnepoBaHue nposoaunock Ha cucteme ARCHITECT |
System.

Bblna nNpoBefeHa OLeHKa aHanMTUYeckoi cneynmduyHocTn TecTa
ARCHITECT Total T4. CpegHasi aHanutuyeckas crneymguyHocTb
coctaBuna £ 3.2% Kpocc-peakTUBHOCTU C TPUAOATUPOHUHOM

(T3) B KOHUEeHTpauumn 100 pg/dL B o6pasue, cogepxaliem
npnénmautensHo 3 pg/dL obuwero T4, yTo 6bIN10 NOATBEPXKAEHO
ncenefosaHnem, NposefeHHbIM B COOTBETCTBUN C fOKyMeHTOM CLSI
EP7-A.22
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NHTepdepeHums

[laHHoe nccnefoBaHne NpoBOAMNOCL Ha cucteme ARCHITECT I
System.

BblfI0 NpoBefeHo nccnefoBaHWe B COOTBETCTBUUN C
pekomeHpauusamu gokymeHta CLSI EP7-A. B Tecte ARCHITECT
Total T4 6bina nccnegoBaHa nNoTeHunanbHaa MHTepdepeHuns
remornobuHa, 6unupybuHa, Tpurauuepuaos 1 6enka. CpeaHas
MHTEpdEPEHLMA CO CTOPOHbI MePeYUCNEHHbIX BelecTB cocTaBuia
< 10% npun ypoBHSX, YKa3aHHbIX HHE.R®

TMoTeHuiansHO MHTepdieprpyroLLe

BeLLecTBa KoHueHTpaLms nHTepdepeHTa
Tevorno6iH <500 mg/dL
BurwpyoiH <20 mg/dL
Tprrmauepvab! <3000mg/dL

Berok >4.5n<12g/dL

CpaBHeHVe MeTo[0B

BblfI0 NpoBefileHO unccnefoBaHVe B COOTBETCTBUM C
pekomeHAauuaMn fokymeHTta CLSI EP09-A3 ¢ ncnonb3oBaHueM
meToga perpeccumn Passing-Bablok. ®®

Koadumr-
LieHT JvianasoH
EgvHn- Ko koppens-  Tepece- Ha-  KOHUEHTpa-
Ll BO ] YeHe  KIoH ]
Alinity i CoBOpotka  pg/d. 112 100 -001 098 31621.24
Toted TAB  KpoBn (nmol/L) (0.10) (40.61-
CpaBH.C 273.30)
ARCHITECT
Totd T4
1B/BENOMPADUA

1 Fellg P, Baxter JD, Broadus AE, Frohman LA, editors. Endocrinology
and Metabolism (2nd Ed.). New York: McGaw-Hill Book Co.,
1987:389-409.

2. Lerman J. The Physiologic Activity of L-Triiodothyronine. J Clin
Endocrinol Metab 1953;13:1341-1346.

3. Oppenheimer JH. Role of Plasma Proteins in the Binding, Distribution
and Metabolism of the Thyroid Hormones. N Engl J Med 1968;
278:1153-1162.

4. Robbins J, Rail JE. Thyroxine-Binding Proteins. In: Gray CH,
Bacharach AL, editors. Hormones in Blood (2nd Ed.). London:
Academic Press, 1967;1:427-440.

5. Ekins RP, editor. Methods for the Measurement of Free Thyroid
Hormones. Amsterdam: Excerpta Medioa Foundation. 1979;72-92.

6. Sterling K, Refetoff S, Selenkow HA. T3 Thyrotoxicosis:
Thyrotoxicosis Due to Elevated Serum Triiodothyronine Levels. JAMA
1970;213: 571-575.

7. Witherspoon LR, Shuler SE. Estimation of Free Thyroxine
Concentration: Clinical Methods and Pitfalls. J Clin Immunoassay.
1984;7:192-205.

8. Bermudez F, Surks MI, Oppenheimer JH. High incidence of
decreased serum triiodothyronine concentration in patients with
nonthyroidal disease. J C/fn Endocrinol Metab 1975;41:27-40.

9. Larsen PR. Triiodothyronine: review of recent studies in its physiology
and pathophysiology in man. Metabolism. 1972;21:1073-1092.

10. Abuid J, Klein AH, Foley Jr TP, Larsen TP. Total and Free
Triiodothyronine and Thyroxine in Early Infancy. J Clin Endocrinol
Metab 1974;39: 263-268.

11. Szpunar WE, Stoffer SS, Bednarz MN. Clinical Evaluation of a
Thyroxine-Binding Globulin Assay in Calculating a Free-Thyroxine
Index. J Nucl Med 1981 ;22:793-795.

. Nusynowitz L. Free Thyroxine Index. JAMA 1975:232:1050.

. US Department of Labor, Occupational Safety and Health
Administration, 29 CFR Part 1910.1030, Bloodborne pathogens.

14. US Department of Health and Human Services. Biosafety in

Microbiological and Biomedical Laboratories. 5th ed. Washington, DC:
US Government Printing Office; December 2009.

15. World Health Organization. Laboratory Biosafety Manual. 3rd ed.

Geneva: World Health Organization; 2004.
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16.

17.

19.

20.

22.

23.

Clinical and Laboratory Standards Institute (CLSI). Protection

of Laboratory Workers From Occupationally Acquired Infections:
Approved Guideline-Fourth Edition. CLSI Document M29-A4. Wayne,
PA: CLSI; 2014.

Clinical and Laboratory Standards Institute (CLSI). Statistical Quality
Control for Quantitative Measurement Procedures: Principles and
Definitions: Approved Guideline—Third Edition. CLSI Document
C24-A3. Wayne, PA; CLSI; 2006.

. Westgard JO. Basic QC Practices. 3rd ed. Madison, WI; Westgard

Quality Corporation; 2010.

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

Clinical and Laboratory Standards Institute (CLSI). Evaluation of
Detection Capability for Clinical Laboratory Measurement Procedures:
Approved Guideline-Second Edition. CLSI Document EP17-A2.
Wayne, PA; CLSI; 2012.

Clinical and Laboratory Standards Institute (CLSI). Evaluation of

the Linearity of Quantitative Measurement Procedures: A Statistical
Approach: Approved Guideline. CLSI Document EP06-A. Wayne, PA:
CLSI; 2003,

National Committee for Clinical Laboratory Standards (NCCLS).
Interference Testing in Clinical Chemistry: Approved Guideline. NCCLS
Document EP7-A. Wayne, PA: NCCLS; 2002.

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.

dopmat uucen;

B KauecTBe pasgennTens TbiCSY WCMOMb3yeTca npoden
(npumep; 10 000 o6pasLos.).

B KauecTBe pasfenuTens AecATUYHbIX UCMOMb3YyeTCcs ToYKa
(npumep: 3.12%).

I Vicnosib3yemble CUMBOJIbI

sii]

IcONJUGATE |

ICONTAINS: AZIDE |

IDISTRIBUTED IN THE USA BY
IINFORMATION FOR USA ONLY
{INVERSIONS PERFORMED |
IMICROPARTICLES |
IPRODUCT OF IRELAND |

IRx ONLY |

lot]

ref|

OveobINSD 15223

NPUMeHeHNo
N3rotosutens

JoctaToyHo anis

/ TemnepatypHblii Ananas3oH

Mononb3oBaTb f0/CPOK rogHOCTH

MepguuunHckoe nsgenuve gns
anarHoctTuku In Vitro
Homep cepun

KaTanoxHsbllii Homep

CepuiiHblii Homep
[Apyrve cumsorbl

KoHbtorat

CofepXuT asng Hatpus.

Mpn KOHTakTe € Kucnotamu
o6pa3yeTcsi BbICOKOTOKCUYHBIIA
ras.

AuncTtpubbioTop B CLUA
MHdopmaunsa Tonsko ans CLUA
MepeBopayunBaTh (KON-BO) pa3
MuKpoyacTuubl

MpoaykT VpnaHgun

[ns Mcnonb3oBaHWUsA TOMbKO
MeANLMHCKMM PaBoTHUKOM
(NPUMEHNMO TOMBKO K
knaccugukaumm CLUA).
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Bce fpyrve Toproeble Mapku SIBASAIOTCS CO6CTBEHHOCTLIO
COOTBETCTBYIOLUX BnagenbLes.

Abbott Ireland
Diagnostics Division
Lisnamuck, Longford
Co. Longford

Ireland
+353-43-3331000

Ce

IDISTRIBUTED IN THE USA BY |
Abbott Laboratories
Abbott Park, IL 60064 USA

CepBucHasa nopgep/ika: O6paliainTecb K CBOEMY MECTHOMY
npeAcTaBUTENIO U CMOTPUTE KOHTaKTHYO MHOpMaUmio a1s
Balleli cTpaHbl Ha calite www.abbottdiagnostics.com

Pepakuus: cespanb 2018 r.
©?2016, 2018 Abbott Laboratories

ABTOPM30BaHHbIN NpeAcTaBuUTe/lb U3rOTOBUTENA HA TeppuTopun
Poccuun u gpyrux ctpaH CHI:

OO6LecTBO C OrPaHNYEHHO OTBETCTBEHHOCTbIO “3660TT
Nabopatopuns”, 125171, Poccus, r. Mocksa,

JleHuHrpagckoe wocce, 16A, cTpoeHue 1,

Ten: +7 (495) 258 42 80; hakc: +7 (495) 258 42 81

Abbott



NMPUNOXEHWE
K MHCTpYKLUMM NO npuMeHeHnto T4 O6uwii PearexTs (Alinity i Total T4 Reagent Kit)

ans Poccun
TPAHCMOPTUPOBKA
Vzpenve pekoMeHzyeTcst TPaHCMopTMPOBaThL 6e3 TemnepartypHbIX

orpaHuueHuii- M3fenve octaeTcsi cTabuwibHbiM [0 OKOHYaHWsi CPOKa TOfHOCTY,

YKa3aHHOrO Ha  ymakoBKe. TPaHCTOPTUPOBKA OCYLLECTB/ISIETCSt  BCEMM  BiaMM

TpaHcropTa B KPbITbIX TPAHCMOPTHbIX CPEACTBAX B COOTBETCTBUM C MpaBiiamMi

nepeBo3kM rPy30B, AEVCTBYIOLLMMI Ha Ka>K0M BIAfE TPaHCTopTa.

TAPAHTUWHBIE OBA3ATE/IbCTBA

MpousBoauTeb rapaHTUPYET, YTO NPK NPaBIWILHOM XPaHEHWM 1 0GPaLLEHIN N3aerve

0CTaeTCst CTabWIbHBIM [J0 UCTEUEHNSt CPOKA FOAHOCTY. MaKCyMalbHbIi CPOK rofHOCTU

MeVLMHCKOrO u3fenmst He Gonee 12 MecsileB € fJatbl npoussoAcTBa. [ara

NPOV3BOACTBA MEAMLIMHCKOTO U3AENNA yKasaHa B cepTudmkaTe aHanmsa, KoTopbii

[oCTyneH Ha calite www.abbottdiagnostics.com wim y MecTHoro npeactaBuTess.

Vizgenve, XpaHuBLLEECS C HapyLUEHWeM perslaMeHTUPOBAHHOTO MNPOV3BOAMTENEM

pexvMa, NpUMEHeHW0 He noaexmT (B cooteeTcTBum ¢ FOCT P 51088-2013).

TEXHWYECKOE OBCNYXWUBAHWE

He Tpebyetcs.

TEKYLWUA PEMOHT

He TpebyeTcsa.

AAHHbIE and YTUNN3ALUNN n YHUUYTOXEHWA

MEAVNUWHCKOIO N3AENNA

MeavLyHCKoe M3fenve YTWIMSVPYIOT W YHUUTOXAIOT B COOTBETCTBUM C NpaBuiamut

ofpalleHsi € MefVLWHCKAMM  OTXOfamu, — persiameHTupylolpmics  CaHliH

2,1.7.2790-10 or 12.12.2010 «CaHUTapHO-3NMAEMWO/IOrMYeckMe TPeboBaHNS K

06paLLIEHNIO C MEAVILMHCKAMMW OTXOAAMI».

HeoGxoammo criefoBaTb HaLUMOHaTbHBLIM CTaHAapTam Mpy nepejaye 1 yTwmsaim

V3[e/nsi, €r0 KOMIMOHEHTOB W YTaKOBKU.

NMEPEYEHb CTAHOAPTOB, KOTOPbIM COOTBETCTBYET

MEANUWNHCKOE N3QENUNE

98/79/EC, 1272/2008/EC (CLP) c¢ nonpaskamy, 1907/2006/EC (REACH) c¢

nonpaskamy, 80/181/EEC, 2009/3/EC, PernameHt (EC) 1069/2009, PernameHTt (EC)

142/2011, CLASS 2013 (c nonpaskamv), GHS (c nonpaskamu), WHSR Yactb 7.1 (¢

nonpaskamy), EN ISO 9001, ISO 13485, EN ISO 14971, EN 13641, EN 13612, EN

1SO 15223-1, EN 980, EN ISO 18113-1, EN ISO 18113-2, EN ISO 18113-3, EN ISO

23640, EN 1SO 20776-1, EN 13975, EN ISO 17511, ISO 80000-1

NMOTEH Ll,I/IAI'IbeII7I NMOTPEBUTE/b

IMpodpeccroHanbHbIV Mosb3oBaTesb

NHOOPMALMA O HANMYMN B MEAULWNHCKOM U3AENNN

NEKAPCTBEHHOTIO CPEACTBA

He copepxut

CTEPU/TBHOCTb

MocTaBnsieTcas B HecTepwibHOM Bife. CTepunusaumsi nepef, MpUMeHeHnem He

Tpebyercs.

NWH®OPMALMNA (6] BO3MOXHOCTWN NMOBTOPHOIO

NMPUMEHEHWA

He noAnexvT noBTOPHOMY MPUMEHEHNIO.

MATEPWAJBI XXNBOTHOTIO MNMPONCXOXAEHNA SLIGO CI_IAMBER G: COMMERCE ("\IC)

Marepuasibl XMBOTHOTO MPOMCXOXAEHUSI MPOBEPEHbl U PUCKA MpuMeHeHust MA
KasaHbl B [MacrnopTe 6e3onacHocTU. MacropTa 6e30MacHOCTV MOXHO HaiiTL Ha caiite

zvmm.abbottdiagnzstics.com wm oGpmmech MEeCTHOMY NpeACTaBUTeNto. CEK1—I FI EDyCOF/\EC7f«AALL Gm FAI-I—I—I

XPAHEHWE

HeBCKpbITble U BCKPbITble KapTPUMK / (oNakoHbl PEKOMEHAYETCst XpaHWTb Mpu Authorised Official

Temnepatype 2 °C ¢ 8 °C B XONOAWIbHbIX Kamepax WM B XONOAWIbHUKAX,

06ecneumBatoLLVX pPersiaMeHTUPOBaHHbI TEMMEPaTYPHbIV PEXUM.

MOKA3AHNA N MPOTUBOMOKA3AHNA K MPUMEHEHWIO

He npumeHumo.

ABBOTT DIAGNOSTICSDIVISION LoKGF0RD

b

La
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<MevaTb: ANATHOCTUYECKOE MNMOAPA3AENEHNE KOMIMAHNN «3BBOTT» (ADD)>

<MevaTb: TOPFOBAS MAJIATA CNAVIO (MHK)
3ABEPEHHbIN CEPTU®UKAT O MPOUCXOXKAEHUN>

<MeuyaTb: TOPFOBAAMAJIATA CNANTO (MHK)
MNOANMMHHOCTL 3SACBNAETE/IbCTBOBAHA JOBPOCOBECTHO
MapuXapTu, 30.08.2018 r. YNonHOMOYEHHOE 10>

MepeBof C aHIIMIACKOr 0 A3blKa Ha PyCCKUI A3bIK BbINOAHEH NepeBOAYMKOM AneKceeBoi pnuHoM
BUKTOPOBHOIA.

& 000 LHPMH (&7 INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR.RU
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Poccwiickasa ®epgepauyuns. Nopog Mocksa.

CeabMoOro ceHTAOpPS ABe ThICAYM BOCEMHaALATOrO roga.

A, bBaxTaase Snbmupa KOpbeBHa, HOTapuyc r. MockBbl, CBUAETENLCTBYIO MNOAJIMHHOCTb
nognucu nepeesogumka AnekceeBoi VpyHbl BUKTOPOBHBLI.

Moanuck caenaHa B MOEM MPUCYTCTBUMN.

JInyHOCTbL NnoAnncaBLIero OKYMEeHT yCTaHOBJ/IeHa.

3aperncrtpupoBaHo B peectpe: Ne77/52-H/77-2018-
B3bickaHo no Tapudgy 100 py6.
YnnayeHo 3a okasaHue ycnyr NnpaBoBOro M TEXHUYECKOro xapakTrepa: --

3.10. baxTaase
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Abbott Ireland Diagnostics Tel. +353 43 3331000
Division, Fax +35343 3331001
Lisnamuck,

Longford

Co. Longford

Ireland

Abbott

I, Nora Fitzgerald, Regulatory Affairs Speeialist, Abbott Ireland Diagnostics Division,
Longford, 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, Hopa dutumkepanbg, CREUMaIMCT  PerynsatopHOro  otaena,  Q660TT
[JviarHoctunyeckoe MogpasaeneHve VipnaHama, JloHrdopd, MpnaHons (Nora Fitzgerald,
Regulatory Affairs Specialist, Abbott Ireland Diagnostics Division, Longford, Ireland),
HaCTOALLYIM Y0CTOBEPSIIO, UTO MpWiaraeMbie JOKYMEHTbI B HKENPUBEAEHHOM 06beMe
CTpaHWL, SBMAKOTCA WHCTPYKUMAMM MO MPUMEHEHUO. 3TU [OKYMEHTb! MO/THOCTLHO
COOTBETCTBYIOT (PAKTUYECKOI JOKYMEHTALMN MPOU3BOANTENSA,

MHCTPYKUMA No NpUMeHeHUIO Ha MeamumHckoe usgenue (Instruction for Use for
medical devise)

Habop peareHTOB AN  KO/IMYECTBEHHOro  onpegeneHus  obwero T4
NMMMYHOXEMUNKOMWHECUEHTHBLIM METOAOM B CbIBOPOTKE U MJilasMe KPOBU 4esIOBEKaA
Ha UMMYHOXMMUYECKUX aHanmsaTopax Alinity i «T4 O6wmin PeareHTbl (Alinity i
Total T4 Reagent Kit)»

Mo TeKCTY MHCTPYKLUMUM BCTPEYAOTCA BapvaHTbl HAMMEHOBaHWA MeAULUHCKUX U3LeNNiA, NpuBefeHHble B
Tabnuue HUXe, KOTOpble SIBASAIOTCA CnpaBeaIMBbIMM U paBHO3Ha4YHbIMK (Instruction for Use includes the
followings true and equivalent short names of medical devices listed in table):

Alinity i Total T4
Calibrators

Alinity i Total T4
Controls
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UMMYHOXMMMYECKMX aHanmsaTtopax Alinity i «T4 O6wwin
PeareHTbl (Alinity i Total T4 Reagent Kit)»

Kanu6partopsbl ans obecneyeHns npaBW/bHOCTU
KOJINYECTBEHHOI 0 onpegeneHns obuero T4
UMMYHOXEMUTIOMUHECLLEHTHBIM METOLOM B CbIBOPOTKE U
nnasme KpoOBM 4enoBeKa Ha MMMYHOXMMUYECKUX
aHanmszatopax Alinity i «T4 O6wwuin KanubpaTopbl
(Alinity i Total T4 Calibrators)»

KOHTpONbHbIe maTtepuanbl ans NOATBEPXAEHUSA
BOCMPOU3BOAMMOCTY U MPaBWUIbHOCTN KOMIMYECTBEHHOIO
onpegeneHus obuero T4
MMMYHOXEMUMIOMUHECLLEHTHBIM METOLOM B CbIBOPOTKE U
nnasmMe KpoBM YenoBeka Ha MMMYHOXMMUYECKUX
aHanmszatopax Alinity i «T4 O6wwnin KOHTPONbHblE
Matepuanbl (Alinity i Total T4 Controls)»

HavnmeHoBaHMe Ha HavmeHoBaHMe MeLULIMHCKOIO U3LeNNs Ha PyCCKOM CokpalleHHoe
o aHINNACKOM A3blKe HanmMmeHoBaHwMe(Mno
A3blKe TEKCTY LJOKYMEHTA)
4 Alinity i Total T4 Habop peareHTOB /19 KOMMYeCTBEHHOro onpefeneHns T4 o6wwnii
Reagent Kit o6uero T4 MMMYHOXEMU/TIOMUHECLLEHTHBIM MeTogoM B PeareHTbl (Alinity i
CbIBOPOTKE 7 nnasme KpoBU yenoBeKa Ha Total T4 Reagent
0]

Kit)

T4 O6uwuii
Kannbpatopbl
(Alinity i Total T4
Calibrators)

T4 O6uwmii
KOHTpO/IbHbIE

Matepuanbl (Alinity
i Total T4 Controls)



Abbott Ireland Diagnostics Tel. +353 43 3331000
Division, Fax +353 43 3331001
Lisnamuck,

Longford

Co. Longford

Ireland

Abbott

Cocras:
# Title Nurmber
of pages
1 Instruction for Use for the Alinity i Total T4 Reagent Kit with 7
ADDENDUM for Russia.
2. VHctpyruma no npyveHeHno «T4 O6bLumin PeareHTs (Alinity | Total T4 8
Reagent Kit)» ¢ MPWIOXEHVEM ga Poccvn,
Signed; M Date; Oj - ptC'Aof?

Nora Fitzgerald

Regulatory Affairs Specialist
Abbott Ireland Diagnostics Division
Lisnamuck, Longford

Co Longford

Ireland
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Alinity i
Total T4 Reagent Kit

Read Highlighted Changes: Revised February 2018.

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

B name
Alinity i Total T4+ Reagent Kit

1 INTENDED USE

The Alinity i Total T« (TT4) assay is a chemiluminescent microparticle
immunoassay (CMIA) used for the quantitative determination of
thyroxine (Total T4) in human serum and plasma on the Alinity i
analyzer.

The Alinity i Total T+ assay is to be used as an aid in the
assessment of thyroid status.

ISUMMARY AND EXPLANATION OF THE TEST

Thyroxine {T4) is an iodine-containing hormone which has a
molecular weight of approximately 777 daltons and is secreted

by the thyroid gland. T+ and its associate thyroid hormone T3 are
responsible for regulating diverse biochemical processes throughout
the body which are essential for normal metabolic and neural
activity.'

Although T3 has greater biologic potency”™, T4 is normally present in
human serum in approximately 50-fold excess of circulating T3 and
accounts for more than 90% of the circulating protein-bound iodine.
T4 is 99.9% bound to serum thyroxine binding proteins (TBP). The
hormone is transported bound primarily to thyroxine binding globulin
(TBG) and secondarily by thyroxine binding prealbumin (TBPA) and
albumin.® Less than 0.05% of the total oirculating T4 is unbound and
therefore biologically active.”” @Clinically, T« measurements have
long been recognized as an aid in the assessment and diagnosis
of thyroid status. Elevated T« values are characteristically seen in
patients with overt hyperthyroidism, while T4 levels are generally
depressed in patients with overt hypothyroidism. Normal T4 levels
accompanied by high T3 values are seen in patients with T3
thyrotoxicosis.® T4 levels are altered by physiological or pathological
changes in TBP capacity.®'Thyroxine binding globulin (TBG)
capacity has a pronounced effect on the concentration of thyroid
hormones. Consequently, T4 levels may be elevated with increased
concentrations of TBG, such as in pregnancy, administration of oral
contraceptives or estrogen, infectious and chronic active hepatitis,
biliary cirrhosis or congenital increase in TBG levels.”~N® Conversely,
when TBG levels are decreased, such as in nephrotic syndrome,
androgen therapy, glucocorticoid therapy, major systemic illness or
congenital decrease of TBG, T« may be reduced.

Drugs which compete for protein binding sites, such as
phenylbutazone, diphenylhydantoin or salicylates, can result in

a depressed T4 measurement.”N® Serum Ta levels in neonates

and infants are higher than values in the normal adult, due to the
increased concentration of TBG in neonate serum.'®

While in many cases T4 values give good indications of thyroid
status, T4 values should be normalized for individual variations in
thyroxine binding protein (TBP) capacity. The Free Thyroxine Index
(FTI) is conventionally used to achieve this measurement.” ' '®

To ensure maximum diagnostic accuracy, the final definition of
thyroid status should be determined in conjunction with other thyroid
function tests such as TSH, Free T4, Total T3, FTI and clinical
evaluation by the physician.
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1 BIOLOGICAL PRINCIPLES OF THE PROCEDURE
This assay is a two-step immunoassay for the quantitative
determination of thyroxine (Total T4+) in human serum and plasma
using chemiluminescent microparticle immunoassay (CMIA)
technology.

Sample and anti-T4 coated paramagnetic microparticles are
combined and incubated. Bound T4 is removed from the binding
sites on thyroxine binding globulin, prealbumin and albumin. The T4
present in the sample binds to the anti-T4 coated microparticles.

The mixture is washed. T3 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 an inverse relationship between the amount of
Total T4 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 Total T4 Reagent Kit 07P95

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.

5E1 07P9520 07P9530
Tests per cartridge 100 600
Number of cartridges 2 5
per kit

Tests per kit 200 1200
IMICROPARTICLES | 6.6 mL 321 mL
lconsuGaTE | 6.1 mL 31.6 mL

IMICROPARTICLES | Anti-T4 (sheep) coated microparticles in TRIS

buffer with sheep IgG stabilizers. Minimum concentration: 0.05%
solids. Preservative: sodium azide.

lconjugate] s ; acridinium-labeled conjugate in MES buffer
with NaCl and Triton X-100 stabilizers. Minimum concentration:
0.2 ng/mL. Preservative: ProClin 300.

Warnings and Precautions

e For In Vitro Diagnostic Use
4 |Rx ONLY |

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."®®
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The following warnings and precautions apply to:

WARNING Contains methylisothiazolones.

H317 May cause an allergic skin reaction.

Prevention

P261 Avoid breathing mist / vapors / spray.

pP272 Contaminated work clothing should not be
allowed out of the workplace.

P280 Wear protective gloves / protective
clothing / eye protection.

Response

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

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

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

Disposal

P501 Dispose of contents / container in

accordance with local regulations.

The following warnings and precautions apply to: |nicropartictes |
Contains sodium azide.

EUH032 Contact with acids liberates very toxic gas.

P501 Dispose of contents / container in
accordance with local regulations.

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

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

Reagent Handling

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

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

« After mixing, place reagent cartridges in an upright position for
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 disoussion 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 2 to 8*C until Store in upright position,

expiration  if cartridge does not

date remain upright, gently
invert the cartridge 10
times and place in an
upright position for 1 hour
before use.
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Storage Maximum Additional Storage
Temperature  Storage Time Instructions

Onboard System 30 days
Temperature

Opened 2to 8C Until Store in upright position,

expiration if cartridge does not

date remain upright during
storage, discard the
cartridge.

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

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

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

Indications of Reagent Deterioration

Deterioration of the reagents may be indicated when a 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.

HINSTRUMENT PROCEDURE
The Alinity i Total T4 assay file must be installed on the Alinity i
analyzer prior to performing the assay.
For detailed information on assay file installation and viewing and

editing assay parameters, refer to the Alinity ci-series Operations
Manual, Seotion 2.

For information on printing assay parameters, refer to the Alinity ci-
series Operations Manual, Section 5.

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

Alternate Result Units

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

(Concentration in Default result unit) x (Conversion factor) =
(Concentration in Alternate result unit)

Default Result Unit Conversion Factor Alternate Result Unit
pg/dL 12.87 nmol/L

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
Lithium heparin plasma separator
Potassium EDTA

Abbott
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e 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.

* 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

* 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 contain fibrin, red blood cells, or other particulate matter.

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

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

recentrifugation.

Prepare frozen specimens as follows:

* Frozen specimens must be completely thawed before mixing.

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

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

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

e 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.

Specimen Storage

Maximum
Specimen Storage ) _
Type Temperature  Time Special Instructions
Serum/ 2to 8C 6 days If testing will be
Plasma delayed more than

6 days, specimens
should be frozen at
-10'C or colder.

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

Specimens stored frozen at -10'C or colder for 6 days showed no
performance difference.

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.
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| PROCEDURE

Materials Provided
07P95 Alinity i Total T4 Reagent Kit

Materials Required but not Provided

« Alinity i Total T4 assay file

* 07P9501 Alinity i Total T4 Calibrators

* 07P9510 Alinity i Total T4 Controls or other control material

« 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

oi-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.

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

“  Sample volume for first test: 74 pL
» Sample volume for each additional test from same sample
cup: 24 pL

- S3 hours on the reagent and sample manager:

“  Sample volume for first test: 150 pL
°  Sample volume for each additional test from same sample
cup: 24 pL
- >3 hours on the reagent and sample manager:
» Replace with a fresh aliquot of sample.

« Refer to the Alinity i Total T4 calibrator package insert and/
or Alinity i Total T« control package insert for preparation and
usage.

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

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

Sample Dilution Procedures

Samples with a Total T+ value exceeding

24.00 pg/dL (308.88 nmol/L) are flagged with the code

"> 24.00 pg/dL" (">308.88 nmol/L") and may be diluted with the
Manual Dilution Procedure.

Manual Dilution Procedure

Suggested dilution: 1:2

It is recommended that dilutions not exceed 1:2.

Add 75 pL of the sample to 75 pL of Alinity i Total T4 Calibrator A.
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.

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 the lower value of
the measuring interval of 3.00 pg/dL (38.61 nmol/L), rerun using an
appropriate dilution.

For detailed information on ordering dilutions, refer to the Alinity ci-
series Operations Manual, Section 5.
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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 for the Alinity i Total T4 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)

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 to.

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

Quality Control Guidance

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 ci-series Operations Manual.

IRESULTS

Calculation

The Alinity i Total T4 assay utilizes a 4 Parameter Logistic Curve fit
data reduction method (4PLC, Y-weighted) to generate a calibration
and results.

For information on alternate result units, refer to the INSTRUMENT
PROCEDURE, Alternate Result Units section of this package insert.
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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 pg/dL
(nmol/L) which meets the limits of acceptable performance for
linearity, imprecision, and bias.

The measuring interval of the Alinity i Total T« assay is 3.00 to
24.00 pg/dL (38.61 to 308.88 nmol/L).

ILIMITATIONS OF THE PROCEDURE

« For diagnostic purposes, results should be used in conjunction
with other data; e.g., symptoms, results of other thyroid tests,
clinical impressions, etc.

* If the Total T4 results are inconsistent with clinical evidence,
additional testing is suggested to confirm the result.

e Performance of this test has not been established with neonatal
specimens.

BEXPECTED VALUES
This study was performed on the ARCHITECT i System.
Representative performance data are provided in this section.
Results obtained in individual laboratories may vary.
It is recommended that each laboratory determine its own reference
range based upon its particular locale and population characteristics.
A normal range of 4.87 to 11.72 pg/dL (central 95% interval)
was obtained by testing serum specimens from 437 individuals
determined as normal by AXSYM Ultrasensitive hTSH Il and AxXSYM
Free T+ assays.

m 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 utilized the same
reagents and sample/reagent ratios.

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

Precision

Within-Laboratory Precision

A study was performed based on guidance from CLSI EP05-A2.
Testing was conducted using 1 lot of the Alinity i Total T« Reagent
Kit, 1 lot of the Alinity i Total T4 Calibrators, and 1 lot of the Alinity i
Total T4 Controls and 1 instrument. Three human serum panels were
assayed in a minimum of 2 replicates at 2 separate times per day on
20 different days."®

Within-Run Within-Laboratory

Mean (Repeatability) (Total)»
Panel n (Hg/dL) SD %CV SD %CV
1 120 4.79 0.099 2.1 0.200 4.2
120 8.50 0.161 1.9 0.378 4.4
3 120 16.87 0.483 2,9 0.604 3.6

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

W ithin-Run Within-Laboratory
Mean (Repeatability) (Total)»
Panel n (nmol/L) SD %CV SD %CV
1 120 61.71 1.275 2.1 2.573 4.2
2 120 109.37 2.070 1.9 4.866 4.4
3 120 217.17 6.218 2.9 7.771 3.6

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

A study was performed based on guidance from CLSI EP17-A2.
Testing was conducted using 3 lots of the Aiinity i Totai T4 Reagent
Kit on each of 2 instruments over a minimum of 3 days. The
maximum observed Limit of Biank (LoB), Limit of Detection (LoD),
and Limit of Quantitation (LoQ) vaiues are summarized belon®®

po/dL nmol/L
LeB= 028 360
L 055 708
LoQ 217 27793

~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 a 60 replicates of low-analyte
level samples and is defined as the lowest concentration at which a
maximum allowable precision of 10 %CV was met.

Linearity
A Study was performed based on guidance from CLSI EP06-A.®"

This assay is linear across the measuring interval of 3.00 to

24.00 pg/dL (38.61 to 308.88 nmol/L).

Analytical Specificity

This study was performed on the ARCHITECT i System.

Analytical specificity was evaluated with the ARCHITECT Total T4
assay and determined to have a mean analytical specificity of

s 3.2% cross reactivity with triiodothyronine (T3) at a concentration
of 100 pg/dL in a sample containing approximately 3 pg/dL of Total
T4 as confirmed by a study based on guidance from CLSI document
EP7-A®®

Interference

This study was performed on the ARCHITECT i System.

A study was performed based on guidance from CLSI document
EP7-A. Potential interference was assessed with the ARCHITECT
Total T+ assay and the mean interference was determined to be

< 10% for hemoglobin, bilirubin, triglycerides, and protein at the levels
indicated belon®®

Potentially Interfering Substance Interterent Level
Hemoglobin <500mg/dL
Bilirubin <20 nmy/dL
Triglycerides <3000 my/dL
Protein >4.5 and <12 g/d.

Method Comparison

A study was performed based on guidance from CLSI EP09-A3 using
the Passing-Bablok regression method. ®®

Correlation Concentration
Units n  Coefficient Intercept Slope Range
AiintyiTotd T4 Serum  pyd. 112 100 001 098 3162124
Vs ARCHITEC (o) (-0.10) (40.61-
Totel T4 273.30)

BIBLIOGRAPHY

1 Felig P, Baxter JD, Broadus AE, Frohman LA, editors. Endocrinology
and Metabolism (2nd Ed.). New York: McGaw-Hill Book Co.,
1987:389-409.

2. Lerman J. The Physiologic Activity of L-Triiodothyronine. J Clin
Endocrinol Metab 1953;13:1341-1346.

Oppenheimer JH. Role of Plasma Proteins in the Binding, Distribution
and Metabolism of the Thyroid Hormones. N EnglJ Med 1968;
278:1153-1162.

4. Robbins J, Rail JE. Thyroxine-Binding Proteins. In: Gray CH,
Bacharach AL, editors. Hormones in Blood (2nd Ed.). London:
Academic Press, 1967;1:427-440.

5. Ekins RP, editor. Methods for the Measurement of Free Thyroid
Hormones. Amsterdam: Excerpta Medica Foundation. 1979;72-92.

6. Sterling K, Refetoff S, Selenkow HA. T3 Thyrotoxicosis:
Thyrotoxicosis Due to Elevated Serum Triiodothyronine Levels. JAMA
1970;213: 571-575.

7. Witherspoon LR, Shuler SE. Estimation of Free Thyroxine
Concentration: Clinical Methods and Pitfalls. J Clin Immunoassay.
1984;7:192-205.

8. Bermudez F, Surks MI, Oppenheimer JH. High incidence of
decreased serum triiodothyronine concentration in patients with
nonthyroldal disease. J Clin Endocrinol Metab 1975;41:27-40.

9. Larsen PR. Triiodothyronine: review of recent studies in its physiology
and pathophysiology in man. Metabolism. 1972;21:1073-1092.

10. Abuid J, Klein AH, Foley Jr TP, Larsen TP. Total and Free
Triiodothyronine and Thyroxine in Early Infancy. J din Endocrinol
Metab 1974;39: 263-268.

11. Szpunar WE, Stoffer SS, Bednarz MN. Clinical Evaluation of a
Thyroxine-Binding Globulin Assay in Calculating a Free-Thyroxine
Index. J Nucl Med 1981 ;22:793-795.

. Nusynowitz L. Free Thyroxine Index. JAMA 1975;232:1050.

. US Department of Labor, Occupational Safety and Health
Administration, 29 CFR Part 1910.1030, Bloodborne pathogens.

14. US Department of Health and Human Sen/ices. Biosafety In

Microbiological and Biomedical Laboratories. 5th ed. Washington, DC:
US Government Printing Office; December 2009.

15. World Health Organization. Laboratory Biosafety Manual. 3rd ed.
Geneva: World Health Organization; 2004.

16. Clinical and Laboratory Standards Institute (CLSI). Protection
of Laboratory Workers From Occupationally Acquired Infections;
Approved Guideline—Fourth Edition. CLSI Document M29-A4. Wayne,
PA: CLSI; 2014.

17. Clinical and Laboratory Standards Institute (CLSI). Statistical Quality
Control for Quantitative Measurement Procedures: Principles and
Definitions: Approved Guideline—Third Edition. CLSI Document
C24-A3. Wayne, PA: CLSI; 2006.

18. Westgard JO. Basic QC Practices. 3rd ed. Madison, W: Westgard
Quality Corporation; 2010.

19. Clinical and Laboratory Standards Institute (CLSI). Evaluation of
Precision Performance of Quantitative Measurement Methods:
Approved Guideline—Second Edition. CLSI Document EP05-A2.
Wayne, PA: CLSI; 2004.

20, Clinical and Laboratory Standards Institute (CLSI). Evaluation of
Detection Capability for Clinical Laboratory Measurement Procedures:
Approved Guideline—Second Edition. CLSI Document EP17-A2.
Wayne, PA: CLSI; 2012.

21. Clinical and Laboratory Standards Institute (CLSI). Evaluation of
the Linearity of Quantitative Measurement Procedures: A Statistical
Approach: Approved Guideline. CLSI Document EP06-A. Wayne, PA:
CLSI; 2003.

22. National Committee for Clinical Laboratory Standards (NCCLS).
Interference Testing in Clinical Chemistry: Approved Guideline. NCCLS
Document EP7-A. Wayne, PA: NCCLS; 2002.

23. 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.

Note for number formatting:

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

e A period is used to separate the integer part from the fractional
part of a number written in decimal form (example: 3.12%).
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1SO 15223 Symbols
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Use by/Expiration date
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In Vitro Diagnostic Medical
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Other Symbols

|CONJUGATE | Conjugate

|00NTA|NS; AZIDE | Contains Sodium Azide. Contact
with acids liberates very toxic
gas.

|DISTRIBUTED IN THE USABY | Distributed in the USA by

|INFORMAT|ON FOR USA ONLY Information needed for United
States of America only

||NVERs|0Ns PERFORMED | Inversions Performed

|MICROPARTICLES| Microparticles

|PRODUC|'OF|RE|_AND| Product of Ireland

|Rx0N|_y| For use by or on the order of a

physician only (applicable to USA
classification only).

Alinity, ARCHITECT, and AxSYWI are trademarks of Abbott
Laboratories in various jurisdictions. All other trademarks are property
of their respective owners.
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Lisnamuok, Longford

Co. Longford

Ireland

+353-43-3331000

DISTRIBUTED IN THE USABY |
Abbott Laboratories
Abbott Park, IL 60064 USA

Customer Service: Contact your local representative
or find country-specific contact information on
www.abbottdiagnostics.com

Revised February 2018.
©2016, 2018 Abbott Laboratories
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ADDENDUM

to the Instruction for Use Alinity i Total T4 Reagent Kit (for Russia)
SHIPPING

Recommended shipping conditions for deviceis ambient. Device is stable
until the expiration date indicated on the package. 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 12
months from date of manufacturing. The manufacturing date of the medical product is
indicated in the certificate of analysis, which is available at \«ww.abbottdiagnostics.com
or contact your local representative. Device must be discarded if stored with deviations
in manufacturer's requirements (GOST R 51088-2013).

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 2.1.7.2790-10 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, 1272/2008/EC (CLP) as amended, 1907/2006/EC (REACH) as amended,
80/181/EEC, 2009/3/EC, Regulation (EC) 1069/2009, Regulation (EC) 142/2011,
CLASS 2013 (as amended), GHS (as amended), WHSR Part 7.1 (as amended), EN
1ISO 9001, ISO 13485, EN ISO 14971, EN 13641, EN 13612, EN ISO 15223-1, EN 980,

EN ISO 18113-1, EN ISO 18113-2, EN ISO 18113-3, EN ISO 23640, EN ISO 20776-
1, EN 13975. EN ISO 17511, I1SO 80000-1

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-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.abbottdiagnostics.com or contact your local
representative.

STORAGE

Unopened and opened cartridges / bottles are recommended to be stored at a
temperature of 2"C to 8*C in refrigerated chambers or in refrigerators providing a
regulated temperature regime.

INDICATIONS AND CONTRA-INDICATIONS FOR USE

Not applicable.
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Alinity
T4 O6LWwNin PeareHTsl
(Alinity i Total T4 Reagent Kit)

Cm. BbleNleHHble n3MeHeHus. Pegakuus: despans 2018 r.

Heo6x0AMMO TOYHO CNeAoBaTh UHCTPYKUMAM. pn OTKAOHEHUU OT
MHCTPYKLUMIA HafieXKHOCTb Pe3yNbTaToB TecTa He rapaHTupyeTcs.

IHAVMEHOBAHVIE (CokpalleHHoe)
T4 O6wwii PeareHTsl (Alinity i Total T4 Reagent Kit)

BHA3HAUEHVE

TecT ¢ ncnonb3oBaHnem T4 06wt PeareHTbl (Alinity i Total T4
Reagent Kit) siBnseTca XeMUIIOMUHECLEHTHLIM MMMYHOAHa/IN30M
Ha mukpoyactuyax (CMIA) ana KoNMyYecTBEHHOrO onpefeneHns
TUpOKcUHa (06Wuii T4) B CbIBOPOTKE U Nsia3mMe KPOBW YesioBeka Ha
aHanunsartope Alinity i.

TecT Alinity i Total T4 ucnonb3yeTtcs B Ka4eCcTBe BCMOMOrareslHoro
CpeACTBa OLEHKN COCTOSIHUA LWWTOBUAHON Xenesbl.

m KPATKOE OINMMNCAHVE TECTA

TupokeuH {T4) saBnseTcs ogocofepikaliuMm ropMoHOM C
MONeKyNApHoli Maccolt NpueAn3NTensHO 777 AanbToH,
CEKPETUPYEMBIM LIMTOBUAHOI >Xene3oii. T4 BMeCTe ¢ FOPMOHOM
LMTOBUAHOI Xene3bl T3 0TBeYaloT 3a perynauuio pasinyHbIx
6MOXMMUYECKMX MPOLLECCOB B OpraHn3Me, Heob6Xo4UMbIX 415
HOpMasibHOV MeTabo/IMUeckoli N HEePBHON AeATeNbHOCTU.

XoTa T3 6uonornyeckn 6onee akTmMBeH”, B CbIBOPOTKE KPOBU
yenoseka cogepxutca B 50 pa3 6onblue T4, yem T3, Ha Hero
npuxoautca 6onee 90% CBA3AHHOIO C 6e/ikaMu LIMPKYINPYOLLEero
ofa. 99.9% T4 cBsA3aHO C CbIBOPOTOYHbIMU TUPOKCUH
ceasbiBatoWmmy 6enkamu (TCB). FopMoH TpaHcnopTupyeTcs

B OCHOBHOM TMPOKCWH CBA3blBaOWMM rnobynmHom (TCr), a

TakXe C TUPOKCUH cBA3blBaOWMUM npeanbbymmuHom (TCMA) un
anbbyMMHoM.® MeHee 0,05% obuiero T4, UMPKYMPYIOLWEro B
KPOBMW, Haxo4uTCA B He CBA3AHHOM C 6eflkaMu COCTOSHUK, MO3TOMY
3Ta YacTb 6UMOMOrNYECcKN akTBHa.”N NKnHU4Yeckas 3Ha4MoCTb
onpejeneHns yposHs T4 yxe faBHO 6blia NpuU3HaHa B OLEeHKe
PYHKUMN WNTOBUAHOI Xenesbl. MoBblleHe YPOBHA T4 xapakTepHo
[ANA NauneHToB C rMNepTMpeonan3mMom; NoHWXeHue yposHsa T4
HabnogaeTcs y NaunMeHToB C BblPaXKEHHbIM rMMNOTMPEeonin3MoMm.
HopmasibHble 3HadeHus T4 B coYeTaHUM C NOBbILEHHbIM YPOBHEM
T3 HabnwaalTca y 60/bHbIX ¢ T3- TUPEOTOKCUKO30M.® YpOBEHb

T4 MOXET N3MEHATLCA B 3aBUCUMOCTU OT PM3NONOrUYECKUX NN
naTonorMyeckmx U3MeHeHnii konnyectsa TCh.® ®KoHLEeHTpaLus
rOPMOHOB LLUMTOBWAHON Xenesbl BO MHOTOM 3aBUCUT OT
BO3MOXHOCTV TUPOKCUH CBsi3blBatoWero rnodynuHa (TCr).
COOTBETCTBEHHO, YPOBHU KOHLEHTpauuu T4 MOryT nosbiliarsCs npu
NoBbILLIEHNN KOHUeHTpauun TCI, Hanpumep, npu 6epemMeHHOCTH,
npueme opasibHbIX KOHTPaUEenTUBOB WM 3CTPOreHoB, BUPYCHOM WK
XPOHMYECKOM aKTUBHOM renarute, GUIMApHOM LIMPPO3e MneyeHn
WX BPOXKAEHHOM MOBbIWeHHOM TC/N® HanpoTus, Npu yMeHbLIeHUU
ypoBHsa TCI, Hanpumep, Npu HepPOTUYECKOM CUHAPOME, Npueme
aHApPOreHOB 1 IIOKOKOPTUKOUAOB, CUCTEMHbIX 3a60/1€BaHNAX UM
BpoOXAeHHOM aecuumTe TCI, ypoBeHb T4 MOXET CHMXATbCS.

Mpuem nekapcTBeHHbLIX Npenaparos, KOHKYpupyoLwmx ¢ T4 3a
CBfi3blBaKOLLMe LEeHTPbl Ha 6enkax, Takux kak heHunbyTasoH,
ONEHNNTUAAHTOVH WK CanuumuiaThl, MOXET NPUBOAUTL K
CHVXEHWIO YPOBHSA [JaHHOMO ropMoHa.N® YpoBeHb T4 B CbIBOPOTKE
KPOBW HOBOPOX/EHHbIX N MNafeHLeB 60/blle, YeM Y B3POC/bIX U3-
3a MOoBbILWEHHO KOHLeHTpauun TCr.'®
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Total T4
07P95
G76301R03

B7P95R

[sEr] 07P9520
[Ha 07P9530

Mockonbky B 60MbWNHCTBE Cy4vaeB T4 ABNAETCSH XOPOLUUM
nokasatenem (YHKLUN LWMTOBUAHO Xenesbl, 3HadeHns T4
Heo6X0AMMO TPaKToBaTb, YUMTbIBAs UHAMBUAYaIbHbIE Bapuauun
TUPOKCUH-CBsi3bIBatOLL el cnocobHocTM 6enkoB (TCB). YCNoBHbIM
nokasaTesiem [/19 3TOr0 ABNSETCA MHAEKC CBOOOLHOr0 TMPOKCMHA
FTH.""®

[na fOCTMKEHUA MaKCUManbHOW [NArHoCTUYECKOn TOUHOCTN
OKOHYaTenbHoe onpeaeneHve YHKUMN LWUTOBUAHON dKenesbl
[O/HKHO NPOBOAUTLCS COBMECTHO C YYETOM [PYrux rnokasaTenei,
Takmx Kak TTT, cBo60AHbIN T4, 06wunii T3, FT! 1 KAMHNYECKUX
[aHHbIX, MONYYEHHbIX BPAYOM.

IEMONOMMYECKVE MPYHLMIMbI MPOLEAYPI

[JaHHbIll TeCT SBNseTCA METOLOM ABYXCTYNeHYaToro MMMyHoaHanmsa
[N KONMYECTBEHHOTO ONpejaesieHns TupokcuHa (o6wuii T4) B
CbIBOPOTKE U MM1a3Me KPOBWU YesloBEKa Ha OCHOBE TEXHOM0rnm
XEeMUIIOMUHECLLEHTHOTO MMMYHOaHaIM3a Ha MUKpoYacTuuax
(CMIA).

CMeLwunBaloTCsa U UHKY6upytoTcs obpasel, 1 napaMarHuTHble
MUKPOYACTULIbl, CEHCMOUNN3NPOBaHHbIe aHTuTeNnammn K T4.
CBsi3aHHbIli T4 oTAENsieTcst OT CBSI3bIBAOLLMX LLEHTPOB TUPOKCUH
CBA3bIBAKOLWMX rN06YyNMHa, npeanbbyMuHa n anbbymuHa. T4,
npucyTCTBYOLWMIA B 06pasLie, CBA3bIBAETCA C MUKpoYacTULamu,
CeHCNBMNN3NPOBAHHbIMN aHTuTenamm K T4. Mocne NpoMbIBKK
[06aBNseTCs aKpUAMH-MeyeHblii KoHbloraT T3 gns o6pasoBaHus
peakLMOHHON cMecn, CMeCb MHKyb6upyeTcsi. Mocne cnepytoLiero
LMKNa NPOMbIBKM K peakLWOHHOI cMecu Jo6aBnsoTcs npe-Tpurrep
n Tpurrep.

Monyvyaeman B pe3ynbTare XeMUIIOMUHECLIEHTHasA peakuus
N3MepsieTC B OTHOCUTENbHbLIX CBETOBbLIX eguHuuax (RUJ). Mexay
KOMM4YecTBOM 06uero T4 n RLU, AeTeKTMPOBaHHbLIMW ONTUKOM
CUCTeMbl, CyliecTByeT obpaTHasi 3aBUCMMOCTb.

Moapo6Hy0 MHhopMaLMio 0 CUCTEME M TEXHONOTMKU aHanmsa cM. B
PykoBoacTtse no akcnnyatauun Alinity ci-series, Pasgen 3.

IPEAMEHTDI

CopepTkumoe Habopa

T4 O6wmii PeareHTbl (Alinity i Total T4 Reagent Kit) 07P95
MPUMEYAHVE: HekoTopble hacoBKM AOCTYMHbI HE BO BCEX CTpaHax.
O6paTuTechb K Bawemy MecTHOMY AUCTPUOBLIOTOPY.

O6bem (ML), yKkasaHHbI B Tabnuue HUxe, 0603HaYaeT 06beM Ha
KapTpUopK.

07P9520 07P3530
Konuuectso TecToB B 100 600
KapTpumke
KOI‘IVIHECTB(Z 2 2
KapTpumxen B Habope
Konunuectso TecTos B 200 1200
Habope
IMICROPARTICLES | 6.6 mL 321 mL
|CONJUCATE | 6.1 mL 316 mL

IMICROPARTICLES| MukpoyacTuLbl, CEHCUOUIN3UPOBAHHbIE
aHTUTEenammn K T4 (oBeybumun) B TRIS-6ydhepe ¢ oBeubumu 1gG B
KayecTBe CTabunusaTopoB. MUHUManbHas KoHueHTpauus; 0.05%
TBEPAOro BeljecTBa. KoHCepBaHT: a3uf, HaTpus.
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|COMIUOATE| AKpranH-MeuYeHbIli kKoHbloraT T3 B MES-6ydepe ¢
NaCl u Triton X-100 B Ka4yecTBe cTabunm3aTopoB. MuHuUManbHas
KOHUeHTpauma: 0.2 ng/mL. KoHcepsaHT: ProClin 300.

MpepynpexxaeHvst 1 Mepbl NPeAOCTOPOXKHOCTU

[in

fl,ﬂﬂ ,qVIT:1FHOCTI/IKVI In Vitro
R« ONLY

Mepbl NpefocToOPOXHOCTHU

BHUMAHWE: [aHHbIii NpofyKT npeanonaraet paboty ¢
obpasuamu, nosyyYeHHbIMU OT YesioBeka. PeKoMeHayeTcs cumTaTb
BCE MaTepuasibl, MONyYEHHbIe OT YesioBeKa, NOTeHLUWanbHO
MH(EKLMOHHLIMA 1 06palaTbCsi C HAMKU B COOTBETCTBUK

co CraHAapToM no o6palieHnto ¢ reMOKOHTaKTHbIMM
natoreHamu, paspaboTtaHHbiM YnpasneHnem CLUA no oxpaHe
TpyAa 1 npomblwneHHoli rurneHe (OSHA). Mpu paboTe ¢
maTepuanamu, cofepxaliumu Unu npeanonoXxunTessHo
cofiep>KallnMn MHMEKLMOHHbIE areHTbl, cnejyeT cobnogatb
npaswna 6uonoruyeckoih 6e30MacHOCTA, YPOBEHb 2, UK Apyrue
COOTBETCTBYHOLWME MpaBuna 6monornyeckoit 6eonacHoCcT.'®"®

Cnepgywouwmne npegynpexaeHus u mepbl NpesocTOPOXXHOCTN
OTHOCATCA K konjugate!

<I>

MPEAYMPEXAEHUE  CofepXWT MeTUIM30THA30/OHbI.

H317 MOoXeT BbI3blBaTb a/1/IepPrmyeckyto
KOXHYIO peakuuio.

MpepgoTspalleHne

P261 MN3beratb BAbIXaHUA TymaHa/napos/
aspo3oneil.

p272 He BbIHOCUTL 3arpsi3HeHHy ogexay ¢
pabodyero mecTa.

P280 Monb3oBarbes 3alUTHLIMK MepyaTkamu/
3alMTHO oaexaoii/cpeacTBaMmn 3aluThl
rnas.

PearnposaHue

P302+P352 NPV NONAOAHUN HA KOXXY: MpombITh
60/bLINM KONNYECTBOM BOAbl.

P333+P313 Mpy pasgpakeHnun KoXv uam nosisneHuu
cbinu: O6paTUTLCS K Bpady.

P362+P364 CHATb 3arps3HeHHyIo ofiexay u
BbICTMPATL ee nepej UCMosb30BaHNEM.

YTunusauyusa

P501 YTunusupyite cofepxxmmoe/KoHTeliHep B

COOTBETCTBMM C CaHUTaAPHbLIMKU HOpMamun

P® (CanluH 2.1.7.2790-10 ot 09.12.2010).

Cnepytowie npegynpeXxaeHusi U Mepbl NpeAoCcTOPOXHOCTH
OTHOCATCA K hicroparticies |

CoaepXuT asug Hatpus.

EUH032 Mpn KoHTaKTe ¢ KMucnotamy obpasyeTtcs
BbICOKOTOKCUYHBbIA ras.
P501 YTunusupyiite cogepxmmoe/KoHTeliHep B

COOTBETCTBMU C CaHUTaAPHbIMKM HOpMamMu

P® (CanluH 2.1.7.2790-10 ot 09.12.2010).
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MacnopTa 6e30macHOCTW AOCTYMHbI Ha caiTe
www.abbottdiagnostics.com nnav y MecTHoro npegcraButens.
MoapobHyo MHoPMaLMo 0 HE0BXOAMMBIX Mepax
NpeaoCTOPOXHOCTU MpU paboTe C aHanN3aTopoM CM. B
PykoBoacTBe no akcnnyartauuu Alinity ci-series. Pasgen 8.

Ob6palyeHune ¢ peareHTamm

* Tlocne nonyvyeHns Habopa paornosioX1Te HEBCKPbITYIO KOPOGKY
3e/1eHO NOI0COW CBEPXY UM akKypaTHO NnepeBepHUTe K cebe
n ot ceba (Ha 180 rpagycoB) 5 pas, 3aTeM pacnonoxute
KOPOGKY 3eNeHOli NOMOCOI CHWU3Y U CHOBA MepeBepHUTE
Kk cebe un ot cebs (Ha 180 rpagycoB) 5 pa3. B pesynbtate
XUAKOCTb ByfeT paBHOMEPHO pacnpegesnieHa no BHYyTPeHHel
NnoBepxXHOCTN (h1akoHOB, HaXOAALMXCA BHYTPU KapTpumka. Mpu
TPaHCMOPTUPOBKE peareHToB MUKPOYaCTULIbl MOFyT OCECTb Ha
mMeMbpaHy KpbILLKU peareHTa.

- locTaBbTe OTMETKY Ha yrMakoBKe peareHTa, O3HauaoLLyto,
4YTO KapTpuAX 6Gbln NepeBepHYT B COOTBETCTBUMN C
MNHCTPYKLMAMU.

* [locne nepemelwwmBaHNsA ¥ nepep UCNofb30BaHNEM OCTaBbTe
KapTpuaK peareHTa Ha 1 4yac B BepTVKasbHOM MONOXEHUN A0
MCYE3HOBEHUSA My3blpbKOB, KOTOPblE MOr/M 06pa3oBaThCs Mpu
nepemeLunBaHun.

e Ecnn kapTpuak peareHTa OnpokuHyscs, NpUBeauTe ero
B BepTVKa/ibHOe MOMoXeHWe 1 ocTaBbTe Ha 1 yac Ao
MCYE3HOBEHUA My3blpbKOB, KOTOpPble MOr/M o6pa3oBaTbCa.

* PeareHTbl noasep>keHbl (hOPMUPOBAHUIO MEHbI W NYy3bIPbKOB.
My3blpbky B peareHTe MOryT nomeluatb onpegeneHuio
YPOBHA peareHTa B KapTpupke v NpPUBECTU K He[OCTaTOYHOMN
acnupauumn peareHTa, KoTopasi MOXeT 3HaUNTeNIbHO BAMATbL Ha
npaBUIbHOCTb Pe3y/bTaTos.

MoppobHyto MHhopMaumio 06 obpalleHnn ¢ peareHTamy npu

pa6oTe ¢ aHanM3aTopoM cM. B PYKOBOACTBE MO 3aKCmyatauun

Alinity ci-series. Pasgen 7.

XpaHeHne peareHToB

Maxkcu masn b-
TemnepaTypa Hoe Bpemsi  [loNONHUTENbHbIE UH-

XpaHeHus XpaHeHus CTPYKLMMN MO XpaHEHWIO
HeBckpbIThIA 2 - 8'C [o XpaHuTe B
KapTpUaX OKOHYaHWS  BEPTUKA/IbHOM
cpoka NOJIOXEHUN.
rogHocTn Ecnn kapTpuax
XpaHuncs He
BEPTUKa/IbHO,
aKKypaTHO nepeBepHUTE
KapTpuak 10 pas n
nepeg 1crnosib3oBaHnem
octaBbTe Ha 1 yac
B BEPTUKa/IbHOM
NOJIOXKEHUN.
Ha 6opTy TemnepaTypa 30 fHeli

B cucteme

Abbott



Makcumarnb-
Temneparypa Hoe Bpemsi  [JOMNOSIHUTE IbHbIE NH-
XpaHeHust XpaHeHust CTPYKLUW MO XPaHEHUO
BCKpbITbIl 2-8C [o XpaHuTe B
KapTpua=>K OKOHYaHWsA  BEPTUKa/IbHOM
cpoka NONOXEHUN.
rogHocTn Ecnu kaptpumx
XpaHuncs He
BEPTUK&/ILHO,
YTUAN3NpYinTe
KapTPULIK.

He uncnonbayiite
MOBTOPHO KPbILLKM

peareHTa n3rotosuTens

WM 3aMeHsieMble
KPbILWKW BBUAY pUCKa
KOHTaMuUHaLmu

1 BO3MOXHOCTY
HapyLleHusa paboumnx
XapaKTepucTuK

peareHTa.

PeareHTbl MOXXHO XpaHWTb Kak Ha 60pTy CUCTEMbI, TakK U BHe
ee. lNocne nM3BeYeHNs peareHToB M3 CUCTEMbl XpaHWUTE KX B
BEPTUKa/IbHOM MONOXKEHUN C HafEeTbIMU HOBbIMW 3aMeHSIeMbIMMN
KpbllKaMu npu Temnepartype 2 - 8°C. PeareHTbl, XpaHsaLyuecs
BHE CMCTeMbl, PEKOMEH/YeTCA XpaHUTb B (habpUUHbIX NI0TKaxX 1
ynakoBKax /1 obecneyeHnss BEPTUKA/IbHOTO MOOXKEHUS.

Moapo6Hy MHOPMaLMIO O BbIrPy3Ke PeareHToB U3 CUCTEMbI CM. B

PykoBoacTBe no akcnnyatauuu Alinity ci-series. Pasgen 5.

Moka3artenn nopyn peareHToB

OwnbKa KaNMB6POBKN UM BbIXOA 3HAYEHWSI KOHTPONSA 3a npegesbl
fAnana3oHa [onycTUMbIX 3HAYEHWU MOXeT CBMAETeIbCTBOBAaTb O
nopue peareHToB. Pe3ynbTaTbl COOTBETCTBYIOLMX TECTOB cneayeT
cuMTaTh HeBepHbIMU, 06pasLibl AO/MKHbI ObITb NPOTECTPOBAaHbI
NoBTOPHO. MoXKeT NoTpe6oBaTbLCA NMOBTOpPHAas KanmbpoBka TecTa.
WHpopmauuo 06 ycTpaHeHUM HencnpaBHOCTEl CM. B PYKOBOACTBE
no akcnnayatauun Alinity ci-series, Pasgen 10.

INPOLEAYPA PABOTbI HA AHATIM3ATOPE
Heo6xoaumo ycTaHoBMTb haiin Tecta Alinity |1 Total T4 nepes
npoBeAeHNeM TecTa Ha aHanusaTope Alinity I
Mopapo6Hyto MHhopMauuo 06 ycTaHOBKe haiina Tecta, NpocMoTpe
1 peflakTUpoBaHNM nNapameTpoB aHann3a cM. B PyKoBO/ACTBE MO
akcnnyaTtauun Alinity ci-series, Pasgen 2.

MHdopmaLmio o BbiBOAe Ha nevyaTb napameTpos aHann3a CcM. B
PykoBoacTBe no akcnnyatauum Alinity ci-series, Pasgen 5.
Moppo6Hoe onuvcaHue npouenyp paboTbl C CUCTEMON CM. B
PykoBoacTBe no akcnnyatauum Alinity ci-series.
AnbTepHaTMBHbIE eINHNLbl U3MepeHNs pesynbTaTta

[ns Bbibopa anbTepHaTUBHOW eAVHMLbI N3MeHUTe napameTp TecTa
"EANHWLI n3MepeHus”,

dopmyna nepecyeta:

(KoHUeHTpaums B cTaHAapTHLIX eMHNULAX U3MEPeHUs pe3y bTaTa)
X (®akTOp nepecyeta) = (KOHLeHTpaLua B a/ibTepHaTUBHbIX

CTaHAapTHble ean- AnbTepHaTUBHbIE
HUUbI U3MepeHnsa eanHnLUBI nsmepeHns
pesynbTaTa ®akTOp nepecueTa pesynbTaTa

pg/dL 12.87 nmol/L
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ICBOP OBPA3LIA N NOATOTOBKA K AHA/M3Y

Tvnbl 06pasLos
MepeyuncneHHble HWKe Tunbl 06pasLoB 6bl1M BepUdULMPOBaHbI Ha
NpUrogHOCTb K MCNOMb30BaHNIO B aHHOM TecTe.
Apyruve Tunbl 06pasLoB 1 NPobMpoK Ana c6opa 06pasLoB He 6bln
BEPUULIMPOBAHbI Ha NPUrOAHOCTb K UCMO/b30BaHNIO B JAaHHOM
TecTe.
Tunbl 06pasLIoB Mpo6upkm Ans c6opa 06pasLos
CblBOPOTKA KpPOBYU CbIBOpPOTKa KpoBM
CbIBOpOTKa KpOBU C
pasfenuTenbHbIM renem
Mnasma Kposw Hartpuii renapuH
NnTnid renapwH
Mnasma KpoBu ¢ ANUTWIA
renapuHom 1 pasgenuTenbHbIM
renem
Kanuesas conb EDTA

* [ns aHanuzaTopa He NpeAyCcMOTPeHa onuus BepudvKaLmm
TUNOB MCMNONb3yeMbiX 06pa3LoB. B 06sa3aHHOCTM onepartopa
CUCTEMbI BXOAUT MpoBepKa NpasuIbHOCTW TUMOB 06PasLoB,
1cnosb3yembix B TecTe.

* Tpy nccnefoBaHUN cepuiiHbIX 06pa3L 0B UCNOMb3YiiTe OAVNH 1
TOT Xe Tun o6pasua Ha NPOTSAXKEHUN BCEro MCCNefoBaHNS.

CocTosiHMe o6pa3sLoB

e He ucnonbayiite:
- 06paslibl, NHAKTVNBMPOBAHHbIE HArpeBaHUEM

e YT06bl NOMyYUTb NPaBU/IbHbIE PE3yNbTaThbl, 06pasLibl
CbIBOPOTKM U NNa3Mbl KPOBU CNefyeT OTAeNUTb OT (mbpuHa,
3pUTPOLMTOB ¥ APYIMX TBEPAbIX YacTul,. O6pasLpl CbIBOPOTKM
KPOBM NaUMEHTOB, MOMYYatOWMX aHTUKOArYSLMOVHYIO Un
TPOMGOMUTUYECKYIO Tepanuio, MOryT cogepxatb (UOpUH B
pe3ynbTaTe He3aKOHYeHHOro 06pa30BaHWs CryCTKOB.

e PeKOMeHAyeTcs MCNonb3oBaHWe 04HOPA30BbIX NMUMNETOK
1 HAaKOHEYHWUKOB ANsi NUNETOK AN NPefoTBpalleHns
NepeKpPecTHOW KoHTaMMHaLuK.

MNoaroroBkKa K aHaNIn3y

e CnepyiiTe MHCTPYKUMAM WM3roTOBUTENS NPO6GUPOK Ans coopa
06pasLioB. Mpu noarotoske 06pasLOB K TECTUPOBAHWIO
rpaBMUTaLMOHHOTO pasfeneHnst HefoCTaTouHo.

* B o6pasyax He AO/MKHO ObiTb My3bIpbKOB. YAanuTe ny3blpbKu
annankaTopoMm A0 Havana TecTMpoBaHus. Mcnonb3yiite
HOBBbIV annanKaTop A1 KaKAoro obpasua, u4Tobbl n3bexarb
nepekpecTHOl KOHTaMUHaLWK.

[ins nonyyeHns cornacoBaHHbIX pe3ynbTaToB PeKOMeHAyeTcs

NpoBOAUTL MOBTOPHOE LIeHTPUGyrMpoBaHe o6pasLioB nepes

TecTMpoBaHueM, ecnu

e OHW cofepxaTt MOPVH, IPUTPOLUTLI NN Apyrue TBepaple
YacTuLbl.

MPUMEYAHWE: Ecnu obpa3subl cofepxat hnbpuH, 3puTpoLmnThbl

UM apyrve TBepAble YacTuLbl, NepeMeLlainTe Ux Ha BopTekce

Ha HW3KOI CKOpoCTU MAu nepeBepHyB 10 pa3 nepej NOBTOPHbLIM

LEeHTpUYrnpoBaHvem.

MofroToBbTe 3aMOPOXeHHble 06pasLibl creayoLwmuM obpasom:

* T[lepep nepemelinBaHVeM 3aMOPOXXEHHble 06pa3sLibl He06XoaMMOo
NOJSIHOCTLIO Pa3MOPO3UTh.

e TuwartenbHo nepemellalite pasMopoXeHHble 06pasLibl Ha
BOPTEKCE Ha HWU3KOI CKOPOCTU WM aKKypaTHO nepeBepHyB
npo6upku 10 pas.

* BwusyanbHo nposepbTe obpasubl. Ecnu Habnogaetcs
paccnoeHve nau ctpatudukauys, noBTopsiiTe nepemeLinBaHme
[0 Tex nop, noka o6pasLibl He CTaHyT BU3YyaslbHO OfHOPOAHBLIMU.

* HepoctaTouyHoe nepemelumMBaHne 06pasLOB MOXET NPUBECTU K
NoJly4eHN0 HETOUHbIX Pe3y/bTaToB.

* PekomeHfyeTCsi NPOBOAWTL MOBTOPHOE LieHTpudyruposaHme
o6pasLoB.
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MoBTOpHOE UEHTPUdyrmposaHve o6pasLoB

* TomecTuTe 06pasubl B LEHTPUDYXXHbIE NPOBUPKY 1
LeHTpudyrmpyiite.

e [ins TecTMpOBaHMA MOMECTUTE OYULLEHHbI o6pasel, B
Yaleuyky f1s 06pasLoB WM BTOPUYHYO Npo6upky. Ecnm nocne
LieHTpudbyrpoBaHust B obpasLie NpucyTcTByeT NUNUAHBIA CNOWA,
nepeHecnTe TO/bKO OYMLLEHHbI 06pa3el, 6e3 nnemMmyeckoro
maTtepuana.

XpaHeHne o6pasLoB

Makcu-

mMasibHoe

Bpemsi CneumnanbHble UHCTPYK-
Tun obpasua Tewmnepatypa XpaHeHuWs — UuKn
CbiBOpoTKa/ 2 -8'C 6 aHeit Ecnu TectupoBaHue
nnasma OTKNafbIBaeTcs
KpOBM 6oniee yem Ha 6 fHeid.

o6pasubl cnegyet
3aMOpPO3NTb W XPaHWUTb
npu Temneparype
-HO'C nnn Huxe.

Ecnu TecTupoBaHue oTknafAbiBaeTcsi 6onee yem Ha 24

yaca, OTAeNnTe CbIBOPOTKY WM Nia3My KpOBWU OT CTyCTKOB,
pasfenuTenbHOro renst Ans CbIBOPOTKM KPOBW UMW 3PUTPOLUTOB.
O6pasLibl, XpaHMBLUEECS 3aMOPOXEHHbIMW Npu TemnepaType -10°C
UK HWXKe B TeyeHue 6 AHeld, He NPOAEMOHCTPUPOBAIN OTKNOHEHWI
B paboymx xapakTepucTuKax.

MN36eraiiTe MHOrOKpaTHbIX LIMK/I0B 3aMOPO3K1/pasMopOo3KM.

TpaHcnopTupoBKa 06pas3LoB

YnakoBbIBaiiTe 1 MapkupyiiTe 06pasLbl B COOTBETCTBUN C
rocyapcTBeHHbIMM, (hefepanbHbIMUA Y MEeXAYHAPOAHLIMY
Tpe6oBaHWSIMM MO TPAHCMOPTUPOBKE KAMHUYECKMX 06pasLioB
MHMEKLMOHHbIX BELLECTB.

= MPOLIEAYPA

MpepocTtaBnsiemble Marepuasnbl
07P95 T4 O6wumit PeareHTbl (Alinity i Total T4 Reagent Kit)

Heobxoanmble, HO He NpefocTaBnseMble MmaTepuasbl

e Alinity i Total T+ cpalin TecTa

e 07P9501 T« O6wmii Kanubpatopsl (Alinity i Total T+ Calibrators)

e (07P9510 T+ O6wmii KoHTponbHble MaTepuansl (Alinity i Total T4
Controls) nnn apyroit KOHTPO/bHLIV MaTepuan

* PactBop Tpurrepa (Alinity Trigger Solution)

* PactBop npe-Tpurrepa (Alinity Pre-Trigger Solution)

e KoHUeHTprpoBaHHbI NpoMbiBatoLmii 6ydep (Alinity i-series
Concentrated Wash Buffer)

WHopmaumio 0 maTepuanax, Heo6XoaNMbIX ANA paboTbl

aHanu3aTopa, cM. B PykoBoacTBe no akcnnayatauun Alinity ci-series,

Pasgen 1

WH(opmMaumio o matepranax, Heo6xo4uMbIX 4ns npouesyp

TEXHUYECKOro 06CNyXMBaHUA, CM. B PyKOBOACTBE MO aKcnyatauuu

Alinity ci-series, Pasgen 9.

Mpoueaypa aHanusa

Moppo6Hoe onucaHve npoueaypbl NPOBefEHUs TecTa CM. B

PykoBoacTse no akcnayartauuu Alinity ci-series. Pasgen 5.

* WHdopmaymio 06 obecnevyeHnn focTtatovyHOro o6bema obpasua
naumeHTa nNpy UCMosb30BaHUM MEPBUYHBIX UIWN a/IMKBOTHbIX
npo6mupok cm. B PykoBoacTBe no akcnnayaTtauun Alinity ci-series.
Pasgen 4.

e YT06bI MUHUMU3MPOBATL 3NPEKTbI NCNapeHus, nepes
nposegeHnem TecTa ybeanTecb, YTO B yalleyke Ana o6pasLoB
NpUCYTCTBYET AOCTATOUHbLIN 06beM ob6pa3sua.

e MakcumasnbHOoe YMO/I0 NOBTOPOB M3 OfHON Yalleykn as
obpasua: 10
- TMNpuoputeTHble 06pasLibl:

o O6bem obpasua Ana nNpoBegeHUs nepsoro tecta: 74 pL
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O6bem ob6pasua ons nposefeHus Kaxkoro
[lONOSTHNTENBHOrO TecTa M3 OfHONM Yalleykn ana obpasua:
24 pL

- S3 yvacos Ha 6opry:

°

O6bem obpasua /18 nposefeHns nepsoro Tecta: 150 pL
» 06bem obpasua ans nposejeHus Kaxkzi0ro
[I0NOSTHNTENBHOrO TecTa M3 OfHON Yalleykn ana obpasua:
24 pL
- >3 yacoBs Ha 60pTy:
» TpebyeTcs cBexasi anvnkBoTa obpasua.
*  WHdopmaumio 0 NoAroToBke M UCMONb30BaHMN KaimbpaTopos
N KOHTPONEN CM. B MHCTPYKLMM NO NPUMEHEHUIO K T4
O6wwuin Kannépartopam (Alinity i Total T+ Calibrators) wn/unn
B MHCTPYKLUMW MO NpUMeHeHWo K T4 O6Lmnit KOHTPObHbIM
matepuanam (Alinity i Total T4 Controls).
*  VHdopmaymio 06 06w KX onepaLmoHHbIX Npoleaypax cM. B
PykoBoacTBe no akcnnyatauuu Alinity ci-series. Pasgen 5.
* [Ina JOCTUXKEHWUA ONTUMasIbHbIX Paboumx xapakTepucTuk
BaXKHO C/NleloBaTb CTaHAapPTHbIM MpoLeaypaM TeXHUYECKOro
06CNy>KNBaHNA B COOTBETCTBUM C PYKOBOACTBOM MO
akcnnyatauum Alinity ci-series. Pasgen 9. Ecnu npasuna paboTbl
B Balleii nabopaTopun TpebytoT 60nee HacToro TEXHUYECKOro
o6cnyxmBaHus, cnepyiite NPUHATON MpakTUKe.

Mpoueaypbl passegeHNs ob6pasuos

O6pa3sLpbl CO 3HaYeHNeM KOHLeHTpaummn obuiero T4 6onee

24.00 pg/dL (308.88 nmol/L) nomeuvatoTcs kogom "> 24.00 pg/dL"
(">308.88 nmol/L") n mMoryT 6bITb pa3BefieHbl C UCMONb30BaHNEM
npoueaypbl PyYHOro passefjeHus.

Mpoueaypa py4yHOro passefeHus

PekomeHgyemoe passefeHue: 1:2

He pekomeHfyeTca npesbilwaTb Nponopuunio passefeHus 1:2.
[o6asbTe 75 pL o6pasua Kk 75 pL Alinity i Total T4 Calibrator A.
OnepaTop [O/MKEH BBECTU (haKToOp pa3Be/eHnsi B 3KpaHbl 3aKasa
nauveHTa nan KoHTpons. Cuctema 6yAeT MCNonb3oBaTh AaHHbIV
hakTop pasBefeHus [/ aBTOMATUYECKOro pacyeta KOHLEeHTpauum
o6pasua 1 cooblieHus pesynbrara.

Ecnun oneparop He BBeN (hakTop pasBefeHnsi, HeobXxoanMo
YMHOXWTb pe3ynbTaT Ha COOTBETCTBYIOLYMIA hakTop passBefeHust
[0 coobLleHns pesynbTata. Ecnn pesynbtar passefleHHOro
obpasua MeHblle HWKHEro 3Ha4YeHUs MHTepBasia U3MepeHus

3.00 pg/dL (38.61 nmol/L), noBTOpMTE TECT, MUCMOMb3Ys NpaBwu/bHOE
passefieHue.

Moapo6HY MHOopMaLMIo 0 3aKase pasBefeHunii cM. B PykoBoACTBE
no akcnnyartauum Alinity ci-series. Pasgen 5.

Kannbposka

WNHCTPYKUMM O NpoBefleHn KaimbpoBKM CM. B PyKOBO/ACTBE MO

akcnnyatauun Alinity ci-series. Pasgen 5.

[Nna oueHKN KanmbpoBKM TecTa HeobXoAMMO NMpoTecTMpoBaTb BCe

KOHTPO/N.

Mocne NpUHATUA 1 COXpaHeHUst pe3y/bTaToB KalIMbpoBKM BCe

nocnegytoume obpasLbl MOXHO TecTupoBaTb 6e3 npeABapuUTenbHON

Ka/IMO6POBKM, KPOMe Tex cryyaes, Korga:

e lVcnonb3yeTca Habop peareHTOB C HOBbIM HOMEPOM Cepuu.

e PesynbTaTbl eXeAHEBHOWN NpoLeaypbl KOHTPONA KavecTBa
HaxofATCA BHE CTATUCTUYECKN 060CHOBAHHOMO fuana3oHa
KOHTPONA KayecTBa, UCMONb3yeMOoro /il MOHUTOPUHIa 1
KOHTPONA paboumnx XxapakTepucTuK CUCTEMbI, Kak yKa3aHo B
pasgene "MpoLenypbl KOHTPO/IS KayecTBa" COOTBETCTBYHOLLEN
MNHCTPYKL MM MO NPUMEHEHUIO K pPeareHTy.

- Ecnm ctatuctnyeckn o60CHOBAHHbIN AnanasoH 3HauveHwii
KOHTPONA HeloCTyrNeH, TO Nepuoj Mexay KainmbpoBkaMu He
[o/mkeH npesbiwats 30 AHeN.
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MoxxeT notpeboBartbCs MOBTOPHasA KannMbpoBka TecTa nocsne
npoLieaypbl TEXHNYECKOro 06CYXXMBaHNS OCHOBHbIX YacTeil
CUCTEMbI WM ee KOMMOHEHTOB WU MOC/Ne NPOBefEeHUs CepBUCHBIX
npoueayp.

Mpoueaypbl KOHTPONA KavecTsa

PekomeHayeMble Tpeb6oBaHMUA MO KOHTPOMO kadvecTBa TecTa Alinity i

Total T4 3aknio4yaloTcs B TECTUPOBAHUN NO OAHOMY KOHTPO/IO BCEX

YPOBHeli kaxable 24 yaca, TO eCTb KaXAble CyTKW 3KCrayaTauuu.

JlononHNUTe NbHbIE KOHTPONW CnefyeT TecTMpoBaTb B COOTBETCTBUMN

C MeCTHbIMMW, FOCyfapCTBEHHbIMU U/unn tefepasbHbIMU 3aKOHaMM

WM aKKpeaUTaLMOHHbIMU TPe6OoBaHWSIMU U MOMIMTUKOW KOHTPONS

KayecTBa Ballell nabopaTopuu.

[N nonyyeHnsi CTaTUCTUYECKN 06OCHOBAHHOIO AManasoHa

KOHTPONA Kaxkaasi naboparopust fo/mKHa ycTaHaBIMBaTb

COGCTBEHHbIE LieNieBble 3HaYeHWUs KOHLieHTpauuii u gnanasoH

KOHLEHTpauuii ANs HOBbIX CEPUI KOHTPO/el Ha KaxKAOM KAMHUYEeCKn

3Ha4MMOM YpOBHE KOHLUEeHTpauun. B xoae nccnegosanus

npoBoaNTCA He MeHee 20 MOBTOPOB Ha MPOTSHKEHUN HECKOMbKMX

(3 - 5) AHeli ¢ ganbHekLNM onpeAeneHnemM OXnaaemMoro cpeaHero

(ueneBoro) 3Ha4YeHVsi 1 BapnabenbHOCTV CPeAHNX 3HaYeHWi

(gnanasoHa) B nabopaTopuy Ha OCHOBE MOYYEHHbIX Pe3ynbTaToB.

YTo6bl NOMy4NTb penpe3eHTaTMBHbIE AaHHble A1 AanbHelLwe

paboTbl CMCTEMBI, B J]AHHOE UCCNef0BaHNe HeobX0AMMO BK/IHOUNUTL

BO3MOXHblEe MPUYMHbI BapnabesibHoCTu:

e Heckonbko felicTBYIOLNX KanMBPOBOK

e Pa3Hble cepumn peareHToB

* Pa3Hble cepun KanmbpaTtopos

* PasHble aHanuTUyYeckne mogynu (ecnu NPUMEHNMO)

e PesynbTarbl, Nosly4yaemble B pasHoe BpPeMsi CYyTOK

WHdopmaumio nnv obme pekoMmeHgaumy no KOHTPOMO KavecTsa

CM. B OMNy6/IMKOBaHHbIX PYKOBOZCTBAX, Hamp., B JoKymeHTe C24-A3

MHCTUTYTa KNMHUYeCKnX 1 nabopaTtopHbix ctaHgapTos (CLS1) nm B

[ApYyrmx ony6/MKOBaHHbIX PyKoBoACTBax.”

e Ecnu npouepnypbl Baweli nabopatopun TpebytoT 6onee
4acToro MOHWTOPUHIA KOHTPO/S Ka4yecTBa, cnefdyiite NpUHATON
npakTuKe.

e Ecnn pesynbTaTbl KOHTPONSi KayecTBa He COOTBETCTBYIOT
NPUHATBIM KPUTEPUAM, YCTaHOB/MIEHHbIM Balueli nabopartopuei,
pe3ynbTaTbl TECTUPOBaHMA 06pa3L0B MOryT 6biTb
COMHUTENbHbIMK. CneayliTe NPUHATLIM Balleil nabopartopueit
npouefypam KOHTpons kadectsa. MoxeT notpe6osarbces
noBTOpHas Kanubposka aHanu3a. MHhopmauno 06 ycTpaHeHUn
HeucnpasHocTel cM. B PykoBoAcTBe Mo akcnayatauyum Alinity
ci-series. Pasgen 10.

* Tlocne ycTaHOBKM HOBOW cepuu peareHTa wuau kanubpartopa
npoBsepbTe pe3y/ibTaTbl KOHTPONA KayecTsa 1 Kputepum
npuemnemocTu.

PexomeHgauum no npoueaype KOHTpPONA KayecTBa

PekomeHgauun no npoleaypam KOHTPO/S KadecTsa naboparopum

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

MopaTBepiiopeHne 3aABNEHHBI X XapaKTepucTtuk TecTa

MpoTOKONbI 411 NOATBEPXKAEHNS 3asAB/IEHHbIX B MHCTPYKLUN

no NPYMEHEHNI0 XapakTepucTuK Tecta cM. B PykoBoacTee

no akcnnyatauum Alinity ci-series. Pasgen "MoaTBepxaeHne

3asB/IeHHbIX XapaKTepucTuk Tecra'.

IPE3Y/ITATHI

Pacuet

TecT Alinity i Total T4 ucnonbayeT yeTbipexnapaMmeTpUYecKuii
NIOTUCTUYECKWIA METO, annpoKcumauny Kpueoii (4PLC, Y-eanHuua
Macchbl) /19 MOMYYeHUs KasiMGPOBOYHON KPUBOW U pe3ynbTaToB.
MHpopmaLmio 06 anbTepHaTUBHbLIX eAUHULAX U3MEPeHUst
pesynbTatoB TecTa cM. B pasgene NMPOLIEAYPA PABOTbI

HA AHANI3ATOPE, "AnbTepHaTWBHble eIMHNULbI N3MEPEHNS
pe3ynbTaToB" fAaHHON MHCTPYKLMM NO NPUMEHEHUIO.
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conarn

Pe3ynbTaTbl HEKOTOPbIX TECTOB MOMYT COMPOBOX/AATHCA
MHopmMauueld B none "cpnarn”. OnucaHue naros, KOTopble MOryT
nosiBAATLCA B 3TOM Mosie, CM. B PyKOBOACTBE MO aKchayataumm
Alinity ci-series. Pasgen 5.

MHTepBan namepeHus

MHTepBan n3mepeHus onpefenserTcs Kak AuanasoH 3HadyeHuii B
pg/dL (nmol/L), KoTOpbIl/i COOTBETCTBYET rpaHuLaM MprUemMeMbIX
paboumnx xapakTepucTuk Ans NMHeiHoCT1, BOCMPOU3BOAUMOCTU U
OTK/IOHEHMSA.

WHTepBan usmepeHus tecta Alinity i Total T4 coctaBnsiet

3.00 - 24.00 pg/dL (38.61 - 308.88 nmol/L).

BOrPAHNYEHMA MPOLIEAYPbI

B AMArHOCTMYECKNX LEeNisX pesynbTathl cresyeT
VHTEPNPEeTMPOBaTh C Y4eTOM APYrvX LaHHbIX; Hanp.,
cMMNTOMaMK, pesy/bTaTamu APYrux TeCTOB Ha 6onesHn
LMTOBMAHOI XKenesbl, KIMHUYECKUMU NPOSIBNEHNUSIMU 1 Ap.
e Ecnu pesynbTaTthl TecTa Ha 061Kt T4 He COOTBETCTBYIOT
KMHUYECKO KapTuHe, peKOMeH/yeTcsi NPoBOAUTL
[OMNOMTHUTE/IbHOE TECTUPOBaHWE NS MOLTBEPXKAEHMS
pesynsTaTos.

Pa6ouyne xapakTepucTUKN AaHHOTO TecTa He Bbln YCTaHOBMEHSI
ons o6pasLoB, CO6PaHHbIX OT HOBOPOXAEHHbIX.

HOXVOAEMbIE 3HAYEHNA

[aHHoe nccnefoBaHne nposoguaock Ha cucteme ARCHITECT |
System.

B faHHOM pasfene npefcrasfieHbl JaHHbIE MO Penpe3eHTaTUBHbIM
pabounm xapakTepucTukam. Pe3ynbTarbl, NOMyYeHHbIE B OTAE/bHbIX
nabopaTopusx, MOryT OT/IMYATLCS OT NPUBEAEHHbIX AaHHbIX.

Kaxxgoli nabopaTtopnn pekoMeHAyeTcs ycTaHaB/MBaTb COGCTBEHHbIN
pedhepeHCHbIi AnanasoH, OCHOBaHHbLIA Ha crneuuduke pernoHa u
XapakTepucTmkax nonynsauuu.

[vnana3oH 3HayeHuit HopMbl 4.87 - 11.72 pg/dL (LeHTpanbHbIi
95%-i1 MHTepBas1) NOJlyYeH B pe3ynbTaTe MUCCnefoBaHusi o6pasLoB
CbIBOPOTKU KpoBM 437 YenoBek. [aHHbllii uana3oH onpefeneH Kak
HOpMasibHbIN B TecTax AXSYM Ultrasensitive hTSH Il 1 AXSYM Free

ICNEUN®NUYECKNE PABOYUME
XAPAKTEPUCTUKU

B paHHOM pasfene npeacTaBneHbl AaHHble MO perpe3eHTaTBHbIM
pabounm xapakTepucTukam. Pe3ynbTarbl, NOSyYeHHble B OTAE/bHbIX
nabopaTopusx, MOryT OT/IMHATLCA OT NPUBEAEHHbLIX JaHHbIX.

Ha ananusatope Alinity I n cucteme ARCHITECT | System
MCNONb3YIOTCSA OfHN U Te XKe peareHTbl U COOTHOLEHUA obpasua/
peareHTa.

Ecnun He yka3aHo Apyroe, Bce uccnefoBaHVUsA NPOBOAWINCL Ha
aHanuzartope Alinity I.

Bocn ponssoanmocTb

Bocnpon3soAnMMOCTb BHYTpK naboparopumn

Bbl/10 NpoBefeHo unccnefoBaHe B COOTBETCTBUM C
pekomeHgaumsamu gokymeHta CLSI EP05-A2. ViccneposaHune
npoBoAMAoCh ¢ 1cnonb3oBaHnem 1 cepumn T4 06wt PeareHToB
(Alinity i Total T4 Reagent Kit), 1 cepuun T4 O6wuii Kannbpatopos
(Alinity i Total T4 Calibrators) n 1 cepun T4 O6WMIA KOHTPONbHBIX
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maTepuanos (Alinity i Total T4 Controls) Ha 1 aHanu3aTtope. Tpu
naHeNu CbIBOPOTKM KPOBW OblN MPOTECTUPOBAHbLI He MeHee Yem B 2
nosTopax 2 pasa B fileHb B TeueHne 20 JHen.'®

BHyTPM cepun (NoBTO-  BryTpn /186opamopim

Kot CpegHee PsEMOCTb) (obiLeey
Marerb o (Kgd) cKo %B a0 %@
1 120 4.79 0.099 21 0.200 42
2 120 850 0161 19 0.378 44
3 120 16.87 0.483 29 0.604 36

® BkntoyaeT BapuabenbHOCTb BHYTPU CepUn, MEXAY Cepusamun u
MEXAY OHAMU.
BHyTv cepum (nosTO-  BHY TP J1abopaTopii

Ko+ Cpemree psiemocTs) (o6iee)
Marers o (mo) fo%0) %8 ao %a
1 120 6L71 1275 21 2573 42
2 120 109.37 2.070 19 4.866 44
3 120 217.17 6.218 29 7771 36

® Bk/toYaeT BapnabenbHOCTL BHYTPU CEpUM, Mexay cepusimm n
MEXAY AHSAMM.

Hmee meHbIVBVERRHA

Bbino npoBefieHO MccnefoBaHne B COOTBETCTBUM C
pekomeHfauuamu fokymeHTa CLSI EP17-A2. WccnefoBaHue
NpoBOAMIOCL C UCMO/b30BaHWeM 3 cepuii T4 O6wunii PeareHToB
(Alinity i Totai T4 Reagent Kit) Ha 2 aHannm3aTopax B TeYeHWe He
MeHee 3 fiHeli. HanGonee BbiCOKME 3HayYeHUs npefena 6naHka
(NB), npepena obHapyxeHusa (MNO) 1 npeaena KoONMYECTBEHHOrO
onpegenenus (NMKO) npuBeaeHbl Hwke.®'

po/d nmol/L
B 028 360
m» 05 7.08
KO 217 279

®M1b onpegeneH kak 95-i NpoLeHTU/Ib Mo pe3ynbTatam
nccnefoBaHWs 06pasLoB C Hy/neBOM KOHLieHTpauueii aHanuta B
nr 60 nosTopax.

" MO onpefeneH Kak camasi HU3Kas KOHLIEHTpauus, npu KOTOpoii
aHaIMT MOXET 6bITb BbISIBNIEH 0 95%-/i BEPOATHOCTLIO MO
pesyfnbTaTam uccnefosaHnst 06pasLoB C HU3KAMKU YPOBHAMU
KOHLeHTpauun aHanuta B n a 60 nosTopax.

" MKO onpefeneH Kak camast HU3Kast KOHLUEHTpauus ¢
MakcMMasibHbIM 3HavyeHneMm socnpoussoanmocty 10% KB no
pesynbTaTam MccnefosaHnsi 06pasLoB C HU3KUMKU YPOBHAMU
KOHLeHTpaumm aHanuta B n a 60 nosTopax.

e

Bbl/10 NpoBefeHo nccnefoBaHne B COOTBETCTBUM C
pekomeHgaumamu fokymeHTa CLSI EPO6-A.®

JINHeiHOCTb AaHHOrO TecTa COXpaHSeTCs B MHTepBase M3MepeHus
3.00 - 24.00 pg/dL (38.61 - 308.88 nmol/L).

ABVIHECKeA TELYIMHICT

[aHHoe nccnefoBaHne nposogunock Ha cucteme ARCHITECT i
System.

Bblna npoBefeHa OLleHKa aHa/IMTUYEeCcKoi cneunduUyHOCTM TecTa
ARCHITECT Total T4. CpefHsia aHanuTuyeckas cneynuyHoCcTb
cocTaBuna s 3.2% Kpocc-peakTUBHOCTU C TPUAOATUPOHUHOM

(T3) B KOHUeHTpauummn 100 pg/dL B ob6pa3ue, cogepxalliem
npuénunanTensHo 3 pg/dL o6uwero T4, uto 6bI10 NOATBEPXKAEHO
ncecnefoBaHneM, NpPoBefeHHbIM B COOTBETCTBUU C fOKYMeHTOM CLSI
EP7-A®®
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VHrenrepeH v

[aHHoe uccnegoBaHne nposoaunock Ha cucteme ARCHITECT i
System.

Bbl10 NpoOBefleHO nccnefoBaHNe B COOTBETCTBUN C
pekomeHgauuamu gokymeHTa CLSI EP7-A. B Tecte ARCHITECT
Total T4 6bina nccnegoBaHa NoTeHUManbHaa MHTepdepeHuns
remornobuHa, 6unnpybuHa, Tpuramuepngos u 6enka. CpegHas
NHTepepeHLns CO CTOPOHbI MePeUnCIeHHbIX BELWECTB COCTaBmNa
< 10% npu YpOBHSX, YKa3aHHbIX HHHEeB®

TMoTeHuyarisHO MHTepCheprpytoLLYie

BELLECTBa KoHLIEHTPaLA vHTEpdepeHTa
TemornooH <500 ngy/dL
BurvpyorH <20 g/l
Tprnagonab! <3000 my/dL

Benok >4.5n<12g/d

CpeaeH/e METQIB

BblfI0 NpoBefleHo nccnefoBaHne B COOTBETCTBUMN C
pekomeHgauuamu gokymeHTta CLSI EP09-A3 ¢ ucnonb3osaHuem
meTofa perpeccun Passing-Bablok.®®

Koadp-
LyeHT [yianason
Epn-  Kore koppens- Ha-  KoHLeHTpa-
Wbl BO m yeHe KOH  Lm

Alinity i CoiBopotka  pg/dL 112 1.00 001 098 3162124
Total T4 B KpoBM (nmol/L) -0.10) (40.61-
CpaBH. ¢ 273.30)
ARCHITECT
Total T4
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chopmart uncen:

* B kayecTBe pasfenuTesni TbiCAY UCMONb3yeTcs npoben
(npumep: 10 000 06pasLoB.).

* B KauecTBe pasfenMTens AeCATUYHbIX UCNONb3yeTCA TouKa
(npumep: 3.12%).

|I/Icn0nb3yeMb|e C/MBO/J1bI
Cumsonbl 1SO 15223
CM. MHCTPYKUUIO no
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TemnepaTypHblii gnanasoH
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[AnarHocTuku In Vitro
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KaTanoxHblii Homep

CepwiiHblii HoMep

Apyrue cumBObI

ICONJUGATE 1 Konwrorat

COAEPXUT a3ug Hatpus.
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Alinity, ARCHITECT 1 AXSYM aBNaloTCA TOProBbIMM MapKamu
komnaHum Abbott Laboratories B pasnuyHbiX OPUCONKLMAX.
Bce Apyrue ToproBble Mapku SBASIOTCA COGCTBEHHOCTbIO
COOTBETCTBYIOLMX BnajesnbLes.

Abbott Ireland
Diagnostics Division
Lisnamuck, Longford
Co. Longford

Ireland
+353-43-3331000

Ct

DISTRIBUTED IN THE USABY |

Abbott Laboratories

Abbott Park, IL 60064 USA

CepBuicHas nogaepykka: O6pawjaiTecb K CBOEMY MECTHOMY
npeAcTaBUTENtO NN CMOTPUTE KOHTaKTHYIO MHdOpMauunto ans
Balleli cTpaHbl Ha caliTe www.abbottdiagnostics.com
Pepakuus: cespans 2018 T.

©?2016, 2018 Abbott Laboratories

ABTOpPU3OBaHHbLIV NpeacTaBUTE b N3roTOBUTENSA Ha TeppuTopmmn
Poccun n gpyrux ctpaH CHr:

O6LLecTBO C OFpaHUYEHHOV OTBETCTBEHHOCTbIO "2660TT
Nasbopatopus”, 125171, Poccus, r. MockBsa,

JNleHnHrpagckoe wocce, 16A, cTpoeHue 1,

Ten: +7 (495) 258 42 80; chakc: +7 (495) 258 42 81
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MPNNOXEHUE

K MHCTPYKUmm 1o MpumMeHeHno T4 O6wwmii PeareHTbl (Alinity i Total T4 Reagent Kit)
ana Pocecun

TPAHCMNOPTPOBKA

Wzpenve pekomeHayeTcs TpaHCnopTMpoBaThL 6e3 TemneparypHbIX
orpaHuYeHmii. i3genme ocTaeTcst CTabuibHbIM [0 OKOHYAHUS CPOKa [OAHOCTU,
YKa3aHHOTO Ha  YMakoBKe. TPaHCMOPTUPOBKA OCYLUECTB/SETCS BCEMU  BUAAMU
TPaHCNopTa B KPbITbIX TPAHCMOPTHbIX CPEACTBaX B COOTBETCTBUM C MpaBWiIaMu
NepeBO3KM rpy30B, AEVCTBYIOLLWMM HA K&XKAOM BUAE TpaHcropTa.

TAPAHTUWVHBLIE OBA3ATE/IbCTBA

Mpou3BoauTES b rapaHTUPYET, YTO NPY NPaBU/ILHOM XPaHEHWUN 1 0GpaLLeHN u3fenve
0CTaeTcs CTabWbHbIM A0 UCTEUEHNS CPOKa FTOAHOCTW. MaKcUMasibHbIA CPOK rofHOCTU
MeAULMHCKOTO u3fiesmsi He Gonee 12 MecsiueB € AaTbl Npow3BoAcTBa. flata
NPOM3BOACTBA MEAULIMHCKOTO U3ZeNns yKasaHa B cepTulukare aHaninsa, KoTopbiii
[OCTyneH Ha caiite www.abbottdiagnostics.com W y MecTHOro NpeacTaBuTEeNs.
V3genve, xpaHuBLUEeCsi C HapylUeHVeM perslaMeHTMpOBaHHOro Mpou3BoAvTeNemM
pexuma, NPUMEHeHo He NoaNexmT (B cootseTcTBumn ¢ FOCT P 51088-2013).

TEXHWUYECKOE OBCNY>XVIBAHVE
He TpebyeTcs.
TEKYLWM PEMOHT

He TpebyeTcs.

AAHHBIE 019 YTUWIN3AUNA N YHUUYTOXXEHWA
MEOVLUMNHCKOI O N3O/ NA

MeauumHekoe usgenue YTUAUSMpYIOT U YHUUTOXAOT B COOTBETCTBUM C NpaBuiamMi
obpalleHnst €  MeAULMHCKMMM  OTXofamu, — pernameHTupytowmmmncs  CaHluH
2.1.7.2790-10 ot 12.12.2010 «CaHUTapHO-3NUAEMUONOrMYECKe TpeboBaHMA K
06paLLEHNO C MEAVLIMHCKUMU OTXOAaMM».

Heo6x0A1Mo criefioBaTh HaLWOHa/IbHBIM CTaHAapTam Mpu nepegade U yTwimsaumm
V3/ieNns, ero KOMMOHEHTOB U YNaKOBKM.

MEPEYEHb CTAHOAPTOB, KOTOPbIM COOTBETCTBYET
MEAVLIMHCKOE U3AENVE

98/79/EC, 1272/2008/EC (CLP) c nonpaskamn, 1907/2006/EC (REACH) c
nonpaskamy, 80/181/EEC, 2CHO9/3/EC, PernameHT (EC) 1069/2009, PernameHT (EC)
142/2011, CLASS 2013 (c nonpaskamu), GHS (c nonpaskamv), WHSR YacTb 7.1 (C
nonpaskamu), EN ISO 9001, ISO 13486, EN ISO 14971, EN 13641, EN 13612, EN
1ISO 15223-1, EN 980, EN ISO 18113-1, EN ISO 18113-2, EN ISO 18113-3, EN ISO
23640, EN ISO 20776-1, EN 13975, EN ISO 17511, ISO 80000-1
MOTEHUMA/IbHbIVA NOTPEBUTE b

MpocheccroHasbHbI Nosb30BaTesb

NH®POPMALIMA O HANTMYMN B MEOVLIMHCKOM U3OE/TNA
JNEKAPCTBEHHOIO CPEACTBA

He cogepxut

CTEPUNTIbHOCTb

MoctaBnsieTcs B HecTepwibHOM Buge. CTepunnsaums nepes MpUMEHEHUEM He
TpebyeTcs.

NHPOPMALINA (0] BO3MOXHOCTWU MOBTOPHOIO
MPUMEHEHNA

He noanexuT noBTOPHOMY MPUMEHEHNIHO.

MATEPUAJbI >kusoTHoro NMPONCXOXXAEHUNA

Martepuasibl XUBOTHOrO MPOUCXOXAEHUS MPOBEPEHbl U PUCKU nNpuMeHeHnss MU
yKasaHbl B [acnopTe 6e3onacHocTu. MacrnopTa 6e30MacHOCTV MOXHO HaiiTi Ha caiite
www.abbottdiagnostics.com nnm o6paTtutech kK MECTHOMY NpefcTaBUTesio.
XPAHEHUNE

HeBckpbITble U BCKpbI-ble KapTpumKM / (PakoHbl PEKOMEHAYeTCs XpaHuTb npn
Temnepatype 2 *C - 8 *C B XONOAWIbHbIX Kamepax WM B XONOAWIbHUKAX,
06ecneurBatoLLIX persiaMeHTUPOBaHHbIV TeMNepaTypHbI PEXUM.

MOKA3AHNA U MPOTUBOMOKA3AHNA K NPUMEHEHNIO

He npumeHumo.
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SLIiGO CHAMBER OF COMMERCE (INC)
CERTIFIED CORREC" IN ALL GOOD FAITH
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MOANMUCH: < v oanucanos
Hopa duumpkepanss
NncHamyk, JloHrdops,

"padpcTBO JIOHrhops,
WpnaHgns

=EE EEEE -

3660TT VpnaHansa, AnarHocTuyeckoe

MopgpasgeneHwne, Ten:+ 353 43 3331000
JIncHamyk, ®dakc: +353433331001
JloHrdopg

rpadctBo J1oHrdopa,

WpnaHgnsa

.D'a.Ta:oa Aekabpsa 2018 r.

CneunanucT perynsaTopHoro otaena
3660TT Vipnanaus, AnarHocTnyeckoe nogpasgaeneHve

< N euyaT b TO PTOBASA N AN ATA Cn AWT O (U H K)

3ABEPEHUHU B B CEPTMWN ® MU KAT O N PO MU CXO X A EHMUN N >

< NevwaTb: 66O TT W PAAHAMWA, AW ATHOTCTMW Y ECIKTOTENOTZJLPAS3LEINEHMWE,

N o HT® OFPJ >

< nopgnucawo> 04 pekabopsa 2018 r.

< NevwaTbb: TOPTOBASA NANATA CAO ARTO (UM HK)

n oaAan wm HH OTCTS®B 3ACOBMW A ETENBCTBOBAHAAOGBPOTCOUBETCTH O

< nopgnucawnwo> 04.12.2018 r.

N epesoa C aH ramickoro a3bs Ka Ha pyccKkuid a3b K 86 N O0NHEH Nepesoaun woow

A nekceeBswuuyem .
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Poccuitickaa depepaynd. Flopog Mocksa.
TpuHaguaTOoro gekabps gBe ThicA4M BOCEMHAALATOro roga.
A, BopoHuHa EBreHna BnagummnpoBHa, BpeMeHHO UCMNONHAKWAaA 0683aHHOCT W HOTapuyca

r. MockBbl baxTafsze 3nbmupbl HpbeBHbI, CBUAETENbCTBYID MNOAJ/IMHHOCTL NOANUCHU
nepesoguyuka LlatHeBa Vnbn AnekceeBnya.

Mognuce caenaHa B MOEM MPUCYTCTBUMN.
JInyHOCTL NoAnucaBLIero JOKYMEHT yCTaHOB/IeHa.

3apernctpupoBaHo B peectpe: Ne 77/52-H/77-2018-
B3bickaHO no Tapudyy 100 py6.

YnnayeHo 3a oKasaHue ycnyr NnpaBoBOro M TeEXHUYECKOro xapakrepa: --

MpownT6 1™NKgmyecTse "A4Y NUACTOB

«J» 20 /frofl
Pykosogutens Otgena «KnnHuyeckue muccnegosBaHns»
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