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The followino warninos and prenautinns apply tir [Mksop*utku=*| /
IcOUJUP/1Ti]

D

WARNING Contains methylieothia2olone6.

H317 May cause an allergic skin reaction.

Prevention

P261 Avoid breathing mist / vapors / spray.

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

P280 Wetu- 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: Gel
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.

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

For a detailed discussion ofF safely precautions during system
operation, refer to the Allnity cl-series Operations Manual, Section B.

Reagent Handling

Upon receipt, gently Invert the unopened reagent kit by rotating
It over and back for a full 180 degrees, 5 tirnes vtrith greon label
stripe facing up and Neen 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 oarlfldge Is dropped, place in an upright position
tor 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 e detailed discussion of reagent handling precautions during
system operation, refer to the Alinity ci-series Operations Manual,
Section 7,

Reagent Storage

storage Maximum Additional Storage
Temperature  Storage Time Instructions

Unopened 2 to 8C Until Store In upright position.
expiration |f cartridge does not
date

Onboard System

invert the cartridge 10
times and place in an
upright position for 1 hour
before use.

30 days

Temperature
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storage Maximum Additional Storage
Tempefature Storage Time Instructions
Opened 2 to 8C Until Store in upr”~ht position,
expiration |f cartridge does not
date remain upright during
storage, discard the
cartridge.

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

Reagents may be stored on or off the system. If removed from the

system, store reagents with new replacement caps in an upright

position at 2 to 8c. 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 Allnity ci-series
Operations Manual, Section 5.

Indications of Reagent Deterioration

Deterioration of the reagents may be indicated vdien 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 recalibratlon may be necessary,

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

I INSTRUMENT PROCEDURE
The Alinily | Total T3 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
cl-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 Atlernate result unit)

Default Result Unit Conversion Factor Alternate Result Unit
ng/mL 1,536 nmol/L

1000 ng/cil

| SPECIMEN COLLECTION AND PREPARATION
FOR ANALYSIS

Specimen Types
The specimen types listed below were verified for use with this
assay.
Other specimen types and collection lube types have not been
verified with this assay.
Specimen Types Collection Tubes
Serum Serum
Serum separator
Plasma Sodium heparin
Lithium heparin
Potassium EDTA

When serial specimens are being evaluated, the same type of
specimen should be used throughout the study.
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« Performance has not been established for the use of neonatal
specimens.

« The instrument does not provide the capability to verify specimen
types. It Is the responsibility of the operator to verify that the
correct specimen types are used in the assay.

Specimen Conditions

* Do not use:

- heat-inactivated specimens

e For accurate results, serum and plasma specimens should be
free of fibrin, red Wood ceils, and other particulate matter. Serum
specimens from patients receiving anticoagulant or thrombolytic
therapy may contain fibrin due to incomplete clot formation.

* Ensure that complete clot formation in serum specimens has
taken place prior to centrifugation. Some specimens, especially
those from patients receiving anticoagulant or thrombolytic
therapy may exhibit increased clotting time. If the specimen is
centrifuged before a complete clot forms, the presence of fibrin
may cause erroneous results.

« 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 lubes. 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, receniriiuge specimens prior to

testing if

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

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

observed, rrtx by low speed vortex or by Inverting 10 times prior to

recentrifugatlon.

Prepare frozen specimens as loilows;

* 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 no! ml)®&d thoroughly inconsistent results may
bo obtained.

« Recentrifuge specimens.

Recentrifugation of Specimens

« Transfer specimens to a centrifuge tube and centrifuge.

« Transfer clarified specimen to a sample cup or secondary tube
for te~ng. Fw centrifuged specimens with a lipid layer, transfer
only the clarified specimen and not lhe lipemic material.

Specimen Storage

Maximum
Specimen Storage
Type Temperature  Time Special Instructions
Serum/ 2to0 8C 6days Il testing will be
Plasma delayed more than

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

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

Specimens «ored frozen at -10°C or colder for 6 days showed no
performance difference.

Avoid multiple freeze/thaw cycles.
Specimen Shipping
Padage and label specimens w compliance wilh applicable state,

federal, and international regulations co\raring the transport of clinical
specimens and kifecdous substances.
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Mprocedure

Materials Provided
07P94 Alinity i Total T3 Reagent kn

Materials Required but not Provided

e Alinity i Total T$ assay file

- 07P9401 Alinity | Total T3 Calibrators

« Commercially available controls containing TotsJ T3

- 07P9440 Alinity i Total T3 Manual Diluent

« Alinity Trigger Sokjlion

« Alinity Pre-Trigger Sokition

« Alinity i-series Concentrated Wash Buffer

For Information on materials required for operation of the instrument,

refer to the Alinity cl-serles Operations Manual, Section 1

For information on materials required tor 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 Nee 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.

* Maidmum number of replicates sampled from the same sarr™le
cup: 10
- Priority:

'’ Sample volume for first test: 70 pL

“  Sample volume for each additional test from same sample

cup: 20 pL

- s 3 hours on the reagent and sample manager:

« Sample volume for first lest: 150 pL
«  Sample volume for each additional test from same sample
cup: 20 pL

- >3 hours on the reagent and sample manager:

° Replace with a fresh aliquot of sampie.

« Refer to the Alinity 1Total T3 calibrator package insert and the
commercially available control package Insert for preparallon 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 Tj value exceeding 6.00 ng/mL (9.22 nmoi/L)
are nagged with the code "> 6,00 ng/mL" (>9.22 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 a minimum of 75 pL of the sample to 75 pL of Alinity 1Total T3
Manual Diluent.

To avoid contamination of Alinity i Total T3 Manual Diluent, dispense
several drops of the diluent into a clean test tube prior to pipelting.
The operator must enter the dilution factor (2) (n the Redman or
Control lab of the Create Order screen. The system vrill use this
dilution factor to autonraticaliy calculale the concentration of the
sample and report the result. The dilution should be performed so
that the reported result reads greater than 1.0 ng/mL (1.5 nmol/L).

aAbbott



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 s 0.5 ng/mL {0.8 nmol/L), do
not report Nee result. Rerun using an appropriate dikition.

For detailed information on ordering dilutions, refer to the Aiinity

ci-series Operations Manual. Section 5.

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 calibration unless;

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

« Daily quality control results are outside of statistically-based
quality control limits used to monitw and conlrot system
performance, as described In the Quality Control Procedures
section of this package Insert
- If statistically-based quality control limits are not available,

ihen the calibration should not exceed a 30-day limit for
recalibralion frequency.

This assay may require recalibralion after maintenance to critical

parts or subsystems or after service procedures have been
performed.

Quality Control Procedures

The recommended control requiremenl for the Aiinity i Total T3assay

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

* Multrple 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 publislied 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. Recallbration may be necessary. For troubleshooting
information, refer to the Alintly ci-serles Operations Manual,
Section 10.

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

Commercial controls should be used according to the guidelines

and recommendations of the control manufacturer. Concentration

ranges provided in the control package Insert should be used only for

guidance.

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

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

assay package insert.
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Quality Control Guidance

Refer to “Basic QC Practices" by James O Wesigard, Ph.D, tor
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 Aiinity ci-series Operations Manual.

I RESULTS

Calculation

TTie Aiinity i Total Tg assay utilizes a 4 Parameter Logistic Curve fit
data reduction method (4PLC. Y-waighted) 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.
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
Aiinity cl-serles Operations Manual, Section 5.

Measuring Interval

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

The measuring interval of tne Alintly i Total Tg assay is 0.40 to
6.00 ng/mL (0.61 to 9.22 nmol/L).

I LIMITATIONS OF THE PROCEDURE

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

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

m EXPECTED 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 Us own reference
range based upon its particular locale and pc/Nuialion characteristics.
A normal range of 0.64 - 1.52 ng/mL (Central 95% interval)'

was obtained by testing serum specimens from 260 individuals
determined as normal by ARCHITECT Anti-Tg, Anti-TPO and TSH
assays.

m SPECIFIC PERFORMANCE CHARACTERISTICS
Representative performance data are provided in this section.
Results obtained in individual labor~Uories may vary.

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

Unless otherwise specified, all studies were performed on the Aiinity
| analyzer.

Precision

WithIn-Laboratory Precision

A study was performed based on guidance from CLSI EF»05-A2.
Testing was conducted using 1 lot of the Aiinity i Total Tg Reagent
Kit, 1 tot of the Aiinity i Total Tg Calibrator Kit, and 1 lot of
commercially available controls and 1 instrument, Three serum
panels were assayed Ina minimum of 2 replicates at 2 separate
times per day on 20 different days.*"

Vfithin-Run Withln-Laboratory
Mean (Repeatability) (Torbh«
Sample 0 (ntvnL) SO %CV Ne] %V
Panell 120 0.36 0,018 SO 0.018 51
Panel 2 120 101 0.023 22 0.023 23
Panel3 120 5.67 0500 83 0.550 9./
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Within-Run Wilhin-Laboratory
Mean (Repentobiitty) (Total)*
Sample n (nma(/1) sD (oY e %cv
Panel 1 120 055 0027 49 0028 50
Panel? 120 156 0035 22 0.036 23
Panel 3 120 s87 0768 0845 97

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

A study was performed based on guidance from CLSI EP17-A2.
Testing was conducted using 3 lots of the Alinity i Total Ts Reagent
Kit on each of 2 instruments over a minimum of 3 days. The Umlt
of Blank (LoB), Umil of Detection (LoD). and Limit of Quantitation

(LoQ) values are summarized below. These representative data
support the lower limit of the measuring interval.

ngAnL nTol.
LoB* oam 0om
lolT’ 005 0.08
LoQte 030 Q0

* 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 defected with 95% probability based on n r 60 replicates of
low-analyte level samples.

«The LoQ is defined as the lowest concentration at which a
maximum allowable precision of 20 %CV was met,

“ This value represents the observed LoO on the ARCHITECT
System. The LoQ observed on the Alinity i analyzer supports this
LoQ.

Linearity

A study was performed based on guidance from CI™| EP06-A.
This assay Is linear across the measuring interval of 0.40 to

6.00 ng/mL (0.01 to 9,22 nmol/L).

Analytical Specificity

mRiis study was performed on the ARCHITECT i System.

Analytical specificity was evaluated with the ARCHITECT Total T3
assay and determined to have a mean anatylical specificity of

s Qo cross reactivity with thyroxine {T4 ata concentration of
1100 ngfmL

interference

This study was performed on the ARCHITECT i System.

PotentialN Interfering Endogenous Substances

The testing demonstrated s 10% mean interference at the levels
Indicated below.

Potwtl<y IfttarteriBg Substance Inletlsrenl Level
Hwnogkibln <500 tngfdL
SBinibat <20my6
Thitfticertce <2Q00mo/dL
Rtam <12tffdL

Method Comparison

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

the Passing-Babtok regression method.®'

Sarmple Coftelaban Concentration
Assay I+ iits Cceltleient Inletcepl Stops ~ Range
Swm ngM 123 1D a® 080' 04654
TadT\g Seum mmAl 123 LOD 009 090 (70836
ARCHITECT
Total Tj
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Note for number form~ing:

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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ADDENDUM
to Nes Instrijctton tor Use AHnily | Total T3 Reagent Kit (for Ru»ia]
SHIPPING

Recommended shipping conditions for deviceis Z-e tn sitigle-use thermo explainers
containing coolant elements, or In reusable ihsmto optainers with automatically
maintained lemperaiure or in autorefngeratws using ihermrt indicaiori. Device is
stable unbl the expirebon date indicated on the package. Device Is no longer suitable
fbr use If shipping temperature limits have been violated. Ship in enclosed earner
veHcie of ary kind In accordance with shipping rules, applicable to the respective
eamer.

WARRANTY

Manufacturer gueranlees mat device remains stable until the expiration dale when
stored and handiad as directed. The maxumsn shelf life of the medical device la 11
nmtihs from date of manufactunng Device mustbe c”scarded If stored with deviations
KimanufactureTs requirements

MAINTENANCE

Not required,

REPAIRS

Notrequriid.

DESTRUCTION AND DISPOSAL OF A MEDICAL DEVICE
Destruef and dispose of a medical device in accordance with the requirements of
SanPin 2.1.7.2790-10 dated December 12, 2010 “"SanilsBY-epiderfsotogical
Kequrements for the Manegement of Medical W aste'.

Trarsmlt and dspose ofa product ev3 its components end packaging In accoidance
with local regulations

LIST OF APPLICABLE STANDARDS

OBIMAIEC, 1272/2008/EC (CLP) as wnended. 1907/2006/EC (REACH) as amended,
BO/181/EEC. 200BM«C. Regulaton (EC) 106912000, Regulaton (EC) 1420011.
CLASS 2013 (as amended), GHS (as amended), WHSR Perl 7,1 (as amended), EN
1809001.13013465, EN ISO 14971, EN 13641,EN 13612, ENIS 015223-1, EN 960,
EN ISO 18113-1, EN ISO 13113-2, EN ISO 18113-3, ENISO 23640, ENtSO 20778-
1. EN 13975, EN ISO 17511, ISO 80000-1, EN ISO 15193, EN ISO 15194
POTENTIAL USER

The AlBnty | Total T3 Reagent Kit is Intended to be used in a vaneiy of cumcai and
laboratnry concStons, including, without limrtation, hosprlals and latjoratories, whose
personnel have been trained in the use ofthe AltnHyiano”w.

INFORMATION ABOUT PRESENCE OF DRUGS IN
COMPOSITION OF MEDICAL DEVICE

Does not contain any ougs

STERILIZATION

Medical device Is notrequired to be stenle.

INFORMATION ABOUT POSSIBILITY OF MULTIPLE
APPLICATION

Medical device cannot be re-ap(tied

MATERIALS OF ANIMAL ORIGIN

Materials of animal origin are tested and r t* of using MD are indicatod inSDS. Safety
D«a Sheets are available at www.abbottdiagnosBcs com or contact your local
represerttative

INDICATIONS AND CONTRA-INDICATIONS FOR USE
NotappiicaPle.

STORAGE AND USE CONDITION
Storage of Medical device ata temperature of2 *C to 8 *C should be carried outin cold

rooms or In refrigerators providing B rogulaiod temperature regime with a daily
temperature record
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Alinity | B en
Total T3

Total T3 07P94
HO03542R01
L7P949

PLEASE COMMUNICATE TO ALL LABORATORY PERSONNEL

Date Issued September 2018

Product Product Name List Number Lot Numbers
L . 07P9420
Alinity i Total Ts Reagent Kit All
07P9430
Reason When Alinity i Total Ts (LN 07P94) Controls and Patient samples are run on board with

the Alinity i 25-OH Vitamin D assay (LN 08P45) depressed results may be observed as a
result of reagent carryover. This kit stuffer is being issued to provide steps to ensure the
performance integrity of Alinity i Total Ts test results is maintained.

Current Status Samples tested with Alinity i Total Ts list numbers 07P9420 and 07P3430 may show falsely
depressed control and patient sample results when run in combination with the Alinity i
25-0H Vitamin D assay (LN 08P45).

Action Actions for use of reagents:

Separate the Alinity i Total Tz assay from the Alinity | 25-OH Vitamin D assay by
running these tests on different systems.
Or

* Perform daily maintenance procedure 2500 Daily Maintenance (i-series) found in
section 10 of the Alinity ci-series Operations Manual prior to performing batch testing
for all Total T3 samples.

Contact If you or any of the health care providers you serve have any questions regarding this
information, please contact your local area Customer Service.

Abbott
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Alinity
T3 O6wnii PeareHThl
(Alinity i Total T3 Reagent Kit)

Cm. BbljeNeHHble U3MeHeHunA. Pegakuus: pespanb 2018 r.

Heo6Xx04yIMO TOUYHO CMeA0BaTb MHCTPYKUMAM. Mpn OTKIOHEHNUN OT
VHCTPYKLMIA HaZeXXHOCTb Pe3ynbTaToB TecTa He rapaHTupyercs.

| HAWUMEHOBAHWE (CokpawieHHoOe)
Ta O6wwmin PeareHTsbl (Alinlly i Total Ta Reagent Kit)

I HABHAYEHWE

TecT ¢ ucnonb3oBaHvem T3 O6wmii PeareHTsl (Allnity | Total Ts
Reagent Kll) aBnseTca XeMUIIOMWHECLLEHTHBIM UMMYHOaH3IN30M
Ha Mukpoyactuyax (CM1A) ons KONMYeCTBEHHOrO onpeaeneHns
o6Lero TpUio0A0TUPOHNHA (06N T3) B CbIBOPOTKE U N1asMo
KpOBW Yenoseka Ha aHanusatope Allnity i.

| KPATKOE OMMCAHWE TECTA

3,5,3' Tpnito4TMPOHKH (T3) ABNSETCA TOPMOHOM LMTOBUAHOW Xenesbl
C MONEKYNApHOI Maccoi 651 fanbToH™ M NepyvofoM NOMyBbIBEAEHUS
B CbIBOPOTKE KPOBM 1.5 AHAN T3 LMPKY/IMPYET B KPOBU B KayecTse
paBHOBECHOW cmecu CBOGOAHOMO 1 CBA3AHHOTO ¢ 6enkamm
CbIBOPOTKM KPOBM FOPMOHa. T3 CBA3aH C TUPOKCUH-CBSA3blealoLwnm
rno6ynuHom (TCr)> npeanbbyMMHOM 1 anbGyMUHOM. 3HaYeHUs
(hakTMyeckoro pacnpegeneHus T3 B JaHHbIX CBA3bIBAIOLUX Genkax
OoCTaloTCA CNOopHbIMKM K cocTaBnAoT 38 - 80% ana TCr, 9 - 27%

ansa npeansbymuHa n 11 - 35% ansa anbbymmHa.” MexaHu3m
CBA3bIBaHUS JaHHbIX 6GENKOB TaKoB, YTO ToNbKo 0.2 - 0.4% obuwero
T3 NpucyTCTBYET @ pacTBOpe B KayecTBe HeCBA3aHHOrO W/n
cB060AHOro T3® [laHHyt0 CBOGO/PHYIO (PpaKLMo OTHOCAT K aKTUBHbLIM
rOpMOHaMm LWMTOBWAHOM Xenesbl.™

B nocneauB rogbl CTano o4eBUAHbIM, YTO T3 UrpaeTt BaKHyto

ponb B NoAAepXaHUN 3yTUPeouJHOro cocTosHNUsA. OnpejeneHve
KOHLeHTpauum T3 B CbIBOPOTKE KPOBU MOXET CTaTb LIEHHbIM
KOMIMOHEHTOM MaHenn TMPOUAHOTO TeCTUPOBaHWUS NPU ANarHoCTuKe
pAga HapyLeHNn QYHKLUN WNTOBUAHON Xenesbl, a Takxe
COCTOSIHUI, BbI3BaHHbIX Ae@UuUUTOM iofa. C KNMHUYECKON TOUKM
3peHVs, perynsapHoe onpejeneHne KOHLEHTpauumn T3 B CbiIBOPOTKe
KpPOBM 0COGEHHO BaXKHO MPU JUAarHOCTUKe runepTrpeongnsma

v nocne Kypca TepanuMu aHHOro HapyweHna.®' B ycnosusax
CUMBbHON CTUMYNALMW LUTOBUAHON Xenesbl onpejeneHne
KOHLeHTpaumn T3 ABNAeTCA Xopolleli OLeHKoV pesepsa
LMTOBMAHOM xenesbl.® MoaTBepxKaeHVe ANCHYHKLUNN WNTOBUAHOM
enesbl, Ha3biBaeMoii T3-TUPEOTOKCMKO30M, MO XapakTepHOMY
NOBbILUEHHOMY YPOBHIO T3 B CbIBOPOTKE KPOBW Ha (DOHe HOPMasbHOM
KOHLEHTpaLmn Tupokceuka(T4, ceo6ogaoro Ta. a Takke pesynbTaTbl
T-cBA3bIBAHKSA In Vitro B AanbHeiilleM NoATBEPAUIN BaXHOCTb
onpefeneHns KoOHLUeHTpauun T3 B CbIBOPOTKE KPOBU.®-

[Jeduuunt iioga, noctynatowiero ¢ nNuLiei, NPUBOAUT K HapyLUEHUIO
BbIpaGOTKN rOPMOHOB B LLIUTOBUAHOI Xenese, HECMOTPS Ha
Ha/Inune HopMasbHOW TMPEOUAHO TKaHW. B Takux cnyvasx 4acto
Hab/oaeTcs HU3Kas KOHLeKTpaLms B CbIBOPOTKE KPOBW Mpu
MOBbILLEHHON KOHLIEHTPaLM TMPEOTPONHOro ropmMoHa (TTr)-
MOBbIWBHHLIV ypoBeHb TTI B cOYETAHUU C HU3KUM T« 06bIYHO
ABNSETCA NPU3HAKOM runoTupeonamnsma. OfHako npu gedpuynte
iofja Nofo6HbIe pesynbTaThl B COYETAHUN C HOPMabHOW 1K
He3HauuTeNbHO MOBbILEHHOI KOHLeHTpaLuueii T3 B CbIBOPOTKe
KPOBM yKa3bIBalOT Ha 3yTUPeOounJHoe COCTOsSHNE y 6ONbLINMHCTBA
naumeHToB.'®

KoHLeHTpaLms T3 Takxe 3aBUCUT OT COCTOSHWIA, BAUSAIOLLNX

Ha KoHUeHTpauuio TC ' ®@®He3HaunTeIbHO MOBbILLEHHasA
KOHLieHTpaLma T3 MOXeT Habnogatbcs npyu 6epeMeHHOCTH

1M B X0fe Tepanumn acTPOreHoOM, B TO BPEMS Kak O4eHb
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Total T3
07P94

G76409R04
B7P94R

fiiFl 07P9420
@ 07P9430

HM3Kas KOHLEHTpaLmMa MOXeT HabnoaaTbecs Npu TaXenbix
3a60n1eBaHNAX, NNOXOM MUTAHUK, NOYEYHON HEJOCTATOUHOCTU U
npy Tepanun aHTUTUPEOUAHbIMI CPeACcTBamMu, NMPOMNPaHOI0N0M

1 NPONUATUOYPaLUIOM, cannumnaTaMmn.®- "* Y nayueHTos C
TAXKENbIMU UK XPOHUYECKUMU 3a60NeBaHUAMU HaboAaoTes
MHOXECTBEHHble HapylleHns 6anaHca ropMOHOB LMTOBUAHO
Xenesbl. MoryT Ha6noaaTbCd aHOMaNUK Kak B MexaHu3me
o6pasoBaHns T/, Tak U B BO3MOXHOCTH CBS3bIBAHWS FOPMOHOB
WMTOBUAHON Xfanesbl, UTO MOXET B COBOKYMHOCTU AaTb HU3KUE,
HOpMasbHble WK BbICOKME 3HAYEHWs KOHLLeHTpaLMmn cBO60AHOro
T4 KoHueHTpauus T3 B cbiopoTke hosu yacto goctatouHo
HUn3Kas; KoHueHTpaums TTM MoxeT 6biTb HOPManbHOW nnn
He3HaunTeNbHO MOBbIWEHHON. ONpefennTh KOHLIEHTPaLuio o6uero
T3 0CO6EHHO BaXXKHO NPW MOJO3PEHNN Ha TMNepTMPEoUAN3M npu
HOPManbHOI KOHLIeHTpaumm ceo6oaHoro T4 ®TecT Aiinity | Total
T3 Ucnonb3yeTcs B KauecTBe BCNOMOrare/ibHOro cpefcTBa OLEHKM
COCTOSIHUSA LMTOBUAHOW Kenesbl.

I BWONOTNYECKWE NPUNHLUWMBLI NPOLEAYPHI
[aHHblIll TeCT ABNAETCA METOAOM ABYXCTYMEeHYaToro MMMyHOaHanm3a
AN KONNYeCTBEHHOro onpefjeneHns o6uero TpPUNoA0TUPOHNHA
(06wKnii T3) H cbleopoTiie U NNa3mMe KPOBW YeloBeKa Ha OCHOBE
TEXHONOTMN XEMUNIOMUHECLLEEHTHOTO UMMYHOaHanmaa Ha
MuKpouactuuax (CMiA).

CmelwmBatoTcs U MHKybupytoTcs o6pasel, U napamarHuTHble
MUKPOYaCTULbl, CEHCMONN3NPOBaHHbIE aHTUTenamun KT3. T3,
npucyTcTBYIOLW M B 06pasLie, CBALIBAETCA C MUKpoYacTuuamm,
CEeHCMBUNU3NPOBAHHBLIMU aHTUTENaMu K Ta. MNocne npcMmblaku
fo6aBnseTca akpUANH-MeYeHbli KoHbloraT T3 Ans o6pasoBaHus
peakLMOHHOl cMecu, cMecb MHKyGupyeTcs. Mocne uukna
NPOMbIBK/ K peakLMOHHON cMecy Jo6aBnatoTca npe-tpurrep un
Tputrep.

Monyuyaeman B pesynbTare XeMUNIOMUHECLLEHTHaA peakuuns
N3MepseTca B OTHOCUTENbHbIX CBETOBbLIX eanHuuax (ALW). Mexoa
Ko/nmyecTBoM obuiero T3 B obpasue v AL, JeTeKTMPOBaHHbLIMK
ONTWKOW CUCTEMbI, CyLLecTBYeT obpaTHas 3aBUCMMOCTb.
Moapo6Hyto MHAOPMaLMIo O cUCTeMe W TETLIONOTMM aHanusa CM. B
PykoBogcTee no akcnnyatauum Alinity ci-series, Pasgen 3,

| PEATEHTbI
Cogepxumoe Habopa

07P94 T3 Cwuii PearenTsl (Alinity 1Tot™ T3 Reagent Kit)

MPUMEYAHWE: HekoTopble (acoBKW OCTYMHbI He BO BCeX CTpaHax
ObpatnTtech K sauieMy MecTHOMY AUCTpUbbLIOTOPY.
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0O6bBM (MIN, ykaszaHHbIV B TabnnLe HUXKe, 0603Ha4YaeT 06bEM Ha
KapTpuax.

07P9420 07P9430
KonuyecTtso TecTos B
KapTpuaxe 100 600
Konnyectso
KapTpua>»«ii B Habope
Konuyecwo TecTos B 200 1200
Habope
Imicroparticlesl| 6.6 mL 32.1 mL
Icomjuoatel 4.2 mL 16.3 mL

MICROPARTICLBS MwuKpoUacTuLbl, CEHCUBUNN3NPOBaHHblE
aHTMTenamu K T3 (oBeubmmun) B MES-6ycdepe ¢ oBeubumu tgG B
KayecTBe cTabunusaTopoB. MyUHUManbHas KOHLUeHTpaums: 0.05%
TBepAoro seuwectsa. KoHcepsaHT;, RoClin 300.

[coMJuaAnl AKpuAWH-MeYeHbI KOHbtorar T3 B LuuTpatHoM Gydepe
¢ NaCl u Triton X-100 B kayecTBe cTabunmszatopos. MUHUMaIbHas
KoHueHTpauumsa: 0.33 ng/mL KoHcepsaHT: ProClin 300.

Mpeaynpe>KAeHUs U Mepbl NPefoCTOPO>KHOCTH

& [lns ANArHoCTMKM In Vitro

Mepbl NPeAoCTOPLKHOCTA

BHUMAHWE: OaHHblli NpoAykT npegnonaraeTt paboty ¢
o6pasuaMu, NonyYeHHbIMM OT YenoBeKa. PEKOMeHayeTca cumTaTb
BCE MaTtepuansbl, NonyyYeHHble OT YenoBeka, NoTeHUMaIbHO
MH(EKLMOHHBIMU 1 06paLlaTbCa C HUMU B COOTBETCTBUMN

co CTaHAapTOM Mo O6paLiEHNIO C FeMOKOHTaOHbIMU
natoreHamu, paspa6oTtaHHbIM YnpasneHvem CLUA no oxpaHe
TpyZa U NpoMblWNeHHoW rurneHe (OSHA). Mpu pa6oTe ¢
maTepuanamu, cofepxalumu U NpesnonoXxnTensHo
cofiep>aluMu UH(EKLMOHHbIe areHTbl, cnefyeT cobnoaaTb
npasuna 61ONOTMYEcKoi GE30MacHOCTH, yPOBEHb 2, UK Apyrue
COOTBeTCTBYOLMe NpaBuna 61onornyeckoit 6esonacHocTn.’ @™

Cnepgytouine npesynoexasHus 1 Mepbl NOef0CTO00XHOCTU
ntmnraTr«n  iIMICROPAfmCLBS! J ICONJUOATd

D

NPEAYMPEXOEHWE Cofep>XnT METUNN30TNA30/IOHbI.
H317 MoOXeT BbI3blBaTb a/iNEPruyYecKyto
KOXKHYIO peakuyio.

MpepoTBpalleHue

P261 W36era-n. BapIxaHna tymaHa/napos/
aspo3oneil.

pP272 He BbIHOCUTL 3arps3=>-:eHHYI0 OAexzy C
paboyero mecra.

P280 Monb3oBaTbCca 3aWUTHLIMU NepyaTkamun/
3alMUTHOW ofexaoii/cpeacteaMm 3aLmnTbl
rnas.

PearapoBaHue

P302+P352 MNPV MONALAHN HA KOXY: MpoMmbITb
60/1bLINM KONNYECTBOM BO/bl.

P333+P313 Mpy pasfoaxeHnn KOXM Uin NosBieHUn
cbinu: O6paTUTLCA K Bpady.

P362+P364 CHATb 3arpsi3HEHHYI0 OAeXay U
BbICTUPaTL €e Nepej UCNob30BaHUEM.

YTunnsauunsa

P501 YTunusupyiite cogepXxmmoe/KoHTeliHBp B

COOTBETCTBUN C CaHUTapHbIMU HOpMamMn

P® (CanMuH 2.1.7,2790-10 ot 09.12.2010).

Macnoprta 6€30NacHOCTN JOCTYMHbI Ha calite
www.abbottdiagnostlcs.com unn y mectHoro npeacraHuTens,

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

Moapo6Hyto MHOPMaLMI0 O HEOBXOANMBIX Mepax
NPefoCTOPOXH<K: TN NPV paboTe C aHanM3aTopoM CM. B
PykoBogcTBe nmo akcnayatauuu Alinity ci-series, Pasgen 8

O6pauieHune ¢ peareHTamm

* [locne nonyyeHns Habopa PacnonoXKmTe HEBCKPbLITYIO KOPOBKY
3e/1eHOli MONOCOV CBepXy M akKypaTHO nepeBepHuTe K cebe
n ot ce6s (Ha 180 rpagycos) 5 pas, 3aTeM pacnonoxwure
KOPOGKY 3e/1eHO NoMoCcoi CHU3Y N CHOBA NepeBepHUTE
K ce6e n ot ceba (Ha ISO rpagycos) 5 pa3. O pesynbtate
XNAKOCTb GyfleT paBHOMEPHO pacnpejeneHa No BHyTPeHHell
NOBEPXHOCTU (h/1aKOHOB, HAaXOAALLMXCA BHYTPU KapTpuaxa. Mpu
TPaHCNOPTUPOBKE PeareHTOB MMUKPOUacTULLbl MOTYT OCecTb Ha
MeM6paHy KpbILIKW peareHTa.

- TocTaBbTe OTMETKY Ha YNakoBKe peareHTa, 03HaualoLyto,
4YTO OHa Gblna nepeBepHyTa B COOTBETCTBUU C
VHCTPYKLUAMU.

« Tocne nepemellBaHNsA U Nepej UCMONb30BaHNEM OCTaBbTe
KapTPUIK peareHTa Ha L yac a BepTUKaNbHOM MONOXEHWM [0
MICYE3HOBEHNS My3bIPLKOB, KOTOpble Mornn o6pasosalbcs npu
nepemMeLLIMBaHum.

e Ecnu KapTpuXpK peareHTa ONMpOKWHYNCs, npusejute ero
B BEpTUKaNbHOE MONOXeHne 1 ocTasbTe Ha 1 yac go
VNCYE3HOBEHMA Ny3bipbKOa. KOTOPbIE MO/ 06pa3oBaThbCa.

e Pearergbl nogsep>keHbl (QOPMUMPOBAHMIO MEHbI 1 NMYy3bIPbKOB.
MMy3blpbkK B peareHTe MOryT NoMellaTb OfpeaeneHuio
YPOBHsl peareHTa B KapTpuake 1 NPUBECTW K HEJOCTaTOYHOM
acnupauun pearenta, KoTopas MOXeT 3HAYMTENbHO BAUATH Ha
npaBuIbHOCTL Pesy/bTaToB.

Mofpo6Hyto MHpopmaumio 06 obpaleHun ¢ peareHTamMmu npu

pa6oTe ¢ aHanM3aTOpoOM CM. B PykoaoAcTBe MO aKcnayaTauum

Alinity ci-seriee, Pasgen 7.

XpaHeHne peareHTos

Temneparypa Makc, BpemMs [10MOJIHUTE/bHbIE UH-

XpaHeHus XpaHeHus CTPYKL MW MO XpaHeHUo
HeBcKpbITbIA 2 - 8c Ao XpaHute B
KapTpUATK OKOHYaHWA  BEPTUKa/bHOM
cpoka MOIOXEHUN,
rogHocT” Ecnn kapTpuax
XpaHuncs He
BEPTUKaIbHO, axkypa-To
nepens|>WTe KapTpugx
10 pas v nepes
ncnonb3oBaHnem
ocTaebTe Ha 1 uac
B BepTUKaNbHOM
NONOXEHUN.
Ha 6opTty Temneparypa 30 fgHeit
B cuUCTEME
BCKPbITbI 2-8c Lo XpaHute B
KapTpUA>K OKOHYaHWs  BepTUKaNbHOM
cpoka MONIOXKEHNN.

rogHoctu Ecnu kapTpugx
XpaHuncs He
BEPTUKabHO,
yTunnsunpyite
KapTPULXK.

He ncnonbayiite
NOBTOPHO KPbILIKK
peareHTa M3rotoBUTENS
VNN 3aMeHseMble
KPbILLIKW BBUAY puUCKa
KOHTaMUHaumMmn

1 BO3MOXXHOCTU
HapylieHns pabounx
XapaKTepucTrK
peareHTa.

3 Abbott
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PBareHTbl MOXHO XPaHWUTb Kak Ha GOPTy CUCTEMbI, TaK U BHe

ee. Mlocne n3eneHeHUs peareHTOB U3 CUCTEMbI XpPaHWUTE UX B
BEPTUKAILHOM MONOXEHUUN C HALETbIMU HOBbIMY 3aMEHSIEMbIMU
KpbIWKaMU Npy TUMnepaTtype 2 « 8C. PeareHThl, XpaHsLMecs

BHE CMUCTEMbl, PEKOMEHAYETCS XPaHUTb B (habpuyUHbIX 10TKax 1
ynakoBkax Ans o6ecrneqyeHns BepTUKaIbHOTO MONOXEHMA.
Moapo6HYH0 MH(OPMaLMIO O BbIrpy3ke peareHToB U3 CUCTEMbI CM. B
P~oBopacTae no akcnnyatauuu Allnity cl-series, Pasgen 5.

MokazaTtenu nop4un peareHToB

OwnbKa KaMGPOBKN UMK BbIXO 3HAHEHWS KOHTPONS 3a npegensbl
fnanasoHa onycTUMblX 3Ha4eHN A MOXeT CBMAEeTeNbCTBOBATL O

M (e peareHToB. PesynbTaTbl COOTBETCTBYIOLUX TECTOB cneayeTt
cyMUTaTh HEBEPHbIMMW, 06pasLbl AOMKHbI GbITb MPOTECTUPOBAHbI
noBTOPHO. MoxeT noTpe6oBaTbCA NOBTOPHas kannbpoBKa TecTa.
VHthopmaumio 06 ycTpaHeHUM HeucnpaBHOCTeW cM. B PykoBogcTee
no akcnnyatauuum Alinity cl-series. Pasgen 10.

I MPOLUEAOYPA PABOTbl HA AHANTN3ATOPE

Heob6xoanmo ycTaHoBUTL haiin TecTa Aiinity | Total T3 nepeg
nposejeHnem Tecta Ha aHanusatope Allnity i.
Mogpo6Hyto nHthopmMaumnio 06 ycTaHOBKe (haiina Tecta, NpocmoTpe
1 pefakTMpoBaHUKN NapamMeTpoB TecTa CM. B PyKOBOACTBE MO
skcnnyataumu Allnity ci-serles. Pasgen 2.
WHhopmaLmio o BbiBOJE Ha MNeyaTb napameTpoB TecTa CM. B
PykoBogcTtBe no akcnnyatauuu Allnity ci-series, Pasgen 5.
Mogpo6Hoe onucaHne npoueayp paboTsl ¢ cUCTEMON CM. B

PykoBogcTee no akcnnyatauum Alinity ci-series.

AnbTepHaTuBHblE eaUHNWA U3MepeHVst pesynbTara

[na BbiGOpa anbTePHATUBHOW €ANHULIbI M3MEHUTE NapaMeTp TecTa
"EAVHULbI U3MepeHus”,

topmyna nepecyerta:

(KoHUEeHTpaLms B CTaHAAPTHbLIX eANHULAX U3MepPeHns pesynbTaTta)
X (dakTop nepecyeta) - (KoHUEHTpauusa B anbTBKaTUBHbIX
eNHNLAaX N3MepeHns pesynbTata)

CtaHoapTHble eau-
HULbl U3MepeHns

AnbTepHaTUBHbIE
€ANHNMbl 3MepeHus

pesynbTara ®BKT(4> nepecyeta pesynbTata
ng/mi 1.536 nmol/L
100.0 ng/PL

| CBOP OBPA3LIA N NOAFOTOBKA K AHATN3Y
Tunbl 06pasLoB

MepeuncneHHble HUXKe TUNbl 06pa3L0B ObINV BEPUPULIMPOBaHbI Ha
NpuroNeocTb K MCNO/b30BaHUIO B JaHHOM TecTe.

TMNbl 06pa3LoB M NPobMpPoK ANa cbopa 06pasLoB He Bbinn
BEPUMMLMPOBaHbI HA NPUTOAHOCTbL K MUCNOMb30BaHUIO B JAHHOM
TecTe.

Tunbl 06pasLioB Mpo6upku {L)a c6opa o6pa3Lios

CbIBOpPOTKa KpoBM  CbIBOPOTKA KPOBU

CblBOPOTKa KPOBU C pasfennTe/isHbiM refiem
HaTpuii renapuH

NInTuii renapuH

Mna3ma Kposu

Kanuesas conb EDTA’

Mpn nccnepoBaHUN cepuiiHbix 06pasLOB UCMONb3YWTe OAWNH 1
TOT e TN o6paslia Ha MPOTAXXEHUN BCErO MCCNef0BaHNS.
Pa6ouune xapakTepuCTUKM JaHHOro TecTa He GblIN YCTaHOBNEHbI
Ans 06pasLoB, CO6PaHHbIX OT HOBOPOX/AEHHbIX.

[ns aHanusatopa He npejycMOTpeHa Onuus BepuhmKkaLum
TUMNOB UCMOMb3yeMbIX 06pasLoB. B 0653aHHOCTM onepartopa
CUCTEMbI BXOAWUT NPOBEPKa NPaBUIbHOCTU yKa3aHWUs TUMOB
06pa3LoB, UCMNO/b3yeMblX B TecTe.

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

CocTosiHne obpasLoB

e He ucnonb3yiite:

- 06pasLbl, MHAKTMBMPOBaHHbIE HarpeBaHuem

e UTo6bl NONY4nTb NPaBUbHbIE pe3y/bTaTbl, 06pasLibl
CbIBOPOTKM 1 NNa3Mbl KPOBW cnefyeT OTAeNUTb OT hrUGpUHa,
3IpPUTPOLUTOB 1 APYrMX TBepPAbIX YacTul,. O6pasLbl CbIBOPOTKM
KPOBM NaLMeHToB, MNOAYYatoLMX aHTUKOATYSLVOHHYIO UK
TPOMBOANTUYECKYIO Tepanunio, MOTyT coAepXKatb (hMBpPUH B
pe3ynbTaTe He3aKOHUYEHHOTO 06pa3oBaHMUsA CryCTKOB.

e Y6epuTechb, YTO B 06pasLax CbIBOPOTKN KPOBW (hOpMUPOBaHMe
CTYCTKOB 3aBEepLUN/IOCh O Hayana LeHTPUhyrmpoBaHus.
HekoTopble 06pasLibl, € 0CO6EHHOCTN, 06pa3sLbl NaLMEHTOB,
nosyyatoLnx aHTUKOArysaLMOHHY0 NN TPOMGONTUYECKYIO
Tepanuio, MOryT leMOHCTPMPOBaTh yBeNNYeHHOe BpeMs
cBepTbiBaHuWsA. MNpu Hanuumum ubprHa B 06pasuax,
LieHTPM(YrMpoBaHHbIX 0 3aBepLUeHNs CBEPTbIBAHWUS KPOBMU,
TecTMpoBaHuWe BefeT K MOMyUYEHNIO OLINGOYHbIX Pe3yNbTaTos.

* PekomeHAyeTCs NCMOMb30BaHVWE OAHOPA30BbIX MUMETOK
M HaKOHEYHMKOB AN NUNeTOK AnA NpeAoTBpalleHns
NepeKpecTHON KOHTaMUHaLWN.

MoaroTtoBka K aHan3y

e CnepyiiTe MHCTPYKLUMAM WM3roTOBUTENS NPOGUPOK Ana cbopa
o6pasuoe. Mpy nogrotoske 06pasLOB K TECTUPOBAHUIO
rpaBUTaLMOHHOTO pasfeneHns HeAoCTaTouHO.

* B 06pasuax He JOMKHO GbiTb My3bIPbKOB. YanuTe ny3sbipbku
anniMKaTopoMm [0 Hayana TecTUpoBaHua. Mcnonb3yiite
HOBBbIV annankaTop Ana Kaxpaoro obpasua, 4tobbl n3bexarb
nepeKpecTHOl KOHTaMMUHaL M.

ANsl NONyYeHUs COrNacoBaHHbIX Pe3yNbTaToB pPeKOMeHAyeTcs

NpoBOAUTL NOBTOPHOE LieHTpUdyrnpoBaHue o6pasLoB nepeq

TecTMpOBaHNEM, ecnun

* OHW codepxaT QUGPUH, IPUTPOLUTLI UK JpYyrue TBepable
Yyactuubl.

MPUMEYAHWE; Ecnu o6pasubl cofepkar GUGpuH, 3puTpoLmTb!

Vnu Apyrue TBepjae YacTuubl, MepemMellaiTe nx Ha BOpTekce

Ha Huskoii ckopoctn unu nepesepHys 10 pas nepea nosTopHbIM

LeHTpUtyrnpoBaHmem.

MoAroToBbTE 3aMOPOXKEHHbIe 06pasLbl ceayowmm 06pasoMm:

e [epep NepBMELLMBLIHNBM 3aMOPOXeHHbIe 06pasLibl He06X0AMMO
MOMHOCTBIO Pa3MOPO3UTb.

e TuwartenbHO nepemellaiTe pa3MOpPOXeHHble 06pas3Libl Ha
BOPTEKCE Ha HM3KOW CKOPOCTU UM akKypaTHO nepeaepHye
npo6upku 10 pas.

* BusyanbHo nposepbTe 06pasubl. Eciv Habnogaetcs
paccnoeHue unu ctpatudrkayms, NoBTopsiiTe NepeMellnBaHe
[l0 Tex Nop, Noka o06pasLibl He CTaHYT BU3yalbHO OAHOPOAHbLIMU.

* HepocTaTouHOe nepemMeLLiMBaHe 06pasL,OB MOXET NPUBECTU K
NONYYEHNIO HETOUHbIX Pe3y/bTaToB.

e PekomeHpyeTcst NPOBOAUTL NMOBTOPHOE LieHTPU(YrpoBaHme
o6pasLos.

MoBTOPHOE LEeHTPUthyrMpoBaHne o6pasL,oB

m [lomectute o6pasubl B LEHTPUDYXKHbIE NPOGUPKK 1
LieHTPU(YrMpPYNKTB.

e [lna TecTMpOBaHWA NOMECTUTE OYULLEHHbI o6paseL, B
Yalleyky Ana o6pasLoB UM BTOPUYHYIO NpPo6u(xy. Ecnn nocne
LeHTpudyrnposaHna B obpasue NpucyTCTByeT MUNUAHBIA CNOMA,
nepeHecnTe TONLKO OYMLLEHHbIV 06pa3el, 6e3 IMneMmnyeckoro
maTepuana.
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XpaHeHue o6pasLioB

Makc, Bpems CneuunanbHble
Tvn obpasua Temnepatypa XpaHeHUs MNHCTPYKLMN

CuiBopoTka/ 2 - 8C 6 aneit Ecnu TecTMpOBaHue
nnasma oTKNaabIBaeTca
KpPOBY Gonee uem Ha 6 gHeil.

o6pasubl cnegyet
3aMOpO3UTb M XPaHWUTb
npu Temnepartype -tO'C
VN HUXKe.

Ecnu TecTupoBaHue oTknafpiBaetca 6onee yem Ha 24

yaca, OTAennTe CbiIBOPOTKY WA NasMy KPOBU OT CrYCTKOB,
pasfennTenbHOro rens Wan apuTpoLUTOB.

O6pasLbl, XpaHUBLLIEECA 3aMOPOXKEHHbIMU NpK TeMnepatype -tO'C
NN HUXeE B TeyeHue 6 AHeil, He NPOAEeMOHCTPUPOBAIN OTKIOHEHWIA
B pabounx xapakrepucrumkax.

V36eraiiTe MHOrOKpaTHbIX LIVKI0B 3aMOPO3KM/PasMOpO3KN.

TpaHcnopTpoBKa 06pasLoB

YnakoBbIBaliTe 1 Mapkupyiite 06pasibl B COOTBETCTBUU C
rocyAapcTBeHHbIMU, (edepanbHbIMU U MEXAYHAPOAHLIMM
Tpe6oBaHWAMU MO TPAHCTIOPTUPOBKE KAMHWUYECKUX 06pasLoB 1
MH(EKLMOHHBIX BELLECTB.

Inroueayra

MpepocTaBnsieMble MaTepuasbl
07P94 T3 OGwwuii Pearentsl (Allnity i ToUJ T3 Reagenl Kit)

HeOﬁXOAMMbIe, HO He npegocTtaBnsaeMblie MmaTepuasnbl

* AHnity 1Total T3 ¢paiin Tecta

 07P9401 T3 O6wwmit Kannbpatopsl (Atinity | Total Ta Calibrators)

* KoMmMepueckune KOHTpO/M, cogepxaline O6wuin T3

e 07P9440 T3 O6wWuMin PaszbaBnTenb ANa PyHHOro pasBefeHus
(Allnity | Total T3 Manual Diluent)

* Pacteop tpurrepa {>Minity Trigger Solution)

* PactBop npc-tpurrepa {Alinity Pre-Trigger Solution)

* KoHUeHTpMpoBaHHbIi NnpombiBatowwmnii 6ydep (Allnity I-serles
Concentrated Wash Buffer)

Vnthopmaumio O matepuanax, Heo6XoAUMbIX A5 PaGoTk

aHanusartgaa. cMm. B PykoBogctee no akcnnyartauum Alinity ci-series.

Pasgen 1

VHthopmauuio o matepuanax, Heo6xofamblx Ans npouenyp

TEXHMYECKOro o6enyxusaHus, cM. B Pykoaoactse no akcnayaraymm

Allnity cl-series, Pasgen 9.

Mpouenypa aHanm3a

MNMogpo6Hoe onucaHwe NpoLeAypbl NPOBeAEHNA TecTa CM. B

PykoBogcTBe no akcnnyartauum Alinity ci-series, Pasgen 5.

e WHdopmaumo 06 obecneyeHnmn foctatodHoro obbema obpasua
naumneHTa Npv NCNoNb30BaHUN NEPBUYHbLIX WU aNUKBOTHbIX
npo6upok cM. B PykoBoAcTBe no skcnnyataumm Alinity ci-series,
Pasgen 4.

e UYrto6bl MUHMMU3NPOBATL 3(EKTLI UCNapeHus, nepeq
nposejeHnem TecTa y6efuTech, 4TO B Yaweyke Ans o6pasLoB
npucyTCTBYeT AOCTATOUHbIV 06bem o6pasua.

e MakcumanbHOe 4MCNOo NOBTOPOB M3 OAHOM Yalleyku ans
o6pasua: 10

MpuopuTeTHble 06pasLbl:

> C”beM o6pasua gnsa nposegeHns nepsoro Tecta: 70 pL
O6bem o6pasua ans npoBefeHns KaXgoro
[OMONHNTENLHOTO TECTa U3 00N Yaleykn a4na obpasua:
20 uL

- S3 yacoB Ha 6opTy:
< OO6bem o6pa3ua ana nNpoBefeHus nepsoro Tecta: 150 pL
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» Obbem obpasua ans nposeAeHUs Kakoro

[LONONHWNTENBHOrO TECTa U3 OAHON Yalleykn ans obpasua:
20 pL
- >3 yacoB Ha 6opTy:
o TpebyeTcs cBexas anvksoTa o6pasua.
MHdopMaLuo 0 NogrotoBke U MCNONb30BaHUN KannbpaTtopos
W KOKTPONBIA CM. B MHCTPYKLUM MO NpUMEHEHNIO K Tj O6wuii
Kanu6patopam (Alinity i Total T3 Calibrators) v B MHCTPYKLUKN MO
NPUMEHEHNIO K KOMMEPYECKOMY KOHTPOAIO.
MHdopmaumio 06 06 Mx onepauuoHHbIX NpoLegypax cM. B
PykosogcTtee no akcnnyatauun Allnity ci-series. Pasgen 5.
e [na [OCTVXEHUA ONTUMasIbHbIX PaboUnx XxapakTepucTuk
BaXXHO CnefoBaTb CTaHAAPTHbIM NpoLefypaM TeXHUYEecKoro
06CcnyXnBaHMA B COOTBETCTBUM C PYKOBO/ACTBOM MO
skcnnyataumu Allnity ci-series, Pasgen 9. Ecnu npasuna pa6oTbl
8 Baweii na6oparopum Tpe6yIoT Gonee YacToro TEXHNYECKOTO
06CyXK1BaHUs, cneayiitTe NPUHATON NpakTuKe.
Mpoueaypsl pa3BeaeHnss 06pasLoB
O6pasLbl CO 3Ha4YeHWeM KOHLEeHTpauum obero Ta 6onee
6.00 ng/mL (9.22 nmol/L) nomeuatotcs kogom "> 6.00 ng/mL"
(>9.22 nrnol/L*) n moryT 6bITb pa3BefeHbl C UCNOMb30BaAHNEM
npoueaypbl py4HOro passefeHus.
Mpoueaypa py4HOro passefeHus
PekomeHgyemoe pasBefeHue: 1:2
He pekomeHfyeTcs npeBbillaTh NPOMNOPUN0 passeeHuns 1:2.
[lo6aBbTe He meHee 75 pL o6pasua Kk 75 pL T3 O6wuii
Pa36aBuTens Ans pyuHoro passegeHus (Allnity | Total T3 Manual
Diluent).
Y106blI HE AONYCTUTL KOHTaMUHaummn T j O6wmii Pas6asutens
Ana py4dHoro passefeHus (Alinity | Total T3 Manual Diluent),
nepej nNNeTMpoBaHMeM HakanainTe HeCKONbKO Kanesb Py4yHOro
pa3baBuTeNns B YNCTYIO NPOGMPKY.
Onepatop fo/MKeH BBECTM (aKTOp passefeHns (2) B akpaHbl 3aKasa
nauueHTa unn KoHtpona. Cuctema 6yAeT NCMONb30BaTh JaHHbIV
(hakTop passefeHns AN aBTOMATUYECKOro pacyeTa KOHLeHTpaumm
o6pasua u coobuieHnsa pesynbtata. PassefeHne JO/MKHO BbiTh
BbINO/IHEHO TakKMM 06pa3oM, 4TOObI COO6LaeMblli pesynbTar 6bin
6onbwe 1,0 ng/mL (1,5 nmot/L).
Ecnun oneparop He BBeN (hakTop pasBefileHunsA, Heobxoanmo
YMHOXWTb pe3ynbTaT Ha COOTBErCTBYIOWNI (PaKkTop passefeHus
[0 coobuieHns pesynbTarta. ECIM KOHLUeHTpauma pasBefeHHOro
o6pasya coctaBnset s 0.5 ng/mL (0.8 nmol/L). He coobuiaiite aTtoT
pesynbTart. MoBTOPUTE TECT, MCMNONb3YA NPaBU/bHOE pasBejeHue.
Mogpo6Hyto MHGopMaL Mo 0 3akase pa3BefeHunin cMm. a PykosogacTee
no akcnnyartauum Allnity ci-series. Pasgen 5.

Kanmbposka

WIHCTPYKLMM O NpoBefeHUn Kannbposkn CM. B PykoBo/CTBe MO

akcnnyatauun Alinity ci-series, Pasgen 5.

[ina oueHKN KanMbpoBKM TecTa Heo6X04MMO MPOTECTUPOBATh BCe

KOHTPON.

Mocne NPUHATUS U COXPaHEHUs pe3ynbTaToB KannbpoBku TecTa Bce

nocnegytouine o6pasLbl MOXHO TecTUpoBaTb 6€3 npeaBapuTeNsLHON

KanMbpoBKK, KPOMe Tex Cny4aeB, Korja:

* licnonb3yeTcs HaGoOp peareHTOB C HOBbIM HOMEPOM CepUM.

« Pe3synbTaTbl eXeHEBHOI Npouesypbl KOHTPONA KayecTBa
HaxoAATcs BHe cTaTUCTUYeCKN 06OCHOBAHHOrO AManasoHa
KOHTPONS KayecTBa, NCMONb3yeMOro /11 MOHUTOPUHTA U
KOHTPONS pabounx xapakTepucTUK CUCTEMbI, Kak yKasaHo B
pasgene “Mpouefypbl KOHTPONA KavecTBa" faHHOW MHCTPYKUMMN
No NPUMEHEHNIO K peareHTy,

- Ecnu cTtatMctMyeckn o60CHOBaHHbLIN AnanasoH 3HaudeHui
KOHTPONS HeJOCTYMNEeH, TO Nepuoj Mexay Kaimbposkamn T
fomkeH npesbiwartb 30 AHel.
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MoxeT noTpe6oBaTbcs NOBropHas kanMbpoBka TecTa nocne
npoLeoypbl TEXHUYECKOTO 06CNYXKMBAHUA OCHOBHbIX YacTei
CUCTEMbl WX ee KOMMOHEHTOB UK MOC/Ne NPOBEAEHUS CEPBUCHbIX
npoueayp.

Mpoueaypbl KOHTPONA KayecTBa

PekomeHayeMble TpeboBaHMA NO KOHTPOMO Kavectsa TecTa Aliniiy 1

Total T3 3akntoyaloTCA a TeCTUPOBaHWUM NO OAHOMY KOHTPOSIO BCEX

YPOBHEN Kaxfble 24 yaca, TO eCTb KaXKAble CYTKU 3KcnayaTauyuu.

[lononHNTeNbHbIE KOHTPOMN ClefyeT TeCTUPOBaTh € COOTBETCTBUN

C MEeCTHbIMW, TOCYapCTBEHHbIMU U/Unn heaepanbHbIMK 3aKOHaMMN

nnn {MKpeAnTaLMOHHbIMU TPe6OBaHNAMN W NMOMUTUKOW KOHTPONs

KauyecTBa Baweli naGopatopuu.

[ns nonyyeHms cTaTMcTMYeckn 060CHOBAHHOTO Auana3oHa

KOHTPONA KaXkaas naboparopuvs [OMKHA ycTaHaBIMBaTh

COGCTBEHHbIE MeNeBble 3HA4YeHWUA KOHLeHTpauuii 1 guanasoH

KOHLEHTPaL A N5 HOBbIX CEPUIA KOHTPOMBI Ha KaXKAOM KIMHUYECKU

3HauMMOM NOBHE KOHLieKTpauuu. B xoge nccnepoBaHus

nposoguntcs He MeHee 20 NOBTOPOB Ha MPOTSHKEHUM HECKONLKMX

(3 - 5) fHell ¢ fanbHelWwnM onpefeneHneM 0Xunaaemoro cpefHero

(ueneBoro) 3HayeHus 1 BapnabenbHOCTU CPEfHUX 3HAUYeHNI

(amanasoHa) B nabopatopun Ha OCHOBE MONYYEHHbIX Pe3y/bTaToB.

YT106bl NONMYYNTL penpe3eHTaTVBHbIE faHHble ANA fanbHeliwei

paboTbl CUCTEMBI, B JaHHOE MUCCNefoBaHNe HeOBX0ANMO BKIOUUTH

BO3MOXHbIE MPUYUHBI BapnabenbHoCTy:

¢ HeckonbKo COXpaHeHHbIX KannbpoBoOK

* Pa3sHble cepuun peareHToB

* PasHble cepun kanubpatopos

e PasHble aHanuTMyeckne Mogynu (ecnm NPUMeHUMO)

* Pe3ynbTatbl. NONy>«ef/ible B pa3HOe BpeMs CyTOK

VHthopmauuio nnn obuyme pekomeHaumMmn no KOHTPOM KayecTBa

CM. B ONy6/MKOBaHHbIX PYKOBOACTBAX, Hanp., B JokymeHTe C24-A3

MHCTUTyTa KIMHMYecknx n nabopartopHsix ctaHgaptos (CISI) nan B

APYrux ony61nKOBaHHbIX PyKOBOACTBAX. X/

« Ecnn npOlleuypel Baweii naGoparopuu TpeGytoT 6onee
4acToro MOHWTOPUHIA KOHTPOSS KayecTBa, cnefyiite npuHAToln
npakTuke.

e Ecnu pesynbTaTbl KOHTPONS KayecTBa He COOTBETCTBYIOT
NPUHATBIM KPUTEPUSAM, YCTaHOBNEHHbIM Balleli na6opatopuei,
3HAYEHUs Pe3ynbTaTOB TECTUPOBAHWS 06Pa3LOB OT NaLMEeHTOB
MOTYT 6bITb COMHUTENbHBIMW. CnefyiiTe NPUHATLIM BaLlel
na6</atopveii npouegypam KOHTPONs KayecTBa. MosagpT
notpeboBartbCcs NOBTOpPHas kannbposka. MHhopmaLlmio
06 ycTpaHeHUn HeucnpasHocCTeli cM. B PykoBoacTBe Mo
akcnnyatauuu Alinity ci-series. Pasgen 10.

« Tlocne 3arpysku B CUCTEMY HOBOIi Cepun peareHTa um
KanuépaTtopa NpoBepbTe pe3ynbTaTbl KOHTPONSA KayecTsa u
KpUTEPUM NPUEMIEMOCTU.

Mcnonb3oBaHne KOMMEPYECKNX KOHTPONeEN [OMKHO NPOBOAUTLCA B

COOTBETCTBMM C PYKOBOACTBAMM U PeKOMEHAaUMUsMU U3roTOBUTENS

KOHTpOns. [lnanasoHbl 3HaYeHNi KOHLeHTpaLmii, ykasaHHble B

WNHCTPYKLMW NO MPYMEHEHNIO K KOHTPO/IO, HOCAT UCKNHOYNTENbHO

pekoMeH/aTeNbHbI XA0aKTep.

Mpn “cnonb3oBaHWM NOGOr0 KOHTPONLHOrO MaTepuana naéoparopus

[OMKHa y6eAnTbCs, UTO MaTPUKC KOHTPO/LHOTO MaTtepuana

NPUrogeH AN UCNONb30BaHWS B TECTE B COOTBETCTBUM C

MNHCTPYKLMER NO NPUMEHEHWIO K TecTy.

PekomeHAauuy no npouea”™3e KOHTPONA KayecTa

PekomeHaauum no npoleaypam KOHTPona kavecTBa naGopatopumn

cMm. B “Basic QC Practices”, James d Westgard, Ph.D.*»

MoaTBepXAeHWe 3asBeHHbIX XapakTepuUCTUK Tecta

MpoTOKOMbI 4NA NOATBEPXKAEHUA 3aABNEHHbIX B UHCTPYKLUN

Mo NPUMEHEHUNIO XapakTePUCTUK TecTa CM. B PyKoBOACTBe

no akcnnyatauuu Alinity ci-series. Pasgen "MogTresepxaeHne

3asB/IEHHbIX XapaKTepucTUK Tecta*.
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| PE3YNLTATHI

Pacuet

TecT Alinity | Total Tj ncnonb3yet 4BTbipBXNapameTpPUUBCKUIA
NIOTUCTUYeCKNiA MeTog annpoKcMMauuy Kpusoii (4P1[,
Y-B3aelleHKas KpuBas) 415 NONyHeHNs KanmbpoBOYHOM KpUBOMA U
pe3ynbTaToB.

MHpopmauuio 06 anbTepHaTUBHbIX eANHMLaX U3MePeHns
pesynbTatos TecTta cMm. B pasgene NMPOLIEAYPA PABOTHI

HA AHANNN3ATOPE, "AnbTepHaTUBHbIE €4UHULbI U3MEePeHns
pe3ynbTatoB” AaHHOW MHCTPYKLUKU MO NPUMEHEHUIO.

dhnarm

Pe3ynbTaTbl HEKOTOPbIX TECTOB MOTYT COMPOBOXAATbCA
VHpopMaumeid B none "tnarn”. OnucaHune thnaros, KOTopble MOryT
nosiBNATLCA B 3TOM None, cM. B PAoBOACTBE MO 3Kcnayatayum
Alinity cl-se/ies, (~3gen 5.

MHTepBan namepeHuns

WNHTepBan namepeHus onpegensercs Kak guanasoH 3HaudeHuii B
ng/ml. (nmol/L), KoTOpbIii COOTBETCTBYET rpaHMLaM npueMneMbix
paboumnx xapakTepuCcTUK ANS NMHEHOCTW, BOCMPOU3BOANMOCTY U
OTK/IOHEHUN.

NHTepBan namepeHus tecta Alinity i Total T3cocrasnsier 0.40 «
6.00 ng/mL (0.61 = 9.22 nmol/L).

| OTPAHNYEHWA MPOLUEALYPHI

e B [MarHocTMYeckux Lensx pesynbTatbl crnegyet
MHTEPNPeTUPOBaTh C YYETOM APYrvX AaHHbIX; Hanp.,
CMMNTeAMaMK, pesynbTaTamMmu AOYrUX TECTOB Ha 601e3HU
LMTOBUAHOM XXenesbl, KTMHUYECKUMY MPOSBNEHUSAMU U Ap.

e Ecnu pesynbTaTbl TecTa Ha o6wuit T$ He COOTBETCTBYIOT
KNMHUYECKON KapTUHe, peKOMeHAyeTcs NpoBOAUTh
[OMNONHUTENbHOE TECTUAOBAHWUE ANS NOA-TaePXKAEHMS
pesynbTaToB.

I OXXKWOAEMBbIE SBHAYEHWA

[laHHoe nccnegoBaHue nposogunock Ha cucteme ARCHITECT |
System.

B pgaHHOM pasgene npejcTaBfeHbl AaHHbIe MO PenpeseHTaTUBHbIM
proummM xapakTepucTkam. PesynbTaTbl, NOMyYeHHble B OTAE/bHbIX
nabopatopusx, MOTyT OTINYATLCA OT NPUBEAEHHbIX JaHHbIX.

Kaxgoli nabopatopum pekoOMeHAyeTcs ycTaHaBNnBaB COOCTBEHHbIN
pedepeHcKbIii Anana3oH, OCHOBaHHbIA Ha cneunduKe permoHa un
xapakTepucTnkax nonynsumu.

[inanasoH HOpManbHbIX 3HaYeHui 0.64 - 1.52 ng/mL (uemTpanbiTbili
95%-i1 nHTepBan) OblN YCTAHOBNEH B pe3ynbTaTte UccnefoBaHns
06pasLLoB CbIBOPOTKM KPOBK OT 260 YenoBeK, y KOTOPbIX Gblnn
onpegeneHbl HOpMasbHble 3HaYeHUs JEICHITECT AN-Tg,
ARCHITECT Anti-TPO n /YUYCHITECT TSH.

I CNELNP®UNYECKWNE PABOUYUE
XAPAKTEPNCTUKIN

6 naHHOM pasgene npe/cTaBnieHbl aHHbIe MO PeNpe3eHTaTUBHBIM

pabounm xapakTepucTkam. Pe3ybTaTbl, NOMyYeHHble B OTAE/bHbIX

na6opatopusx, MOTyT OTANYaTbCA OT NPUBEAEHHbIX JaHHbIX-

Ha aHanusatope Alinity | n cucteme ARCHITECT | System

MCNOMb3YIOTCA OfHW U Te e peareHTbl 1 COOTTIOWBMMWA 06pasua/

peareHTa.

Ecnn He ykasaHO f0yroe, BCe WCCNeA0BaHNA MPOBOANINCH Ha
aHanusarope Alinity .

Bocnpon3BognumocTb

BocnpounssoaMMocTb BHYTpY naéoparopumn

VccnegoBaHme NPoOBOAMIOCH HA OCHOBAHWUU PYKOBOAALLMUX
npuHumnos gokymeHta CLSI EP05-A2. ViccnepgoBaHue npoBoanioch
¢ ncnonbzos”™umem 1 cepum T3 O6wunii PeareHToB (Alinity i Total
T3 Reagent Kit), 1 cepun Ts O6uuii Kanu6patapos (Alinity i Total
T3 Caiihrators) n 1 cepun KOMMepYecKku AOCTYMHbIX KOHTpONel Ha

1 aHanusaTope. Tpy naHesnn CbIBOPOTKM BblN NPOTECTUPOBAHbI He
MeHee yeM B 2 noBTopax 2 pasa B AeHb a TedeHue 20 gHeii *
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BHyTpa cepus BHy” 1 nabopatopmu
Kon-  Cpeptee {IVHILISBVOS ) (obuuiee)*
O6pwel, BO (ng/mL) Cto %KB Cto %KB
MaHenb 1 120 0.36 0.01B 5.0 0.018 S1
MaHens 2 120 1.01 0,023 2,2 0,023 23
Marens 3 120 8.67 0.500 8a 0.550 9.7
NelyTpu CAIA BHyTpI Na6opaTo|MH
Kon-  Cpeavee (NOBTOPSAEMOCTb) (06ee) ¢
Obpasel, BO (sTOW.) Cto %10 Clo %KB
MaHens 1 120 0,55 0.027 4,9 0.028 5.0
MaHens 2 120 1.56 0.035 2.2 0.036 23
Maxens 3 120 8.72 0,768 8.8 0,845 9,7

e BkntoyvaeT BaprabenbHOCTb BHYTPU CEPUN, MEXAY OEPUUMU 1
MexXay AHAMU.

HwXHue rpaHunLbl usmepeHns

VccnepoBaHne nNpoBOAMAOCL HA OCHOBaHUM PYKOBOAALLMX
npuHUMnoBs gokymeHTa CUSI EP17-A2. ViccnegoBaHue npoBOAMIOCH
¢ ucnonb3oBaHnem 3 cepuii T3 O6wWKit Pearei-rroB (Alinity i Total

T3 Reagent Kit) Ha KaXgoM M3 2 aHaNM3aToOpoB B TeYeHUe He

MeHee 3 fHeli. Han6onee BbiCOKMe 3HaYeHWs npegena 6naHka

(NB), npegena obHapyxeHus (MO) 1 nNpesena KOANYECTBEHHOTO
onpeaenenus (MKO) npuBefeHbl HUXe. Penpe3eHTaTUBHbIE AaHHble
npeacTaBNeHbl C YYETOM HUXKHEW rpaHuLibl MHTepBana usMepeHma. M

nrAmL nmol/L
> 0.0Q 0.00
P 0.05 0.08
MKO»* 03D 0.50

®Mb onpegeneH kak 95-i NPoOLEHTUL NO pesynbTatam
nccnefoBaHna 06pasLoB C HyneBO KOHLEHTpauveli aHanuTta B n
i 60 nosTopax.

MO onpeaeneH Kak camas HU3Kas KOHLEHTpauus, npu KoTopoi
aHanut Moxet BbIfiBNEH ¢ 95%-/i BepOATHOCLUIO MO
pesynbTaTam uccnefoBaHns 06pasLoB C HA3KMMU YPOBHAMM
KOHUeH'thaunmmn aHanuta B n 2 60 rnosTopax.

° MKO onpegeneH Kak camas HU3Kas KOHUEeHTpauusa ¢
MaKcMManbHoW fonycTMOl BOCNpom3BogumocTbio 20 %KB.

[aHHoe 3HayeHune asnsetca MKO nonyyeHHbIM Ha cucteme
ARCHITECT System. MNKO, nonyueHHbIi Ha aHanu3atope Alinity i,
TarTe NpuMeHuM Ans gaHHoro MKO.

JNnHeHoCTb

Bbino nposefeHo nccnegoBaHne B COOTBETCTBUN C
pekomeHpauuammn fokymeHta CLS1 EP06-A.®*

JInHeNHOCTb AaHHOrO TeCTa COXpPaHAeTCa B MHTEpBane UsMepeHus
0.40 - 600 ng/mL (0.61 - 9.22 nmol/l.).

AHanuTnyeckas cneundmnyHocTb

[aHHoe uccnegoBaHne NpoBoAnnoch Ha cucteme ABCHITECT i
System.

AHanuTnyeckas cneyn@uyHoOCcTL Gbina OLEHEHa ¢ UCNOMb30BaHNEM
Tecta ABCHIMACT Total T3, CpefHsAa aHanuTuyeckas
cneunduunocts coctasuna s 0.1% kpocc-peaktnsHocTy ¢
TupokerHom (T4) npu 3HadveHun KoHueHTpauuu 1100 ng/mL.
WHTepdepeHuys

JaHHoe nccnegosaHne nposogunock Ha cucteme ABCHAECT |
System.

MoTeHUManbHO UHTEP(HEPUPYIOLLME 3HAOTEHHbIE BELLECTBA

ViccnepgoBaHve nokasano cpegHioto uHTepdepeHymio s 10% npu
YPOBHSAX KLILEHTPaL WA, YXa3eLHbIX HUXE.

MoTeHynanbHO UHTepheEpUpytoLme

BellecTBa KoHLeHTpaaHs aHTepdepeHTa
emorno6H <500 mg/dL
Bunupy6uH <20r™dL

T BAL <2000mgrdL

Benok <12g/dL
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CpaBHeH1e MeToi0B

BblNO NpoBefeHO MccnefoBaHWe B COOTBETCTBUM C
pekomeHgauuamm gokymeHta CLSI EP09-A3 ¢ ucnonb3oBaHvem
MeToga perpeccun Passing-Bablok, ™M

Koathep.

Tvn Epn- Kon- Tppe- [epece- Ha-  [unanasoH

T«T obpasua HMUbl 80 MALMN  YEHMEe KIOH KOHUEHTP3Uwii

AWty Total T3

CobiBopotka rjig/mL 123 VOO 0.06 090 0.46-544

B CpaBH. C KpoBM

ARCHITECT

CbiBopoTka nmol/L 123 1.00 0.09 090 0.70.B36

Tolal T3
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* B kauyecTtBe pasfenurens TbicAY MCNONb3yeTca npoben (npumep;
10 000 06pasuos).

e B kauecTBe pasgenutens AecATUUHbIX 3HAKOB MUCMO/b3yeTcs
Touka (npumep: 3.12%).
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NPUMEHeHMIo
M3roToButens

focTtatoyHo ana
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[Opyrue cuMBObI
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VHdopmauusa Tonsbko ana CLUA
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MpoaykT NpnaHgumn

RXONLVj [Lnsi MCNONb30BaHUs TOMLKO
MeLMUMHCKUM PaBoTHUKOM
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4353-43-3331000
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CepsucHasa nogaepfirka; O6pauiaiiTec K CBOEMY MECTHOMY
npescTaBUTENIO NAN CMOTPUTE KOHTaKTHYIO NHGopMaLluio Ans
Balleli cTpaHbl Ha caliTe wvvw.abbottdiagnostics.com
Pepakuwus; despanb 2016 .

©2017, 2018 /tobott Laboratories

ABTOPM30BaHHbIVi NpeAcTaBUTENb W3TOTOBUTENS Ha TEPPUTOPUM
Poccuu u gpyrux ctpad CHI:

O6LecTBO C OrpaHUYEHHOW OTBETCTEEHHOCTbIO "3660TT
Nab6opaTtopna”, 125171, Poccus, r, MockBa,

NeHuHrpagckoe wocce, 16A. ctpoeHne 1,
Ten: *7 (495) 258 42 00; thakc: *7 (495) 258 42 81
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MPUNJTOXXEHWME

* MHCTPYKLUMM No npumeHeHne T3 O6u»« PearenTsl (Adinity i TcHal T3 Reagent Kit) 1
ans Poccum

TPAHCIMOPTUNPOBKA

Vagerane pekomeHayeTcs TpaHCnopTuposaTb npu Temnepartype 2-8'C e
TePMOKOHTeH X 0/JHOPA00EOr0 MO/L30BaHUA, COiEPXanpy XNa03N1IEMEHTbI. UK
B TepMOKOHTe/iHepax  MHOTOKPaTHOTO ~ MPUMEHEHWs € aBTOMaTUu4eckn
nojAepXxvBaemMoil Temnepatypoii Unn a aBTopodprKepaTopax ¢ UCNosb30BaHNEM
TBPMOW»«MKaTOPOB. TPaHCMOPTUPOBKA OCYLECTB/IAETCA BCEMU enjakm TpaHcnopTa
B KPbITbIX TPAHCMOPTHbIX CPe/ACTBaX B COOTBETCTBUM C NpaBUNamMu NepeBo3Ki rpy3os,
[lelicTBYIOLLMMYN Ha KXKAOM L e TpaHcnopTa. M3genue octaeTcs crabunbusam o
(KOHUEHMs1 epeKa rOfJHOCTH, YKa3aHHOTO Ha ymakoBke. [Mpu TPBHCTKAATUPOBIA N C
HapyLleH1em TeMnepaTypHOro PeKoeKe U3/IeNNe He NOAIeXNT NCUMENeHNHo.

FTAPAHTUMNHBIE OBA3ATE/IbCTBA C(
Mpon3BOANTE b FAPAHTUPYET, YTO MY> MPaBIUILHOM XPaHEH!M 1 0BpaLLLeHnn u3genve
0cTaeTcs CTabusbHbIM JOUCTOUEHNSA CPOKA FOAHOCTU. MaKcMaribleHii CPOK FofHOCTH

MeAMLMHCKOTO n3fienust He Gonee 11 mecs!® ¢ AaThl NpouseoAcTsa. Vsgenve, 'D'a
Xp 1 C HapyLu: PErnBMBHTMPOBAMHOIO MPOW3BOAUTENIEM PEXUMA,

NPUMEHEHNIO HE NOANIEXWT. [—Ipl
TEXHWYECKOE OBCNYXWUBAHUNE

He TpebyeTcsa

TEKYWWUIA PEMOHT

He TpebyeTca

AAHHBIE  ANA YTUNN3ALNN 7 YHUWYTOXEHUNA I'Ile
MEONUNHCKOIO U3AENNA

MBauyMHaoe U3Aenue YyTUAM3MPYIT U YHUUTOXAKT B COOTBETCTBUM C NpaBunamm
cpaljeHun C  MEeANUMHCKUMM OTXOAaMmu, permaMeHTMpylowmummuca  Caurnm
2.17.2790-10 ot 12.12,2010 «CBeTTapHO-3NMABMUONOrMYeckne Tpe6GoBaHUB K
06palLeHuIo C MBALLMHC* MU OTXOAEMI».

Heo6xoanMo cnefoBaTh HaalHBMbILbIM CTaHAapPTaM Mpu MOpoABHE U YTUAU3aL
U3eNns, ero KOMMOHEHTOB 1 YNaKOBKM.

NMEPEYEHb CTAHOAPTOB, KOTOPbIM COOTBETCTBYET
MEOVNUNHCKOE N3OENVE More
93/79/eC, 1272/200B/EC <CLP) c nonpaskemu, 1907/2006/EC (REACH) C B H<
nonpaskamu, 80/1B1/EEC, 2009ra/EC, PBwameHT (EO) 1066/2009, PernameHT (EC) BFEI'I/
142/2011, CLASS 2013 (c nonpasiimu), GHS (c ronpstokamu), WHSR Yactb 7.1 (C

nonpaskamu). EN ISO 9001, ISO 13495. EN ISO 14671, EN 13941, EN 13912. EN 'Dlel‘/’lc
ISO 15223-1, EN 900, EN ISO 10113-1, EN ISO 18113-2. EN ISO 18113-3, EN ISO

23640, EN ISO 20770-1. EN 13975, EN IS 017511, ISO 90000-1, EN ISO 15193, EN

1S 016194

MOTEHUWA/NBHBI NOTPEBUTE/b

MeauunHcKoe usgarme T3 O6wmit PeareHtel (AUmty | To»1 T3 Reagent KI)

NpBAH83HAYBLT  ANA  WCMOMb30BAHWA B Pa3/IMUYHbIX  KNNHUKO-NAGOPaTOPHbIX
YCNOBUAX, BK/OYas, 6e3 orpaHnieHns, 6obHULbI M 1BGOPATOPAN, NEPCOHa KOTOPbIX
npnvien o6y4eHue no Ucnonb3oBaHuo eHanusarctoe Alinity |

NH®OPMALNA O HANNYN B MEAVNLUMHCKOM U3OENNN
NEKAPCTBEHHOIO CPEACTBA

KoHTat
He copepxut
CTEPW/IbHOCTb I vHcpop

MocTaBnsieTc B HecTepunbHOM Buae. CTepunusaumsi nepes NpUMEHeHUeM He
TpebyeTcs,

MH®POPMALMA (0] BO3MOXHOCTU NMOBTOPHOTIO
NMPUMEHEHNA

He noanexuT noBTOPHOMY MPUMEHEHNIO.

MATEPWANBLI XXBOTHOIO NMPONCXOXAEHNA

MaTtepuanbl XMBOTHOTO MPOUCXOXAEHWUS TUIOBEPEHbI M PUCKU NpUMeHeHns MU
yKasaHbl B [aunopTe 6e3onacHocTy, Macnopra 6e30nacHOCT MOXHO HeliTh Ha caiite
XynenbbolliiBANoMc3.conT nau o6paTuTecs K MECTHOMY NpeACcTaBuTenio,
MOKA3AHUNA N MPOTUBOMOK/M"AHUA

He npumenumo.

YCNoBuA XPAHEHNA N MPUMEHEHWNA

XpaHeHue MajuLIoKKOro u3ienus npu TekeTepatype oT 2'C go BY) [O/MKHO
OCYLECTB/ATLCS B XOOAW/bHBIX KAMEPAX U1 B XONOAU/bHIKAX, 06ECTIeUnBatoLLnX
PBINAMBATUPOEAH«. B TeMmneAaty(»Thlii PeXuUM C exeAHeBHON perucTpauueit
Temneparypbi.

* Npy NpoBeAEHNN NoKarnbHbU UCMbITaHMIA UCMOb30BAIUCH NPO6UPKK € KOSATA
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Alinity ; U

Total T3
Total T3 REfI 07P94
XXXXXXRO01
XXXXXX
COOBWNTE BCEM COTPYAHUNKAM NTABOPATOPUN
[Jata CeHTa6pb 2018 T.
Mpoaykr Mpogykt KatasioKHbIi Homep Cepwusi
T3 O6LUMI PeareHTbl 07P9420 Bee
(Alinity i Total T3 Reagent Kit) 07P9430
MprunHa Ecnn Ha 6opTty aHanmsaTopa Haxoautea TecT Alinity i 25-OH Vitamin D (kaT. NeO8P45),

3HaYeHWs, MosyYyeHHbIe MPY UCCNEA0BAHNM KIIMHUYECKUX 0OPa3LI0B U KOHTPO/EH B
Tecte Alinity | Total T3 (kaT. N907P94), MOryT ObITb JIOXKHO 3aHVXEHbI BCNeACTBUE
nepeHoca peareHTOB. HacTosilLee M1MCbMO COAEPXKUT MHPOPMALWIO O AeNCTBUAX, KOTOPble

HeobXoaAMMO NPEeANPUHATL A1 obecreveHns NpaBUNbHOCTU pe3ynbTaToB TecTa Alinity i
Total T3.

MonoykeHvie aen Ecnm Ha 6opty aHanm3atopa Haxoautea TecT Alinity | 26-OH Vitamin D (kaT. Ne08P45),
B HacToslllee  3HAYeHWs), MOMyYeHHbIe NPY UCCNefOBaHNM KNMHUYECKNX 06Pa3LIOB 1 KOHTPOSIEN B TecTax

Bpems Alinity i Total T3 (kat. Ns07P9420 1 kat. N907P9430), MOryT BbITb /IOXKHO 3aHVDKEHBI.
[OeiicTBus PekoMeHZaummM Mo 1UCMosb30BaHUIO pPeareHToB:
e Bbinonnsiite Tect Alinity | Total T3 u TecT Alinity | 25-OH Vitamin O Ha pa3HbIx
aHa/im3aropax.
win

e BobinonHsiite npoueaypy 2500 Daily Maintenance (ExkegHeBHoe TO) (i-series), kak
onucaHo B pasgene 10 PykoBoAcTBa MO aKcnyataumm aHanmsaropa Alinity ci-series,
nepep mccnegoBaHMEM 06pasLOB Ha OOLLMIA T3,

KoHTakTHas Ecnu y Bac v y Balumx naptHepoB, NpefoCcTasNAoLLmMX MeANLIMHCKWE YCNYr1, UMEHOTCS
MH(opMaLmMa  BOMPOCbI OTHOCUTE/NLHO [jaHHOW MHGopMaLmy, obpatLaiiteck K CBOeMy MEeCTHOMY
npeactaBuTento Cny>x6bl CEPBUCHOM NOAAEPIKKN.

O Abbott
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Poccuiickas depepauus. Fopog Mocksa.

MaTHaguaToro nona se Thicdun eBATHaALaTOoro roga.

A, bopoHuHa EBreHusa BnagmmupoBHa, BPEMEHHO MCMOMHAOWAA 0693aHHOCTU HO jyca
r. Mockebl bBbaxTagse 3nbmupbl HOpPbLEBHbI, CBUAETENbLCTBYHO MNOAJAUHHOCT Apnucn
nepesogynka WatHeB3 Nnbn Anekceesunya.

Mopgnuck caenaHa B MOEM NPpUCyTCTBUN.
JlInyHoCTb NMognucaBWwero OOKYMEHT yCTaHOB/1EHa.

3apernctpmpoBaHo B peecTpe: Ne77/52-H/77-201""*" "
B3bickaHO no Tapudy 100 py6.

YnnayeHo 3a oKasaHue yCnyr npaBoBOro U TEXHMYECKOro Xapakrepa: -

Moanuce
Meyvatb
Bcero npowHypoBaHo, NpoHymMepoBaH"
MpowmnTo B Konnyectse IcTOoB M CKPEMMEHO MeYaTbio. TNCT.
« XK » 2019 ropa

BPWO Horapuyca...........

ﬂ,l/lpeKTOp Hanpas/eHUA KnnHnyeckue nccnenoBaHus Moanuck

000 «MHBUTPO»

Mevatb
A. 3. HoBuko

ousa. Fopon Mockea
oMibNnAa ABe ThiCcAYN AEeBATHAALATOro roga.

BopoHuHa EBreHust BnagummposHa, BpEMEHHO MCMNOHAKLWAsA 06513aHHOCTN HoTapuyca . MockBbl baxTagse
/ 3nbmMmupbl FOpbeBHbI, CBUAETENLCTBYI0O BEPHOCTb KONUK C NPeAcTaBfeHHOro MHe AOKYMEHTA.
/

3aperucTprpoBaHo B peectpe: We711b1-4/71-2C)\b-"-
B3bICKaHO Mo Tapudy:

ynnau oKasaHue ycnyr npase N TEXHNYECKOTO Xapaktepa: --
E.B. BopoHuHa

Bcero npoluHypoBaHo, npLw”~epoBaHo
M CKpenieHo nevyaTblo...1UCT.
BPMO Hotapuyc
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