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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, WBoH Twunn, CneuuanucTt perynsatopHoro otgena, 3660TT [marHocTu4yeckoe
MogpasgeneHne NpnaHans, JloHrdopa, Vpnanamna (Aoibheann Gill, Regulatory Affairs
Specialist, Abbott Ireland Diagnostics Division, Longford, Ireland, Abbott Ireland
Diagnostics Division, Longford, Ireland), HacTosruum yaocToBepsito, YTO Npuiaraemble
OOKYMEHTbl B HWKeNpPMBeLeHHOM O00beMe CTpaHul, SABNSATCA WHCTPYKUMAMU MO
NpYMeHeHN0.  OTW  AOKYMEHTbl  MOMHOCTbIO  COOTBETCTBYIOT  (DAKTMYECKOWA
OOKYMEHTALMU NPOU3BOANTENS.

MHCTpYKUUA Mo NpuMeHeHU0 Ha MefuumnHckoe msgenue (Instruction for Use for
medical devise)

Habop peareHTOoB AN  KO/IMYECTBEHHOro ornpegeneHns csobogHoro T3
UMMYHOXeMUTIOMUHECLLEHTHBIM MeTO0M B CbIBOPOTKE U M/a3mMe KpPoBWU YesioBeKa
Ha WMMYHOXMMUYECKMX aHanm3aTopax Alinity i «T3 CBo60gHbI/i PeareHTbl
(Alinity i Free T3 Reagent FOg>

Mo TeKCTy WHCTPYKUMM BCTPEYaloTCA BapviaHTbl HavMMEHOBaHWM MEOVILIMHCKMX W3LEeNA,
npvBefeHHbIE B TabnMLe Hbke, KOTOpble SBAAKOTCA CrPaBefMBbIMU M PaBHO3HAYHbIMU
(Instruction for Use includes the followings true and equivalent short names of medical devices
listed in table):

HanmeHoBaHme HavmeHoBaHVe MeULIMHCKOIO M34eNna Ha PyCCKOM COKpaLLI,GHHOE

Ha aHrNIMIACKOM A3bIKe HauMeHoBaHVe
S3bIke (no TekcTy
[IOKyMeLLa)
Alinity i Free T3 Ha6op peareHToB ans KonmuectBeHHoro T3 CBo60AHbIN
Reagent Kit onpeaeneHna cBo60AHOro T3 Pearewb! (Alinity
UMMYHOX M VTFOMUHECAEHT HbIM METOLOM B i Free T3 Reagent

cbiBOpOT!N *'Ii*-bnasme ""-kpoBu 4enoBeka Ha Kit)
nmMyHOjgiyiHHecjaK N aHanmsaTopax - Alinity i «T3
CBo6oaiibT PeareHTbl (Alinity i Free T3 Reagent*

Kit)»
Alinity i Free T3 Kambpatopbl g1 obecnedeHust npaBuibHocT T3 CBO6OAHbIN
Calibrators KO/MIMYeOTBELLIONCT. OnpedenieHnst  cBoBogHoro T3  Kanmbparopsbl
NMMYHOXeMUTIIOMUHECLIEH THBIM MeTOZOM B (Alinity i Free T3

CbIBOPOTKE U MasMe KpoBu u4enoBeka Ha Calibrators)
UMMYHOXUMMYECKMX aHanm3aTopax Alinity i «T3
CBob6ogHbIi - Kanmbpatopbl  (Alinity 1 Free T3
Calibrators)»
Alinity i Free T3 KouwrponbHble MaTepuvanbl sl nogreepkaeHust T3 CBo6OAHbIiA
Controls BOCMPOV3BOANMOCTY n npaswibHOCTY  KOLLPO/bHbIE
KO/IMYECTBEHHOIrO  OMpejenieHss  ceobogHoro T3 Matepuasibl
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NMMYHOXEMWU/TFOMLLIECLIEHT HbIM MeTOJ0M B (Alinity i Free T3
CbIBOPOTKE X [/1asMe KpoBM YesioBeka Ha  Controls)
UMMYHOXUMUYECKUX aHanmzaTopax Alinity i «T3

CBo60fHbIi  KoHTponbHble MaTepuasibl  (Alinity i

Free T3 Controls)»

Cocras:
# Title Number
of pages
1 Instruction for Use for the Alinity i Free T3 Reagent Kit with 7
ADDENDUM for Russia.
2. VHCTpyKUmst HOMpyMeHeHno «T3 CBo6oaHbIN PeareHTbl (Alinity i Free 8

T3 Reagent Kit)» ¢ MPUNOXXEHVEM pns Poccun.
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Aoibheann Gill

Regulatory Affairs Specialist
Abbott Ireland Diagnostics Division
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Co Longford

Ireland

SLIGO CHAMBER OF COMMERCE (INC)
CERTIFIED CORRECT IN ALL GOOD FAITH
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Alinity
Free T3 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.

Ename
Alinity i Free T3 Reagent Kit

IINTENDED USE

The Alinity i Free T3 (FT3) assay is a chemiluminescent microparticle
immunoassay (CIY1A) used for the quantitative determination of free

triiodothyronine (Free T3) in human serum and plasma on the Alinity

i analyzer.

ISUMMARY AND EXPLANATION OF THE TEST
3,5,3" Triiodothyronine (T3) is a thyroid hormone with a molecuiar
weight of 651 daltons’ and a half-life in serum of 1.5 days.”

T3 circulates in the blood as an equilibrium mixture of free and
protein bound hormone.”

T3 is bound to thyroxine binding globulin (TBG), prealbumin, and
albumin. The actual distribution of T3 among these binding proteins
is controversial as estimates range from 38-80% for TBG, 9-27% for
prealbumin, and 11-35% for albumin.*'

The binding of these proteins is such that only 0.2-0.4% of the total
T3 is present in solution as unbound or free T3.A

This free fraction represents the physiologically active thyroid
hormone.®

Free T3 is typically elevated to a greater degree than free thyroxine
(T4) in Graves' disease.® "

Occasionally, free T3 alone is elevated (T3 thyrotoxicosis) in about
5% of the hyperthyroid population.®

In contrast, levels of free T4 are elevated to a greater degree than
free T3 in toxic multinodular goiter and excessive T4 therapy.®
Serum free T3 is useful in distinguishing these forms of
hyperthyroidism. Free T3 may also be important in monitoring patients
on anti-thyroid therapy where treatment is focused on reducing the
T3 production and the T4 conversion to T3. Serum free T3 may also
be useful in assessing the severity of the thyrotoxic state.

The Alinity i Free T3 assay is to be used as an aid in the assessment
of thyroid status.

IBIOLOGICAL PRINCIPLES OF THE PROCEDURE
This assay is a two-step immunoassay for the quantitative
determination of free triiodothyronine (Free T3) in human serum and
plasma using chemiluminescent microparticle immunoassay (CMIA)
technology.

Sample and anti-T3 coated paramagnetic microparticles are
combined and incubated. The Free T3 (unbound) present in the
sample binds to the anti-T3 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
Free T3 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.
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Free T3

07P69
G71299R02

B7P690

@ 07P6920
[iir07P6930

IREAGENTS

Kit Contents

Alinity i Free T3 Reagent Kit 07P69

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.

07P6920 07P6930
Tests per cartridge 100 600
Number of cartridges 2 2
per kit
Tests per kit 200 1200
IMICROPARTICLES | 6.6 mL 32.1 mL
1ICONJUGATE 1 5.9 mL 31.8 mL

IMCROPARTICLES | anti-T3 (sheep) coated microparticles in MES
buffer with sheep IgG stabilizers. Minimum concentration: 0.085%
solids. Preservative; antimicrobial agent.

IcoHJUGATI] jg acridinium-labeled conjugate in citrate buffer
with NaCl and Triton X-100 stabilizers. Minimum concentration:
0.33 ng/mL. Preservative: antimicrobial agent.

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.'®"®

The following warnings and precautions apply to: iMicROPANT o-Esj /
lconjugate]

WARNING Contains methylisothiazolones.

H317 May 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

ciothing / eye protection.
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Preparation for Analysis

« Follow the tube manufacturer’'s processing instructions tor
collection tubes.

* 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, recentrituge specimens prior to

testing it

« 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.

¢ 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.

IPROCEDURE

Materials Provided
07P69 Alinity i Free T3 Reagent Kit

Materials Required but not Provided
« Alinity i Free T3 assay file
e 07P6901 Alinity i Free T3 Calibrators

e 07P6910 Alinity i Free T3 Controls or other commercially available
controls

« Alinity Trigger Solution

¢ Alinity Pre-Trigger Solution

¢ Alinity i-series Concentrated Wash Buffer

For information on materials required for operation of the instrument,
refer to the Alinity ci-series Operations Manual, Section 1

For information on materials required for maintenance procedures,
refer to the Alinity ci-series Operations Manual, Section 9.

Assay Procedure

For a detailed description of how to run an assay, refer to the Alinity
ci-series Operations Manual, Section 5.
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¢ 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, verity 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: 72 pL

o

Sample volume for each additional test from same sample

cup: 22 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: 22 pL

- >3 hours on the reagent and sample manager:

" Replace with a fresh aliquot of sample.

« Refer to the Alinity i Free T3 calibrator package insert and/or
Alinity i Free T3 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 cannot be diluted tor the Alinity i Free T3 assay. Samples
with a Free Ta concentration of > 20.00 pg/mL (> 30.72 pmol/L)
are flagged as "> 20.00 pg/mL (> 30.72 pmol/L)" and need to be
reported as such.

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 Free T3 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 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.

Quality 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 Claims in the Alinity ci-series Operations Manual.

m RESULTS

Calculation

The Alinity | Free T3 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.

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/mL
(pmol/L) which meets the limits of acceptable performance for
linearity, imprecision, and bias.

The measuring interval of the Alinity i Free T3 assay is 1.5 to
20 pg/mL (2.30 to 30.72 pmol/L).

ILIMITATIONS OF THE PROCEDURE
¢ Results should be used in conjunction with other data; e.g.,
symptoms, results of other thyroid tests, clinical impressions, etc.
« If the Free T3 results are inconsistent with clinical evidence,
additional testing is suggested to confirm the result.

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 1.88-3.18 pg/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.
Free T3 is a secondary indicator of thyroid status. Although the
majority of patients with hyperthyroidism will have free T3 values
greater than the upper limit of the euthyroid range, some may have
free T3 values which fall within the normal range.”"® Specimens
from patients described as "sick euthyroids" generally yield values in
the low to normal range."®"®
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ISPECIFIC PERFORMANCE CHARACTERISTICS
Representative performance data are provided in this section.
Results obtained in individual laboratories may vary.

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

Unless otherwise specified, ail 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 Free T3 Reagent
Kit, 1 lot of the Alinity i Free Ta Calibrators, and 1 lot of the Alinity i
Free T3 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 (Repeatabilty) (Total
Sample n (pg/mL) SO %V S0 %V
Panel 1 120 285 0.077 27 0.102 36
Parel 2 120 6.15 0.146 24 0228 37
Parel 3 120 1149 0431 38 0.556 48

“ Includes within-run, between-run, and between-day variability.
Within-Run Within-Laboratory

Mean (Repeatability) (Totaly
Sample n (pmol/L) 0 %V S0 %CV
Parel 1 120 438 0.119 27 0.156 36
Parel 2 120 945 0.224 24 0350 37
Parel 3 120 1765 0.662 38 0.853 48

®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 Free T3 Reagent
Kit on each of 2 instruments over a minimum of 3 days. The Limit
of Blank (LoB), Limit of Detection (LoD), and Limit of Quantitation
(LoQ) values are summarized below. These representative data
support the lower limit of the measuring interval.

/L pmol/L
LoB' 088 1%
LoD 0% 146
LoQ™ 1% 12

®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 is defined as the lowest concentration at which a
maximum allowable precision of 20% CV was met.
®This value represents the observed LoQ on the ARCHITECT
System. The LoQ observed on the Alinity i analyzer supports this
LoQ.
Analytical Specificity
This study was performed on the ARCHITECT i System.
Analytical specificity was evaluated with the ARCHITECT Free T3
assay and determined to have a mean analytical specificity of
1 0.001% cross reactivity with thyroxine (T4) at a concentration of
1 000 000 pg/mL.
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14,

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

Thetesting demonstrated < 10% mean interference at the ieveis
indicated beiow.

Pderlially interfering Substance inlerferen! Level
Hmogdin <500 my/dL
Hiindin < 20 mg/dL
Trighyoericks < 2000 mg/dL
PaEn <12g/dL

Method Comparison

Astudy was performed based on guidance from CLSI EP09-A3 using

the Passing-Bablok regression method. ™M

Correialion Concentration

Units n  Coefficient Intercept Slope  Range
AirityiFree T3 Seum  py/mL 139 099 015 092 1631829
SARCHTECT ggum  pnoll 139 099 023 092 2502810

feeT3
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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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ADDENDUM

to the Instnjction for Use Alinity i Free T3 Reagent Kit (for Russia)

SHIPPING

Recommended shipping conditions for device is 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 11
months from date of manufacturing. 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
1SO 9001, 1SO 13485, EN ISO 14971, EN 13641, EN 13612, EN I1SO 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

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.
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Alinity

Free T3 REF|07P69
H03541R01
L7P699

PLEASE COMMUNICATE TO ALL LABORATORY PERSONNEL

Date Issued September 2018

Product Product Name List Number Lot Numbers
A . 07P6920
Alinity i Free T3 Reagent Kit All
07P6930
Reason When Alinity i Free T3 (LN 07P69) 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 Free T3 test results is maintained.

Current Status Samples tested with Alinity i Free T3 list numbers 07P6920 and 07P6930 may show falsely
depressed control and patient sample results when run in combination with the Alinity i
25-OH Vitamin D assay (LN 08P45).

Action Actions for use of reagents:

« Separate the Alinity i Free T3 assay from the Alinity i 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 Free 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.

FH Abbott

L7P699_H03541R01.indd 1 10.10.2018 11:05:02
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. ru
Allnlty i Free T3
07P69
G71299R02
B7P690

T3 CBOo60gHbLI PeareHTbl (Alinity i Free T3 Reagent Kit)

Cm. BblAeNleHHble U3MeHeHus. Pegakuus: despanb 2018 T.

[HH] 07P6920
7 07P6930

HeobXxoA/M0o TOUHO CMefoBaTb MHCTPYKLMUAM. [py OTKNOHEHWUN OT
VHCTPYKLNIA HALEXHOCTL pe3ynbTaToB TecTa He rapaHTupyercs.

06pa3oBaHUsi peakUMoHHO cMecH, cMecb MHKY6GupyeTcs. Mocne
LMKNa NPOMbIBKMA K peakLMOHHON cMecu [o6aBnaoTcs npe-Tpurrep

IHAVIMEHOBAHWE v Tpurrep.
o L. R . I'Ionyuaemaﬂ B pe3ysibTate XeMU/IlOMUHECLeHTHasa peakynsa
T3 CBob6ogHbIli PeareHTbl (Alinity i Free T3 Reagent Kit)
n3MepsieTcsi B OTHOCUTE/IbHbIX CBETOBbIX eanHuuax (RLU). Mexay
IHA3HAYEHUVE

KonuyecTBom cBobogHoro T3 B o6pasue v RLU, aeTekTMpoBaHHbIMU
TecT ¢ ncnonb3oBaHnem T3 CBo60aHbIN PeareHTsl (Alinity i Free T3 ONTUKOW CUCTEMbI, CyLLEeCTBYeT obpaTHasi 3aBNCUMOCTb.
Reagent Kit) siBnsieTcd XeMUIIOMUHECLLEHTHBIM UMMYHOaHaNN30M
Ha MukpovacTtuuax (CMIA) ons KONMYECTBEHHOTO onpeaesnexHns
cB060AHOr0 TPUOATUPOHUHA (CBOGOAHBIN T3) B CbIBOPOTKE U

nnasMe KpoBM YenoBeka Ha aHanusatope Alinity i.

BKPATKOE OMNCAHWE TECTA

3,5,3' TpuiioaTUpPoHKH (T3) ABNSETCA TOPMOHOM LUMTOBUAHOW Xenesbl
C MOJIeKynIsipHOli Maccoii 651 fanbToOH' ©i NEpUOAOM MOJYyBbIBEAEHUS

Mopapo6Hy MHbopMaL Mo 0 CUCTEME M TEXHOMNOMMN aHanu3a cm. B
PykoBoacTee no akcnnyatauuu Alinity ci-series. Pasgen 3.

BPEATEHTBL
Copepxnmoe Habopa

T3 CB0OGOAHbIN Pearentsbl (Alinity i Free T3 Reagent Kit) 07P69
NPVYMEYAHME: HekoTopble hacoBKM JOCTYMHbI HE BO BCEX CTpaHax.

B CbIBOpPOTKE KpoBu 1.5 AHAN

T3 UMpKyNMpyeT B KPOBM B Ka4eCcTBEe PaBHOBECHON cMecu
CcBOOOJHOrO 1 CBA3AHHOIO O 6efikaMu CbIBOPOTKM KPOBM ropmoHa.”
T3 cBsi3aH C TMPOKCUH-CBA3bIBAOLWMM rnobynuHom (TCI),
npeasbbyMVHOM 1 anbbyMUHOM. 3Ha4YeHust hakTM4eckoro
pacnpegenenns T3 B laHHbIX CBA3bIBAOLMX 6efikax ocTarTcs
CcrnopHbIMKU ¥ cocTtasnaT 38 - 80% ana TCI, 9 - 27% anq
npeanbbymuHa n 11 - 35% ana anbbymuHa.®

MexaHu3Mm cBsi3blBAHUA [aHHbIX 6€/1KOB TaKOB, YTO TOJSIbKO

0.2 - 0.4% obuiero T3 npucyTCTBYET B pacTBOpe B KavyecTse
HecBsA3aHHOro MM cBo6oaHoro T3®

[laHHyto cBO6OAHYI0 PpaKLMi0 OTHOCAT K aKTUBHbIM FOpMOHaMm
LLMTOBUAHOW Xenesbl.N

Mpu andpcpysHom Tokcuueckom 306e (6onesnu Mpeiisca)
KOHLEHTpaums cBobogHoro T3 noebiwaeTcsi B 6onblueli crenexu,
4Yem KOHLUeHTpauma cBob6oaHoro TupokcuHa (T4).0™

WHorpa - y 5% nonynauum ¢ runeptTupeongn3MomM - rnosbllieHa
TONIbKO KOHLEHTpaums cBob6ogHoro T3 (T3 TMPeoTOKCUKO3).®
HanpoTuB, KoHUeHTpaunsa cBobogHoro T4 6biBaeT NoBbILLEHA

B 60/bLUeli CTENEHU, YeM KOHLeHTpauuu ceoboaHoro T3 npu
MHOrOYy3/10BOM TOKCMYHOM 306€ 1 npu M36bITOYHON Tepanun T4®
OnpegenexHve KOHUEeHTpauum cBo604HOro T3 B CbIBOPOTKE

KPOBW MPUMEHSeTCs, 4ToObl pa3nnynuTb ABe AaHHble opMbl
runeptupeongmnsma. OnpegeneHne cBob6ogHOro T3 Takxe sBNseTcs
BaXKHbIM NPV MOHWUTOPWHIE COCTOAHUSA MauWeHTOB, MoayyatoLnx
T-aHTaroHMCTbI, FAe Lenblo Ne4ebHOro Kypca sBnsetcs nogasnexHne
MexaHW3MoB hopMmupoBaHusi T3 U koHBepcuun T4 B T3. Onpepenexve
KOHLeHTpauum cso60aHOro Ta TakxKe MOXET ObiTb NONE3HbIM B
OLeHKe TUPEOTOKCUYECKOr0 COCTOSAHUA.

Tect Alinity i Free T3 ucnonb3yetcs B kKauecTBe BCNOMOraTeslbHOro
CpefCcTBa OLEHKN COCTOSIHUA LMTOBUAHOW Xenesbl.

I51MONOrMUYECKME NPUHLUWNBI MPOLEAYPHI

[laHHbIli TECT ABNsSieTCS METOAOM [BYXCTYNEHYaToro MMMyHoaHanusa
ANA KONUYECTBEHHOTO OnpejesieHns cBo60AHOT0 TPMINOATUPOHUHA
(cBoGOAHbLIV T3) B CbIBOPOTKE U Na3Me KPOBW YesioBeka Ha

OCHOBE TEXHO/I0TVN XeMWUTIOMUHECLLEHTHOTO UMMyHOaHann3a Ha
MukpoydacTuuax (CMIA).

CwmeLumBatoTCa U UHKyoMpytoTca obpasel, n napamarHuTHble
MUKPOYacTULbl, CEHCMBUNN3NPOBAHHbIE aHTuTenamun k T3.
CB060AHbIN T3, NpUCyTCTBYOLWMNI B 06pas3Lie, CBA3bLIBAETCS C
MUKpoYacTuLamMu, CEHCUBUAN3NPOBAHHBIMU aHTuTenamm K T3.
Mocne NpombIBKM A06aBNAETCA akpUAUH-MEYeHbIi KoHbloraT Ta Ans
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O6paTtuTech K Ballemy MeCTHOMY AUCTPUBLIOTOPY.

0O6beM (ML), ykasaHHbI B Tabnuue Huxe, 0603HaYaeT 06beM Ha
KapTPUaX.

07P6920 07P6930
KonuuecTtso Tecto
IM4eCTBO TECTOB B 100 600
KapTpuaxe
Konnyectso
KapTpuaxei B Habope
KonvnyecTtso TecTos B
200 1200
Ha6ope
IMICROPARTICLES | 6.6 mL 32.1 mL
ICONJUGATE 1 5.9 mL 31.8 mL

MICROPARTICLES IMUKPOUAICTULbI, CEHCUOUNU3NPOBAHHBIB
aHTMTENnamn Kk T3 (oBeybumu) B MES-6ychepe c oBeubummn 1gG B
KayecTBe CTabunmsaTopos. MuHuManbHas KoHueHTpauus: 0.085%
TBEpAoro BelecTsa. KoHcepBaHT: NPOTUBOMUKPOGHBIV npenapar.

IcoNJUGATE JAKpPUAMH-MEUEHbI KOHbloraT T3 B uuTpaTHoM Gycepe
¢ NaCl u Triton X-100 B KayecTBe cTabmnu3atopos. MuHUManbHas
KoHUeHTpauus: 0.33 ng/rL. KoHcepBaHT: NPOTUBOMUKPOGHIi
npenapar.

MpeaynpexaeHus © Mepbl NPeLOCTOPOXHOCTA
%

e [na guarHoctukm In Vitro
y  IrxonLyl

Mepbl NpefocTopoXHOCTN

BHVIMAHWE: [faHHbli NnpofyKT npegnonaraeT pa6oTy ¢
o6pasuamu, nosyyeHHbIMK OT YesioBeka. PekomeHayeTca cunTatb
BCE MaTepuasibl, NOSy4YeHHblE OT YesloBeka, MOTeHLManbHO
MHEKLMOHHbIMK 1 06paLaTbCs C HUMU B COOTBETCTBUU

co CTaHAapTOM Mo 06paLLeHNio ¢ reMOKOHTaKTHbIMU
natoreHamu, paspaboTaHHbiM YnpasneHnnem CLUA no oxpaHe
TpyZa 1 NpoMbIlWwieHHol rurneHe (OSHA). Mpu paboTe ¢
MaTepuanamu, cogepxawiuMm Uav npeanonoxmTenbHo
cofepxalyMmMn MHPEeKLMOHHbIe areHTsl, cnegyet cobnopatb
npasuna 6uonornyeckoii 6e30NacHOCTU, YpOBEHb 2, UKW Apyrue
CcoOoTBeTCTBYIOLMe npaBuna 6uonornyeckoii 6esonacHocTu."®&®



Cregytowme npeaynpexaeHns n Mepbl NpefoCcTOPOXHOCTU
nTHNnr-QTr-b k- IMICROPARTICLES 1j |CONJUGATE|

®

NMPEAYNPEXIAEHNE CoflepXu1T MeTUIM30TNA30/I0HbI.

H317 MoxeT BbI3blBaTb asnnepruyeckyo
KOXHYI0 peakuuio.

MpepoTspalleHne

P261 M36eratb BAbIXaHWA TymaHa/napos/
aspo3oneii.

P272 He BbIHOCUTbL 3arpsa3HeHHyl0 ofexay C
paboyero mecra.

P280 Monb3oBaTbCa 3alUTHLIMKU NepyaTkamm/
3alNTHON ogexaoii/cpeacTBamMy 3alynTbl
rnas.

PearnpoBaHune

P302+P352 MNP NOMNALAHUNN HA KOXY: MpombITh
60/1bWIM KONIMYECTBOM BO[pbI.

P333+P313 Mpy pasgpaxeHnn KoxXun unv nosisneHnun
cbinu: O6paTUTbCa K Bpady.

P362+P364 CHATb 3arpsA3HEHHYI0 ofexay n
BbICTUPATL ee nepef MUCnosb30BaHNeM.

YTtunusaunsa

P501 YTunusupyiite cogepxumoe/koHTeliHep B

COOTBETCTBMU C CaHUTaAPHbIMW HOpMaMu
P® (CaHlNuH 2.1.7.2790-10 ot 09.12.2010).

MacnopTa 6e3onacHOCTW [OCTYMHbI Ha caiite
www.abbottcliagnostics.com v y MecTtHoro npegcrasuTens.
Moppo6Hyto MHhopmaumio 0 HeoBX0AUMbIX Mepax
nNpefoCTOPOXHOCTM NpU paboTe C aHaM3aTopom cM. B PykoBopcTBe
no akcnayatauum Aiinity ci-series, Pasgen 8.

O6paLlieHue ¢ peareHTamu

« T[locne nonyyeHuss Habopa pacnonoXuTe HEeBCKPbITYD KOPOOGKY
3e/1eHOIi NOJIOCOl CBEPXY W akKypaTHO nepeBepHUTe K cebe
n ot ceba (Ha 180 rpagycoB) 5 pas, 3aTem pacnosoxuTe
KOPOGKY 3e/1eHO MosIoCcoi CHU3Y U CHOBa NepeBepHUTE
K cebe n ot cebsi (Ha 180 rpagycoB) 5 pa3. B pesynbtarte
XMAKOCTb ByAeT paBHOMEPHO pacnpejesieHa No BHYTPEHHei
NOBEPXHOCTU (hN1AKOHOB, HAXOAALLMXCS BHYTpW KapTpuaxa. Mpu
TPaHCNOPTMPOBKE peareHTOB MUKPOYACTULbI MOTYT OCECTb Ha
MeM6paHy KpbILWKU peareHTa.

- TocTaBbTe OTMETKY Ha ynakoBKe peareHTa, O3Havatollyio,
4TO OHa Oblna NepeBepHyTa B COOTBETCTBUU C
MHCTPYKLUAMU.

« T[locne nepemelunBaHvs W nepeg UCMosb30BaHNEM OCTaBbTe
KapTpuUaX peareHTa Ha 1 yac B BepTuKaslbHOM NOMIOXEHUN A0
MCYE3HOBEHWS Ny3blpbKOB, KOTOPblIE MOF/IM 06pa3oBaTbCs Npu
nepemelLBaHUN.

* ECnn kapTpuaX peareHTa ONpoKuWHyncsi, NnpuseAnTe ero
B BepTuUKasbHOEe MOJIOXEHWEe W ocTaBbTe Ha 1 4yac fo
MCYE3HOBEHWS My3blpbKOB, KOTOPbIE MOI/IM 06pPa3oBaThCs.

e PeareHTbl noaBepxeHbl (HOPMUPOBAHUIO NEHbI U My3blPbKOB.
My3blpbky B peareHTe MOryT nomeluatb onpeesneHunio
YPOBHSA peareHTa B KapTPuAXe W NPUBECTUN K HEJOCTATOUHOW
acnupauuu peareHTa, KoTopas MOXEeT 3HaYNTeNIbHO BUATL Ha
npaBW/IbHOCTb Pe3y/bTaToB.

Moppo6Hyto MHbopmaumio 06 obpalieHnn ¢ peareHTamu npu

pa6oTe c aHa/sM3aTopom cM. B PykoBoACTBe MO 3KcniyaTauun

Aiinity ci-series, Pa3gen 7.

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

XpaHeHue peareHToB

Makc.
Temnepartypa Bpemsi JlononHuTensHble
XpaHeHus XPaHeHNs  MHCTPYKLMUM MO XpaHeHWUo
HeBckpbITbIA 2 - 8'C o XpaHute B BepTUKa/IbHOM
KapTpua>K OKOHYaHUA  MOJSIOXKEHNHU,
cpoka Ecnn kapTpumx xpaHuncs
rogHocTU He BepTuKasibHO,
aKKypaTHO nepesepHuTe
kapTpuax 10 pas un
nepef, UCnosib3oBaHnemM
octaBbTe Ha 1 yac
B BEPTUKA/IbHOM
NONOXEHNN.
Ha 6opT1y Temnepatypa 28 gHeii
B cucteme
BekpbiThil 2. 8'C Ho XpaHuTe B BEPTUKa/IbHOM
KapTpuaak OKOHYaHWA  MOMOXEHUU,
cpoka Ecnmn kapTpuax xpaHuscs
rOAHOCTN  He BEPTUKASIbHO,

YTUNU3NPYIATE KapTPULXK.
He ucnonbayiite
NOBTOPHO KPbILLIKN
peareHTa U3roToBUTENS
UN 3aMeHsieMble
KPbILLKN BBUAY pycKa
KOHTaMuUHauMn u
BO3MOXHOCTMW HapyLleHus
paboumx xapakTepucTnk
peareHTa.

PeareHTbl MOXHO XpaHWTb Kak Ha 60pTy CUCTeMbl, TaKk U BHe

ee. ocne n3BfeYeHUss peareHToB U3 CUCTEMbl XpaHuTe UX B
BEPTUKa/IbHOM MOJIOKEHUN C HAAETbIMW HOBbIMW 3aMeHSeMbIMU
KpblLLKaMWU Npu Temnepatype 2 - 8'C. PeareHTbl, xpaHswuecs

BHE CUCTEMbl, PEKOMEHAYETCS XpaHUTb B habpuyuHbIX N0TKaxX U
ynakoBKkax A/11 o6ecneyeHnss BePTUKaNIbHOTO MOJIOXEHUS.
Moapo6Hy0 MHGOPMaLMI0 O BbIrPy3Ke peareHToB U3 CUCTeMbl CM. B
PykoBogcTBe no akcnayatauuu Alinity ci-series, Pa3gen 5.

[Moka3aTenn Nopyu peareHToB

Ownbka KanMbpoBKN UK BbIXOA 3HAYEHWUS KOHTPONS 3a npegesbl
AvanasoHa JOMyCTUMbIX 3HAYEHWU MOXeT CBUAETEeNbCTBOBATbL O
nopye peareHToB. Pe3synbTaTbl COOTBETCTBYIOLUX TECTOB crneayeTt
cynTaTb HEBEePHbIMU, 06pasLibl AO/MKHbI ObITb NPOTECTNPOBAHSI
noBTOPHO. MoxeT noTpe6oBaTbCs NOBTOPHAs kasMbpoBka TecTa.
WHdopmaLymio 06 ycTpaHeHUM HencnpasBHOCTed cM. B PykoBoacTBe
no akcnnyatayum Aiinity ci-series. Pasgen 10.

lI'IPOLI,E,D,YPA PABOTbl HA AHATN3ATOPE
Heob6xoaumo ycTaHoBUTL haiin TecTta Aiinity i Free T3 nepepg
nposefieHVem TecTa Ha aHanusartope Aiinity i.
Moapo6Hy MHdopMaumio 06 ycTaHOBKe (paiina Tecta, npocMoTpe
1 pefakTMpoBaHuM napameTpoB aHanusa cM. B PykoBoAcTBe Mo
akcnnyatayum Aiinity ci-series. Pa3sgen 2.
WHdopmaLyio 0 BbiBOfE Ha neyaTb NnapamMeTpoB aHann3a cM. B
PykoBoacTBe no akcnnayatauumm Aiinity ci-series. Pasgen 5.
Moapo6Hoe onucaHue npoueayp paboTbl C CUCTEMOW CM. B
PykoBoacTBe no akcnayatauumn Alinity ci-series.

AnbTepHaTUBHbIE eAVHNLbI U3MEPEHUSA pe3yribTaTta

[ns Bbibopa anbTepHATVBHOW eauHULbI M3MEeHUTe napaMeTp TecTa
"EAVHULBLI n3MepeHns”,

copmyna nepecuerta:

(KoHueHTpauus B CTaHAapTHbIX efuHMLax U3MepeHus pesynbrarta)
X (dbakTop nepecuyeta) = (KoHUeHTpaLua B anbTepHATUBHbIX
efiMHNLax n3MepeHust pesynbtara)



CraHgapTHble
efVHULbI U3MepeHust
pesy/nbTata

pg/mL

AnbTepHaTuBHblE
eVHULbI 3MepeHns
pesynbTaTa

pmol/L

hakTop nepecyeTta
1.536

ICBOP OBPA3LIA M NOAMOTOBKA K AHAMN3Y

Tunbl 06pa3uoB

MepeyncneHHble HMXe Tunbl 06pa3yos 6biM BepudULMPOBaHbl Ha
NPUroAHOCTb K MCNOMb30BaHWIO B @HHOM TecTe.

[pyrue Tunbl 06pa3yos 1 Npobupok ansa c6opa obpasuos He GbiNn
BepuULMPOBaHbl HA NPUrOAHOCTb K UCMOJ/Ib30BAHWIO B JAHHOM
TecTe.

Tunbl 06pasLoB Mpo6upkun ana céopa 06pa3LoB

CbIBOpOTKa KpOBYU

CbIBOpOTKa KPOBU C pasfenuTeflbHbIM renem
Hatpwii renapvH

JInTnin renapuH

Kanuesas conb EDTA

CbIBOpOTKa KpoBU

MNnasma Kposu

* Tlpu nccnepoBaHnn cepuiiHbix 06pasLoB UCMOMb3YyTe OAUH U
TOT Xe Tun obpasua Ha NPOTSHKEHWN BCEro WUCCNefoBaHus.

e Pabouve xapakTepuCTWKW AAHHOTO TecTa He 6blan yCTaHOBMEHbI
Ana 06pasLoB, cobpaHHbIX OT HOBOPOXAEHHbIX.

* [lns aHanusaTopa He npegycMoTpeHa onuus Bepudmkaumm
TUNOB UCMONb3yeMbIX 06pa3uoB. B 06sa3aHHOCTM onepaTopa
CUCTEeMbl BXOAUT NpoBepka MpaBU/IbHOCTK yKkasaHUs TUMNOB
06pasLoB, NCNOMb3yeMbIX B TecTe.

CocTosiHne o6pasLoB

e He ncnonbayiite:

- o6pa3subl, NHAaKTUBMPOBAaHHbIE HarpeBaHnem

e YT06bl NONYYNTb NpaBU/ibHble pe3ynbTaThl, 06pasLbl
CbIBOPOTKM W NiasMbl KPOBW crefyeT oTAennTb oT mbpuHa,
3pUTPOLMTOB M APYrMX TBEPAbIX YacTuL. O6pasLbl CbIBOPOTKM
KPOBW NaLMEHTOB, NOMyYaKLWMUX aHTUKOATYNALMNOHHYIO UK
TpoM6OAUTUYECKYHD Tepanuio, MOryT cogepxaTb hubpuH B
pesynbTaTe He3aKOHYEHHOro obpas3oBaHNsA CrycTKoB,

* Y6epauTecb, 4To B 06pa3Lax CbIBOPOTKM KPOBU (hOpMMpOBaHue
CryCcTKOB 3aBepLUMIOCh [0 Hayana LEeHTPUGYrpoBaHus.
HekoTopble 06pasLibl, B 0CO6EHHOCTU, 06pasLbl NayMeHToB,
nonyyaroLmnx aHTUKoarynsiuMoHHy U TPOMGOMTUYECKYIO
Tepanuio, MOryT JeMOHCTPUpOBaTb YBE/IMYEHHOE BpeMs
cBepTbiBaHuA. Mpy Hanuumm mbprHa B 0bpasuax,
LleHTpUpyrMpoBaHHbIX [0 3aBepLUeHUsI CBEPTbIBAHUA KPOBY,
TecTupoBaHve BeAeT K NoslyYeHnio OWMNGOYHbIX pe3ynbTaTos,

* PekoMmeHayeTCs WCMOMb30BaHME OLHOPA30BbIX MUMETOK
1 HaKOHEYHUKOB A/19 MUMNEeTOK ANA NpefoTBpaLleHns
nepekpecTHO KoOHTamuHauuu.

MoaroTtoBka K aHann3sy

* CnepgyiiTe MHCTPYKUMSIM M3roTOBUTENs Npobupok Ans céopa
06pasLos.

e B o6pasuax He AO/MKHO BbiTb My3bIpbKOB. YanuTe ny3blpbkn
annaMkaTopoM A0 Havana TecTupoBaHus. Vicnonbayiite
HOBbI/i annavkaTop 4715 Kaxaoro obpasua, u4Tobbl nsdexartb
nepeKkpecTHOW KOHTaMuHauuu.

[ns nonyyeHnst cornacoBaHHbIX pe3ynbTaToB pekoMeHAyeTcs

NpoBOANTL NOBTOPHOE LIeHTpUdyrpoBaHne obpasLoB nepeg

TecTUpoBaHWeM, ecnu

*  OHW cogepxaT pUOPWH, IPUTPOLIMTLI UK Apyrue TBepable
yactuLbl.

MPUMEYAHWE: Ecnun obpa3subl cogepxat ubpuH, 3puTpoLuUTbI

1w apyrve TBepfble YacTulbl, NepemellaiiTe nx Ha BopTekce

Ha HWU3KOW ckopocTu munu nepeeepHyB 10 pa3 nepen NOBTOPHbIM

LieHTpUdyrpoBaHnem.

MoaroToBbTe 3aMOpOXeHHble 06pasLbl creaylowmuM o6pasom:

« T[lepen nepemeluvBaHNEM 3aMOpOXeEHHble 06pa3Llbl Heo6xoaAnMo
NOSIHOCTbIO Pa3MOpPO3UTb.
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e TuwaTenbHO NepemellaiTe pasmMopoXeHHble 06pasLbl Ha
BOpPTEKCE Ha HWU3KOW CKOPOCTW WAW akKypaTHO NepeBepHyB
npo6upkn 10 pas.

* BusyanbHo nposepbTe 06pasubl. Ecnn Habnogaetca
paccnoexue unu ctpatudmkayms, nosTopsiTe nepemelumBaHne
[0 Tex nop, noka o6pasLbl He CTaHyT BU3yaslbHO OAHOPOAHBLIMU.

* HepgocTtaToyHoe nepemelunBaHne 06pa3L0B MOXET NPUBECTU K
NOJTlyYEHNI0 HETOYHBIX Pe3y/bTaToB.

* PekomeHgyeTCs MPOBOAUTL MOBTOPHOE LIEHTPUhyrupoBaHne
o6pasuos.

MoBTOpHOE LEeHTpudyruposaHne obpasLos

« TlomecTuTe 06pasupbl B LLEHTPUDYXHbIE MPOBUPKM 1
LeHTpUdyrupyiTe.

e [1na TeCTMpOBaHUA NOMECTUTE OUULLEeHHbIi obpaseL, B
Yaleyky Ans o6pasuoB UM BTOPUYHY0 Npobupky. Ecnm nocne
LeHTpudyruposaHnst B obpasie npucyTcTBYeT NUNUAHBIA CMOMA,
nepeHecuTe TOMbKO OYMLLEHHBIA 06pasel, 6e3 Nunemuyeckoro
MaTepuana.

XpaHeHue 06pasLoB

Makc, Bpems CneuunasnbHble

Tun obpasua Temnepatypa XpaHeHwus VHCTPYKLMN
CbiBopoTka/ 2 - 8'C 6 gHeit Ecnu TecTupoBaHue
nnasma oTknagpiBaeTcs
KpoBW 6onee uem Ha 6 gHei,

obpasubl cnegyet
3aMOpPO3UTb N XpaHUTb
npu Temneparype
-lO'C nnn Huxe.

Ecnn TecTupoBaHue oTknafplBaeTcs 6onee yem Ha 24

yaca, oTAenuTe CbIBOPOTKY UM Nia3My KPOBU OT CTyCTKOB,
pasfenuTenbHOro rens U 3puTpoLMTOB.

O6pasubl, XpaHBLUMECA 3aMOPOXEHHbIMU Npu Temnepatype -HO'C
N HUXe B TeueHue 6 AHell, He NPOAEMOHCTPMPOBAsIN OTK/IOHEHWA
B paboumx xapakTepucTukax.

MN36eraiiTe MHOrOKpaTHbIX LMK/I0B 3aMOPO3KN/Pa3MOpO3KH.

TpaHcnopTMpoBKa 06pasLoB

YnakoBbIBaiiTe U Mapkupyiite o6pasLpbl B COOTBETCTBUM C
rocyapCcTBeHHbIMU, (hefiepasibHbIMU 1 MEXAYHAPOAHbIMM
Tpe6oBaHNSIMN MO TPAHCMOPTUPOBKE KTMHUYECKUX 06Pa3LoB K
MHEKLMOHHBIX BELLECTB.

InPouUEAYPA

MpepocTtaBnsemblie marepuasbl
T3 CB0OGOAHbIN Pearenthl (Alinity i Free T3 Reagent Kit)

Heobxoavmble, HO He NpefoCTaBNsieMble MaTepuasibl

e Alinity i Free T3 thaiin Tecta

* T3 CBo6GoaHblii Kanu6patops! (Alinity i Free T3 Calibrators)

e T3 CB060OAHbIN KoHTponbHblIE MaTepuasnsl (Alinity i Free T3
Controls) unu gpyrme KkomMmepueckue KOHTPoOan

« Pactop Tpurrepa (Alinity Trigger Solution)

« PctBOp npe-Tpurrepa (Alinity Pre-Trigger Solution)

e KOHUeHTpupoBaHHbI NpombiBaowWwmii Gycep (Alinity i-series
Concentrated Wash Buffer)

VHbopmaumio 0 maTepuanax, HEO6XOAUMbIX A/t PaboThbl

aHanusatopa, cM. B PykoBoacTse no akcniyatauum Alinity ci-series.

Pasgen 1

WHcdhopmaLmio o matepuanax, HeobxoAuMblxX A5 npoueayp

TEeXHWYecKoro obCnyxuBaHns, cM. B PyKoBOACTBe Mo aKcnayartauuu

Alinity ci-series. Pa3gen 9.



Mpoueaypa aHannsa

Mogpo6Hoe onucaHue npoueaypbl NPoBeAeHNs TecTa CM. B

PykoBoacTee no akcnnyatauuu Alinity ci-series, Pasgen 5.

¢ VHdopmaumio 06 obecnevyeHun goctaToyHoro o6bema obpasua
nauueHTa npy UCMosIb30BaHUN NEPBUYHBIX WU aNMKBOTHbIX
npo6upok cMm. B PykoBoacTse no akcnnayatauum Alinity ci-series,
Paszgen 4.

¢ YT06bI MUHUMU3NPOBATL 3PPEKTHI UCNapeHns, nepeg,
nposefeHnemM TecTa ybeauTechb, YTO B yalleyke A1 o06pasuos
NpuCcyTCTBYET AOCTATOUHbIN 06BbeM o6pasua.

* MakcMmasnbHoe 4MCo NOBTOPOB W3 OAHOW Yalueukn Ans
o6pasua: 10
- TpuopuTeTHble 06pasLibl:

° O6bem o6pasua Ana NpoBefeHNs nepsBoro Tecta: 72 pL

° Ob6bem obpasuya and nposefeHus Kaxaoro
[OMNOSTHATENBHOTO TeCTa 13 OAHON yall eukn Ana obpasua:
22 pL

£ 3 yacoB Ha 6opTy:

O6bem obpasua ananposefeHns nepsoro tecta: 150 pL

" O6bem obpasua gns nposefeHus Kaxzaoro
[OMNOSTHATENBHOTO TecTa M3 OAHON Yalleykn 4is obpasua:
22 pL

>3 yacos Ha 6opry:
°  TpebyeTca cBexas anvksoTa obpasua.

¢ MHcopmauuo 0 NOAroTOBKE M MCNOMNb30BaHUN KanmbpaTopos
N KOHTpOsel CM. B MHCTPYKLMM MO NPUMeEHeHno K T3
CBo60aHbI Kanubpatopam (Alinity i Free T3 Calibrators) n/wnu
B UHCTPYKLUMM MO NpUMeEHeHUo K T3 CB060AHbLIA KOHTPONbHbLIM
maTepuanam (Alinity i Free T3 Controls).

¢ MHdopmaumio 06 06LWMX OnepauroHHbIX NpoLeaypax cMm. B
PykoBoacTBe no akcnnyatauuu Alinity ci-series, Pa3gen 5.

e [1na JOCTUXEHUS ONTUMasIbHbIX Pabounx xapakTepucTuk
BaXHO cflefjoBaTb CTaHAAPTHLIM MNpoLesypaM TeXHUYECKoro
06CcnyxnMBaHNA B COOTBETCTBAM C PyKOBOACTBOM MO
akcnnyatauum Alinity ci-series. Pasgen 9. Ecnu npasuna pa6otbl
B Balleil nabopatopun TPebyloT 6o/lee YacToro TEXHUYECKOro
06CNyXMBaHNA, cnepyiite NPUHSATON NpakTuke.

Mpouenypbl pasBefeHNs o6pasLoB

O6pasubl He MOryT 6bITb pasBefeHbl Ans Tecta Alinity | Free

T3 . O6paslbl CO 3HAYEHNAMMN KOHLeHTpauuii cBo6oAHOro

T3 > 20.00 pg/mL (> 30.72 pmol/L) nomevaioTcs darom

'> 20.00 pg/mL (> 30.72 pmol/L)" n ux Heobxogumo cooblatb Kak

TakoBble.

Kanubposka

VIHCTpYyKUMK O npoBeAeHnn kanubposkn cM. B PykoBoAcTee no

akcnnyatayum Alinity ci-series. Pasgen 5.

[na oueHkn KannbpoBkM TecTa HeOb6Xo4MMO NpoTecTupoBaTtb BCe

KOHTPONW.

Mocne NpUHATUA 1 COXpaHeHUsl pes3y/bTaToB Ka/MbpoBKK TecTa Bce

nocnegytoLive o6pasLbl MOXHO TecTupoBaTh 6e3 npeaBapuTesibHOl

Ka/IMbpoBKK, KPOMe Tex cryyaes, Korga:

¢ lcnonb3yeTtca Habop peareHTOB C HOBbIM HOMEPOM CEpPUM.

e PesynbTatbl exefHEBHOI npoLieAypbl KOHTPONA kayecTsa
HaxoAAaTCsA BHE CTaTUCTMYECKM 060CHOBAHHOIO AuanasoHa
KOHTPO/IAA KayecTBa, UCNoJIb3yemMoro /11 MOHUTOPUHIa 1
KOHTPO/IA pabounx xapakTepUCTUK CUCTEMbI, Kak yka3aHo B
paszene "Mpoueaypbl KOHTPOS kayecTBa" AaHHOW MHCTPYKL MK
Nno NPUMEHEHUNIO K peareHTy.

Ecnn ctaTucTuyeckn o60CHOBaHHbIV AnanasoH 3Ha4eHuit
KOHTPO/IA HEAOCTYMNEH, TO Nepuoj Mexay kannbposkamu He
LO/MKeH npesbiwaTb 30 AHel.

MoxeT noTpe6oBaTbCcsi NOBTOpPHasA kanvbpoBka TecTa nocne

npoueaypbl TEXHUYECKOro 06CNYXMBAHUA OCHOBHbIX YacTeil

CUCTEMbI UM ee KOMMOHEHTOB WM Nocsie NPOBEeLEHUs CEPBUCHBIX

npoueayp.
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Mpoueaypbl KOHTPONA KavyecTBa

PekomeHayemble TpeboBaHMA NO KOHTPOO KayecTBa Tecta Alinity i

Free T3 3akno4aloTca B TECTUPOBAHUN MO OLHOMY KOHTPO/IO BCEX

YPOBHel kaxaple 24 yaca, TO eCTb KaX/ble CyTKu 3KcnayaTauuu.

[lononHuTenbHble KOHTPONW crefyeT TeCcTUpoBaTb B COOTBETCTBUK

C MECTHbIMU, FOCYAapCTBEHHbIMU M/MNKN eepaibHbIMU 3aKoHaMu

NN akKpeAUTaLMOHHLIMW TPe6OoBaHUAMU W NOIMTUKOW KOHTpONA

KayecTBa Balleii na6opatopuu.

[na nonyyeHnsa ctaTucTUyeckn 060CHOBAHHOIO AnanasoHa

KOHTpONA kaxgas nabopartopusi AO/KHA yCTaHaBNMBaTb

COBCTBEHHbIE LieNieBble 3HaYeHUs KOHLEeHTpauuii n ananasoH

KOHLeHTpaLuuii 4n1st HOBbIX Cepuii KOHTPONE Ha KaXA0M KTMHUYECKN

3Ha4YMMOM YpOBHE KOHLeHTpauuun. B xofe nccnefosaHus

npoBoAuTCsA He MeHee 20 NOBTOPOB Ha MPOTSKEHUN HECKOMbKNX

(3-5) AHelt ¢ panbHellWM onpeaeneHemM OXMAAeMoro CpesHero

(LueneBoro) 3HauyeHus 1 BapnabeslbHOCTU CPeAHUX 3HAYEHUN

(ananasoHa) B nabopatopmMm Ha OCHOBE MOJIyYEHHbIX Pe3y/bTaToB.

YT10o6bl NONYYNTb penpe3eHTaTUBHbIE AaHHble AN fanbHelilwel

paboTbl CUCTEMbI, B JaHHOe uccnefoBaHne Heo6Xo4MMO BKIIOUYUTL

BO3MOXHble MPUYNHBI BapnabenbHOCTK:

« FlecKonbKO coxpaHeHHbIX KanmbpoBOK

« Pa3Hble cepun peareHToB

« PasHble cepumn Kannbparopos

¢ PasHble aHanuTuyeckne Mogynm (ecnm NpUMEHUMO)

« PesynbTaTbl, Nonyyaemble B pasHoe BpemMs CYTOK

VHdopmaumio nnmn obwme pekomeHaaunm no KOHTPO/K KavecTBa

CM. B 0ny6/MKOBaHHbIX PYKOBOACTBAX, Hanp., B AokyMeHTe C24-A3

VHCTUTYTa KNUHUYecknx n nabopatopHbix ctaHgapTtos (CLSI) wm B

OpyrMx onyb6nvkoBaHHbIX pykoBoAcTBax.'”

« Ecnu npouepnypbl Balleil na6opatopun TpebytoT 6onee
4acToro MOHUTOPUHIA KOHTPO/A KayecTBa, cnefyite NPUHATON
npaxTuke.

« Ecnu pesynbTatbl KOHTPO/A KauyecTBa He COOTBETCTBYIOT
NPUHSATLIM KPUTEPUSIM, YCTaHOB/IEHHbIM Ballell nabopatopuei,
3HaueHus pesynbTaToB TECTUPOBAHUA 06pasL0B OT NayMeHToB
MOTyT 6bITb COMHUTENbHbIMU. CrieayiiTe NPUHATLIM Ballei
nabopatopuell npouesypam KOHTpons kavectsa. MoxeT
notpebosartbcs NoBTOPHAasA kannbposka. VHdopmaymio
06 ycTpaHeHWn HeucnpaBHocTeli cMm. B PykoBoAcTBe no
akcnnyatayum Alinity ci-series. Pasgen 10.

« Tlocne 3arpy3ku B CUCTEMY HOBOI cepuu peareHTa uam
Kanubpartopa nposepbTe pe3y/bTaTbl KOHTPO/A KayecTsa U
KpUTEpPUN NPUEMIEMOCTH.

Mcnonb3oBaHne KOMMeEpPYECKMX KOHTPOsel AO/MKHO NPOBOANTLCA B

COOTBETCTBMU C PYKOBOACTBAMW W peKoMeHAaLusaMu 13rotoBuTens

KOHTPONA. [lnanasoHbl 3Ha4YeHW KOHLEHTpaLUnii, yka3aHHble B

MHCTPYKLMN NO NPUMEHEHWNIO K KOHTPOJItO, HOCAT UCKNIOUNTENBHO

pekoMeHAaTeNbHbIl XxapakTep.

PekomeHgaumn no npoueaype KOHTPOA KayecTBa

PekomeHaaLun no npoiegypam KOHTPONA kavecTsa slabopaTopuu

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

MoaTBeprkaeHve 3asB/1eHHbIX XapaKTepUCTUK TecTa

MpoTOKO/bI AN NOATBEPXKAEHUS 3aAB/IEHHbIX B UHCTPYKLUMN

no NPUMEHEeHNI0 XapakTepucTuk Tecta cM. B PyKoBoacTse

no akcnnyatauun Alinity ci-series. Pasgen "lMoaTeepxaeHve

3aAB/IEHHbIX XapakTepucTuk Tecta’.

IPE3YNLTATBI

Pacuet

Tect Alinity i Free T3 ucnonb3yet yeTbipexnapameTpuyeckuii
NorucTuyecknii MeTos annpokcuMmauum Kpusoi (4PLC,
Y-B3BelleHHas KpuBas) A4/ NONyYeHUs KannGpoBOYHOWN KPUBOW ©
pe3ynbTaTos.

VHbopmaLmnio 06 anibTepHaTUBHbLIX eAnHULax U3mepeHuns
pe3ynbTartos Tecta cMm. B pasgene NPOLEAYPA PABOTbI

HA AFIAJIHSATOPE, "AnbTepHaTuBHblE eAUHULLI U3MEPEeHUs
pe3ynbTaToB" AAHHOW MHCTPYKUMUM MO NPUMEHEHMIO.



tbnarn BHyTOV Cepm (MOBTO-  BHyTpV iaBoparopim

Pe3ynbTatbl HEKOTOPbIX TECTOB MOryT CONPOBOXAATbCA Ko+ Cpegree PSEMOCTb) (coLee

nHpopMaumeld B none "cpnarn”. OnucaHue ¢naros, KOTopblie MOryT Obpasey, BO (pg/mL) CKO %KB CKO %KB
nosiBNSITbCA B 3TOM MoJie, CM. B PyKOBOACTBE MO 3Kcnyatauuu Mers 1 120 285 0.077 27 0.102 36
Alinity ci-series, Pasgen 5. MeHerb 2 120 6.15 0.146 24 0.228 37
NHTepBan namepeHus Meverb 3 120 1149 0431 38 0556 48

VHTepBan u3mepeHust onpegenseTcs kak gnanasoH 3HadveHuli B
pg/mL (pmol/L), KOoTopbI/i COOTBETCTBYET rpaHuNLamM NpUeMIEMbIX
paboymx xapakTepucTuk Ansa IMHeRHOCT, BOCNPOM3BOAUMOCTY U

® BkouaeT BapuabesibHOCTb BHYTPU Cepum, Mexay CepusiMu u
MEeXZy AHAMU.

BHyToM cepim (noBTO-  BHyT Naboparopun

OTK/OHEHMS. N kor  Cpayee DRENOCTS) (o6uee)

WHTepBan n3mepenus tecta Alinity | Free T3 coctaBnsieT 1.5 - Ofpasely B8O (pmoliL) cKO %B ao YKB

20 pg/mL (2.30 - 30.72 pmol/L). b 1 120 438 0119 27 0.156 36

I OrPAHNYEHNA NMPOUEAYPBI Meverb 2 120 945 0.224 24 0.350 37

«  Pe3ynbTaTbl CiefyeT MHTEPNPETUPOBATL B COBOKYMHOCTU C Meens3 120 1766 0.662 38 0853 48
APYIMMM JaHHBIMUY; Hanp., CUMNTOMAaMN, pesynbTaTamu Apyrux A

Bk/itoyaeT BaprabesibHOCTb BHYTPU CEPUMN, MEXAY CepusiMu u

TECTOB Ha 60M1e3HN LWMTOBUAHON Xenesbl, KIMHUYeCcKuMmn MEXZy AHAMY.

NPOSIBNEHUAMU 1 Ap.

~ >
. Ecnn pesynbTatbl TecTa Ha cBO60AHbIA T3 He COOTBETCTBYIOT Hi>kHue paHuLibl sSMepeHmns

KNMHUYECKOI KapTUHE, PEKOMEHAYETCS NPOBOAUTH Bblno npoBeAeHO nccneaoBaHve B COOTBETCTBUM C
[ONONMHUTENLHOE UCCNefoBaHNe Ans NOATBEpPXAeHNs pekomeHgauusamun gokymeHta CLSI EP17-A2.®' Bbino nposefeHo
pesynbTaToB nccnefoBaHne ¢ Ucnosnb3oBaHnem 3 cepuii T3 CBOGOAHbI

PeareHTbl (Alinity | Free T3 Reagent Kit) Ha 2 aHanu3aTopax
B TeYeHMe He MeHee 3 AHell. Hanbonee BbiCOKME 3HAYEHUSA

lO)KVI,EI,AEM blE 3HAUEHNA

[aHHoe uccnegosaHne nposoauniock Ha cucteme \RCHITECT | npeaena 6navka (MB), npegena obHapyxeHus (MO) un npeaena
System. KonuuecTBeHHoro onpegenenus (MKO) npmBefeHbl HUXe.

B [laHHOM pasfienie NpefCcTaBeHbl aHHbIe N0 penpe3eHTaTUBHbLIM PenpeseHTaTUBHbIE laHHble NPeACTABNEHbI C YUETOM HUXKHET
paGounM xapakTepucTkam. PesynbTaThl, NOMyUeHHbIe B OTAEMbHbIX rpaHuLbl MHTEpBaia N3MepeHus.

NabopaTopusix, MOryT OTANYATLCS OT NPUBEAEHHBIX AAHHBIX. pg/mL pmoliL
Kax1oii na6opaTopuin peKkoMeHayeTcs yCTaHaBNMBaTh COBCTBEHHI B 088 135
pedhepeHCHbI AnanasoH, OCHOBAHHbIN Ha crneunduke permoHa u e 0% 146
XapakTepucTukax nonynsuum. oy 125 1
[lnanasoH sHauyeHnit HopMmbl 1.88 - 3.18 pg/mL (LeHTpasbHbIi

95%-ii MHTepBan) GbiN YCTAHOBMIEH B pesy/bTaTe WUCCef0BaHMUs " MB onpepener kak 35-/ NPOUEHTUNL MO pesybTatam
06pasLioB CbIBOPOTKM KPOBM OT 260 YenoBek, JaHHblii AnanasoH ncenepoBaHms 06pasLoB C Hynesoli KoHUeHTpaumuel ananuta s n
6bin onpeaeneH Kak HopmasbHbli B Tectax ARCHITECT Anti-Tg, > 60 nosTopax.

ARCHITECT Anti-TPO 1 ARCHITECT TSH. ®IO onpefieNneH Kak camas HU3Kas KOHLEHTpauus, Npu KOTopoit
KOHLieHTpauus cBoGOAHOO T3 ABNSETC BTOPUYHBLIM MHAMKATOPOM AHANNT MOXET ObiTb BbIABNEH ¢ 95%-i BEPOATHOCTLIO MO

pesynbTaram uccriefoBaHnsi 06pasLoB C HU3KUMU YPOBHSAMU
KOHUeHTpauun aHanuta B n a 60 nosropax.

TUPeouaHOro cratyca. Xorsi y 60/blWMHCTBA NALWEHTOB C
TMNepTUPEoNAM3MOM 3HAUYEHUs] KOHLLeHTpauuii cBo6oaHoro Ta

Bblle BEPXHE rpaHuLbl 3yTUPEOMAHOro AvanasoHa 3HaueHun, y “ MKO onpegenen kak camas HU3Kas KOHLEHTpauus c
HEKOTOpbIX 3HAYEHNS] KOHLLEHTpaLuM CBO6OAHOMO T3 MOryT nonagats ~ MAaKCUMasbHO 0NyCTUMOI BOCNPOU3BOAUMOCTbI0 20 %KB.
B AManasoH 3HAYEHUU HOPMbI. ' O6pasLbl OT NaUMEHTOB C ®[laHHoe 3HaveHue asnsetcs NMKO, nonyvyeHHbIM Ha cucteme
"3a60/1€BaHNSAMUN LUTOBUAHON Xenesbl” 06blI4HO AEMOHCTPUPYIOT ARCHITECT System. KO, nony4eHHsblii Ha aHanusaTtope Alinity i,
nn6o HU3KMe, NMB0 3HAYEHUS HOPMbI."®"® Takxke npumeHum ana aaHHoro MKO.
lCﬂELI,VICDVIl-IECKVIE PABOYME AHanuTU4eckas cneyuguIHoCcTb

XAPAKTEPUCTUKIN [aHHoe nccnepoBaHve npoBoaunock Ha cucteme ARCHITECT i
B JaHHOM pasfene Npe/CcTaBfieHbl AaHHble MO penpe3eHTaTUBHbIM System.
pabounM xapakTepucTukam. PesynbTaTbl, NOMYUYEHHbIE B OTAENbHbIX AHanuTnyeckas cneunuYHOCTL Gbisla OLLEHEHA C UCMO/b30BaHNEM
Na6opaTopusix, MOTYT OT/IMYATLCS OT MPUBEAEHHBIX AAHHDIX. Tecta ARCHITECT Free Ta, cpefHsisi aHanutMdeckas cneumuyHocTb
Ha axanusatope Alinity i 1 cucteme ARCHITECT | System coctasuna £ 0.001% kpocc-peakTUBHOCTU C TUPOKCUHOM (T4) npw
NCMONB3YIOTCA OfIHW 1 Te Xe peareHTbl U COOTHOLEeHUs o6pasual 3HaueHun koHueHTpauum 1000 000 pg/mL.
peareHTa. VHTepdepeHuus
Ecnm .He ykasaHo fpyroe, BCe WCC/MefOBaHNs NPOBOAUINCH HA [laHHoe nccnepoBaHue NpoBoAnaoch Ha cucteme ARCHITECT i
aHanusatope Alinity i. System.

BocnponssBoanmMmocTb

Bocnpon3BogMmMocTb BHYTPU nabopatopuu

Bbino npoBegeHo nccnefoBaHne B COOTBETCTBUM C
pekomeHpaumamu gokymeHta CLSI EP05-A2.@® WccneposaHne
nNpoBOAMIOCL C UCNofb30BaHWeM 1 cepun T3 CBOGOAHBIN
PeareHToB (Alinity | Free T3 Reagent Kit), 1 cepun T3 CBOGOAHbI
Kanun6patopos (Alinity | Free T3 Calibrators) n 1 cepuun T3
CB060OHbI KOHTponbHbIX MaTepuanos (Alinity | Free T3 Controls)
Ha 1 aHanu3aTope. Tpu NaHenn CbIBOPOTKU KPOBW Gblnn
NpoTecTMpoBaHbl He MeHee YeM B 2 NoBTOpax 2 pasa B feHb B
TeyeHue 20 gHei.
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MoTeHumanbHO MHTEpdEepUpyoLLe 3HAOreHHbIe BellecTsa
ViccnepoBaHve nokasano cpefHio nHTepdepeHunto < 10% npu
YPOBHAX KOHLEHTPaLni, ykasaHHbIX HUXe.

ToTeHLyarnHo MHTEpdeprpyioLLpe

BelLEcTBA KoHLeHTpaLyia uHTepchepeHTa
remornooH < 500 mg/dL
BarvipyorH < 20 mg/dL
Tpruepnas! < 2000 my/dL

Benok <12g/dL
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MPNNOXEHUE

K MHCTPYKLWM No npumeHeHuto T3 CBoGoaHbIli PeareHTs! (Adinity i Free T3 Reagent
Kit) anst Poccum

TPAHCIMOPTUPOBKA

Vzpenve pekomeHgyeTcs TpaHCcnopTMpoBaTh 6e3 TemnepaTtypHbIx
orpaHnyeHuii. 3aenve octaeTcs CTabubHbIM [0 OKOHYAHUS CPOKA TOAHOCTH,
YKa3aHHOTO Ha  ynakoBke. TPaHCMOPTMPOBKA OCYLLECTB/SETCA BCEMU  BUAAMM
TpaHCcnopTa B KPbITbIX TPAHCMOPTHbIX CPeACTBaX B COOTBETCTBMM C Npasunamn
nepeBo3ku rpy30B, AEVCTBYIOLLMMI Ha KaXK/40M BUAe TpaHcnopTa.

TAPAHTUMNHBIE OBA3ATE/IbCTBA

Mpon3BoANTENb rapaHTUPYET, YTO NPU NPABUILHOM XPaHEHNN 1 0GpaLLeHn n3aene
oCTaeTcs CTabusbHbIM [J0 UCTEUEHUSI CPOKA FOAHOCTN. MakCUMaslbHbIi CPOK FOAHOCTM
MeAVLIMHCKOTO M3genvst He Gonee 11 MecsieB C faThl NpousBofcTea. Msgenve,
XPpaHMBLUEECS C HapyLIeHWeM perlaMeHTUPOBAHHOTO MPOVU3BOAUTENEM pexuma,
NPUMEHEHWI0 He NoaNexuT {B cooTBeTcTBUM ¢ FTOCT P 51088-2013).
TEXHUWYECKOE OBCNYXWVNBAHNE

He TpebyeTtcs

TEKYUIMA PEMOHT

He tpebyeTca.

OAHHBIE A4 YTUNN3ALUNN N YHUYTOXEHNA
MEANUNHCKOIo U3AENNA

MeanumHcKoe M3aene yTUAU3NpyT N YHUHYTOXAIOT B COOTBETCTBUM C MpaBuiaMn
o6palleHnsi C MeAULMHCKMMW  OTXOfaMmu,  pernameHTupylolmmmucs  CaHluH
2.1.7.2790-10 ot 12.12.2010 «CaHUTapHO-3NUAEMUOIOrNYeckne TPeGoBaHUA K
o6paLLeHmio C MeAULMHCKUMI OTXOAaMI».

HeobxoauMO cnefoBaTh HalUMOHaNbHBIM CTaHAApTaM Mpu nepejaye v yTuamsauum
U3/leNns, €ro KOMMOHEHTOB U YMaKoBKM.

NMEPEYEHb CTAHOAPTOB, KOTOPbIM COOTBETCTBYET
MEAVLVNHCKOE U3AENVE

98/79/EC, 1272/2008/EC (CLP) c nonpaskamu, 1907/2006/EC (REACH) c
nonpaskamu, 80/181/EEC, 2009/3/EC, PernameHT (EC) 1069/2009, PernameHT (EC)
142/2011, CLASS 2013 (c nonpaskamu), GHS (c nonpaskamu), WHSR YacTtb 7.1 (c
nonpaskamu), EN ISO 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, ISO 80000-1
MOTEHUWNANBHbBIA MOTPEBUTE/b

MpocheccroHanbHbIii nonb3osartesb

VH®OPMALVA O HANNYN B MEANLMHCKOM U3OENNN
NEKAPCTBEHHOIO CPEACTBA

He cogepxut

CTEPW/BHOCTb

MocTaBnseTcss B HecTepuibHOM Buge. CTepunusauusi nepe NpUMEHEHUEM He
TpebyeTcs.

NHPOPMALNA (o] BO3MOXHOCTHU NMOBTOPHOIO
NMPUMEHEHWA

He nognexuT noBTOPHOMY NpyMEHEHMIO.

MATEPUWA/bI XXUBOTHOTIO MNMPONCXOXAEHWNA

Marepuanbl XVWBOTHOTO MPOUCXOX/AEHWA MPOBEPEHbI W PUCKN MpUMeHeHns MU
ykasaHbl B MacnopTe 6e3onacHocTy. Macnopra 6e30nacHoCT MOXHO HaiiTh Ha caiite
www.abbottdiagnostics.com unn o6patutech K MECTHOMY MpeACcTaBUTESIO.

XPAHEHWNE

HeBCKpbITble 1 BCKPbTbiE KapTPUMKU / (hNakoHbl PEKOMEHAYETCH XpaHUTb Npu
Temnepatype 2 °C - 8 “C B XONOAW/bHbIX Kamepax WM B XOMOAW/bHUKAX,

o6ecrneynBatoLLyX perfiaMeHTUPOBaHHbIN TeMMepaTypHbIii PexiM.
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3660TT NpnaHauns Ten:+353 43 3331000
[JunarHoctuyeckoe noppasgeneHue, dakc:+353 43 3331001
TNucHamyk, JIoHrdopg,

rpacpctso JSlohraopa, MpnaHaus

<nognucano> 12.04.2019r.

Moanuck: <nognucano> [Jata; 12.04.2019.
AonbxunHH Dxumnn (Aoibheann Gill)

Cneumanuct no HopMaTUBHO-MPABOBOMY PEryIMPOBaHNIO

3660TT MpnaHaus

[narHocTtnyeckoe nogpasgeneHue,

NncHamyk, JToHropa,

rpadcteo JloHrdopa, VipnaHama

/MeyaTb: AMarHoc TUYECKOe MnoapasaeneHre 3660TT, rpadcTso JloHrdopa/

/MeuaTb: TOPTOBASA MAJIATA C/IAVIIO (VHK)
MOoANTMHHOCTbL 3ACBNAETE/IbCTBOBAHA JOEPOCOBECTHO

YnonHomoueHHoe nuuo /nognucado/ 15.04.2019 r./
IMeyaTb: TOPFOBAS MASIATA C/IANTO (VIHK)

3ABEPEHHbI CEPTU®UKAT O MPOVCXOXXAEHN/

MepeBOA C aHINIMNCKOrO A3blKa Ha PYCCKMIA A3bIK BbIMOMHEH NEPEBOAYNKOM YMCTSKOBON
BukTOopren MU T pUEBHOIA
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Poccuiickasa ®epepaumsi. Fopog Mocksa.
BocemHaguaToOro anpens Ase ThiCA4M AEBATHaALATOrOo roja.
A, bBaxTaase Anbmupa HOpbeBHa, HOTapuyc r. MOCKBbI, CBUAETENLCTBYIO MOAJIMHHOCTL
noAnucu nepeeofunka YictTakoBoi Buktopum AMUTPUEBHBI.
Moanuck caenaHa B MOEM NPUCYTCTBUN.
JInyHOCTb NOANMUCABLLETO AOKYMEHT yCTaHOB/EHA.
3apeructpmposaHo B peectpe: Ne77/52-H/77-2019- f- [//3 ~
NaH&* N apudy 100 py6.

Yn/laH?H/M3a oka3aT”\e ycnyr NnpaBoBOro Y TEXHNYECKOro xapakrepa: --

2.10. baxTapase

Bcero npoLuHypoBaHo, NPOHyMepoBaHO
N CKpernJieHo neyatblo...? ....... 117
HoTtapuyc... .. A M, )

[MpowwmnTo B KONNYecTBe | / JIncToB
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