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WARNING Contains methyllsoUiiazolones.

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
clothing / eye protection.

Response

P302+P352 IF ON SKIN: Wash with plen” 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 Ne

accordance with local regulations.

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

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

Reagent Handling

Upon receipt, gently Invert the unopened reagent kit by rotating
It over and back for a full 160 degrees, 5 times with green label
stripe facing up and then S times with green label stripe facing
down. This ensures that liquid covers ail 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 lor
1 hour before use to allow bubbles that may have formed lo
dissipate.
If a reagent cartridge is dropped, place in an upright position
for 1 hour before use to allow bubbles that may have formed lo
dissipate.
Reagents are susceptible to the formation of foam and bubbles.
Bubbles may Interfere with the detection of the reagent level In
the cartridge and cause Insufficient reagent aspiration that may
adversely affect results.

For a detailed discussion of reagent handling precautions during
system operation, refer to the Alinity cl-series Operations Manual,
Section 7.

Reagent Storage

Unopened 2 to 8'C Until

Onboard  Sy~em

Storage Maximum  Additional Storage

Ten”erature  Storage Time Instructions

Store in upright position.

If cartridge does not

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

expiralon

30 days
Temperature
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storage Maximum  Additional Storage
Temperature Storage Time Instructions

Opened 2 t08*C Until Store in upright 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 8’C. For reagents stored off the system, it is
recommended that they be stored in their original trays or boxes to
ensure they remain upright.

For information on unloading reagents, refer to the Alinity cFseries
Operations Manual, Section S.

Indications of Reagent Deterioration

Deterioration of the reagents may be indicated when a csJibration
error occurs or a conirot value is out of the specified range.
Associated test results are invalid, and samples must be retested.
Assay recalibration may be necessary.

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

| INSTRUMENT PROCEDURE
The Alinity i Total T3 assay file musi be installed on the Alinity i
analyzer prior to performing the assay.

For detailed information on assay file installation and viewing and
editing assay paramelars, refer to the Alinity ci-series Operations
Manual, Section 2.

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

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

Alternate Result Units

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

(Concentration in Default result unit) x (Conversion factor) -
(Concentration In Alternate result unit)

Default Result Unit Conversion Factor ARerrtate Result Unit
ng/mL 1.536 nmol/L

100.0 ng/dL

BSPECIMEN COLLECTION AND PREPARATION
FOR ANALYSIS

Specinien Types

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

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

Specimen Types CoUection Tubes

Serum Serum

Serum separator

Sodium heparin

Lithium heparin

Potassium EDTA

Plasma

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 ol neonatal
specimens.

<= The insirumem does not provide the capability to verify specimen
types. X is the responsibility of the operator to verify that the
correct specimen types are used In the assay.

Specimen Corxiltions

= Do not use:

heat-inacti\«tted specimens

= For accurate results, serum and plasma specimens should be
free of fibrin, red blood cells, and other particulate matter. Serum
specimens from patients receiving anticoagulant or thrombolytic
therapy may cont”n fibrin due to incomplete clot formation.

= Ensure Neat complete clot formation In serum specimens has
taken place prior to centrifugation. Some specitttens. sspeciaiiy
aiose from patients receiving ar>tlcoagutant or thrombolytic
therapy may exhibit increased clotting time. It the specimen is
centrifuged before a complete clot forms, the presence of fibrin
may cause erroneous results.

« To prevent cross coniaminalion, use of disposable pipettes or
pipette tips is recommended.

Preparation lor Analysis

<« Follow the tube manufacturer's processing Instructions for
cdiflction tubes. Gravity separation is not sufficient for specimen
preparation.

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

To ensure consistency in results, recenlrifuge 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
recenWfugation.

Prepare frozen specimens as foilows:

= Frozen specimens must be completely thawed before mixing.

= Mix thawed specimens thoroughly by tow 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
bo obtained.

= Recenlrifuge specimens.

Recentrifugatlon of Specimens

« Transfer specimens to a centrifuge lube and centrifuge.

<« Transfer otertfied specimen to a sample cup or secondary tube
for testing. For centrifuged specimens wth a lipid layer, transfer
only the clarified specimen and not the lipemic material.

Specimen Storage

Maximum
t%ieclmen Storage
Type Temperature  Time Special Instructions
Serum/ 210 8'G 6 days It testing will be
Plasma

delayed more Nean
6 days, specimens
should be frozen at
-10‘C or colder.

If testing wiB be delayed more Nean 24 hours, remove serum or
ptesma 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 \A compliance with applicable state,

federal, and Internationa regulations covering the transport ol clinical
specimens arMl Hfectious substances.
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1 procedure

Materials Provided
07P94 Alinity i Total T3 Reagenl Kit

Materials Required but not Provided

= Alinity i Total Ta assay file

= 07P9401 Alinity i Total T3 Calibrators

« Commercially available controls containing Total T3

= 07P9440 Alinity i Total T3 Manual Diluent

« Alinity Trigger Solution

= Alinity Pre-Trigger Solution

= Alinity I-series Concentrated Wash Buffer

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

For informaUon on materials required for maintenance procedures,
refer to the Alinity cl-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 sufficieni specimen is
present.
To minimize the effects of evaporation, verify adequate sample
cup volume is present prior to running the test.
= Maximum number of replicates sampled from the same sample
cup: 10
Priority:
~  Sample volume for first test: 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 voftjme for each additional test from same sample
cup: 20 pL
- >3 hours on the reagent and sample manager:

« Replace with a fresh aliquot of sample.

<« Refer to the Alinity i Total T3 calibrator package insert and the
commercially available control package insert for preparation and
usage.

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

= For optima! performance, it Is Important to perform routine
maintenance as described In the Alinity ci-series Operations
Manual, Section 9. Perform maintenance more Irequently when
required by laboratory procedures.

Sample Dilution Procedures

Samples with a Total T j value exceeding 6.00 ng/mL {9.22 nmol/L)

are flagged with the code 'b’ 6.00 ng/mL" (>9.22 nTbl/L) and may be

diluted with the Manual Dilution Procedure.

Manuel Dilution Procedure

Suggested dilution: 1:2

I!'is recommended that dilutions not exceed 1:2.

Add a minimum of 75 pL of the sample to 75 pL of Alinity i Total T3

Manual Diluent.

To avoid contamination of Alinity t Total T3 Manual Diluent, dispense

several drops of the diluent into a clean test lube prior to pipetting.

The operator must enter the dilution factor (2) in the Specimen or

Control tab of the Create Order screen. The system wrili use this

dilution factor to automatically calculate 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).

P | Abbott
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WithinRun WUiin-Laboratorv
Mean {Rejwatabillly} (Totaly*
Sanple n (nmol/L) 0 %V 80
Parrel 1 120 058 0.027 49 0.028 50
Pand2 120 1.56 0,035 22 0.035 23
Frel3 120 872 0,768 88 0.845 B7

* IncludBa withIn-run, between-run, and between-day variability.
Lower Limits of Measurement

A study was performed based on guidance from CLSI EP17-A2.
Teeing was conducted using 3 tots of the Aiinity i Total T3 Reagent
KH 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.”

ng/mL nmow,
LoB* 0,00 0.00
wT 0.05 Qs
LoQ™ 030 050

*TTie LoB represents the 95th percentile from ri a 60 replicates of
zero-analyte samples.

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

* The LoQ Is defined as the towest concentration at which a
maximum allowable precision of 20 %CV was met.

This vakie represents the observed LoQ on the ARCHITECT
System. The LoQ observed on the Allnity i analyzer supports this
LoQ,

Linearity

A study was performed based on guidance from CLSI EP06-A.”
This assay is linear across the measuring interval of 0.40 to
6.00 ng/mL (0.61 t0 9.22 nmoill).

Analytical Specificity

This study was performed on the ARCHRECT | System.
Analytical specificity was evaluated with the ARCHITECT Total T3
assay and determined to have a mean analytical specificity of
s 0.1% cross reactivity with thyroxine (T*) ata concentration of
1100 ng/mL.

interference

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

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

Palunli<ly|lerkang Subtlance Inierterenl LeviM
Haqalobh <500 nofel
<nfid
Tri~oertaes <00nya
Proitin <12a/dL

Method Comparison

A audy was performed based on guid%?ce from CLSI EP03-A3 using
oA

Sarrple Canelation Concentraion
Assay e Wils n CoeMeert Inlerecpt Slope  Range
AMtyl Senim  mMNTIL 123 L 0.06 090 046544
TIMTSVS  sem XA
=T 123 1.00 009 090 070836
TodT]

EBIBLIOGRAPHY
1. Budavaii S. editor. WercJr/ndey(lldi Ed,). Rahway, NJ; Merck and
Go.. Inc., 1989:868.
2. Larsen 4. TrikidoihyiiMiine; Review of Recent Studies of Its
Physiology and Pathophysiology In Man, Metabolism 1972;21;1073-
1092.

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

20.

21.

22.

23-

24,

25.

26.

217.

Ekins RP, editor. Methods for the Measurement of Free Thyroid
Hormones. Amsterdam; Excerpta Medica Foundaticm. 1S79;72-92.
Robbins J, Rl JE. The lodine-Containing Hormones. In; Hormones h
Blood (3rd Ed.). London: Academic Press, 1979:1:632-667.

DeGroot U, Larsen PR, Refetoff S. Sianbury JB. Transport of
Thyroid Hormone and Cril Uptake. In: The Thyroid and Its Diseases.
New Yorir: Wiley and Sons. 1904;62-66,

Wahner HW. Gorman CA. Imerpretalion of Serum Tri-todotfwronine
Levels Measured by the Sterling Technic. N Engl J Med
1971;284,225-230.

Marsden P, McKerron CQ. Serum Triiodothyronine Concentration in
the Diagnosis of Hyperthyroidism, Clin Endocrinol 1975;4:183-189.
fvy HK. Washner HvV4 Gorman CA. Triiodothyronine {T3) Toxicosis: Ks
Hble In Graves' Disease. Arch Intern Med 1971;128:529-534.
Hollander CS, Mitsuma T. Nihei N. Shenkman L. Burday SZ. Blum M.
Clinical and Laboratory Observations in Cases of Triiodothyronine
Toxicosis Confirmed by Radioimmunoassay. Lancet 1972;1:609-611.

. Sterling K, Refetoff S, Selenkow HA. T3 Thyrotoxicosis:

Thyrotoxicosis Due to Elevated Serum Triiodothyronine Levels. JAMA
1970:213: 571-575.

. Hollander CS, Mitsuma T. Shenkman L, Slevensorr C. Pineda G, Silva

E. T3 Toxicosis In an lodine-Deficient Area. Lancet 197Z;2;1276-1278,

. Ermans AM. Disorders of lodine Deficiency. In: Ingbar SH, Braverman

LE. editors. The Thyroid (5th Ed.), Philadelphia; JB Lippincott Co.
1986:705-721.

. Kaplan MM, Larsen PR. Crantz FR, Ozau VJ, Rossing TH, Haddow

JE. Prevalence of Abnormal Thyroid Function Test Results in Patients
with Acute Medical Ilinesses. Am J Med 1982;72:9-16.

. Bermudez F, Surks MI, Oppenheimer JH, High Incidence of

Decreased Serum Triiodothyronine Concentration in Pallets with
Nonthyroid Disease. J Clin Endocrinol Metab. 1975;41:27-40.

. Oppenheimer JH. Thyroid Function Tests in Nonthyroidal Disease. J

Chronic DIs 1982:36:697-701.

. Abuid J, Larsen PR. Triiodothyronine and Thyroxine in

Hyperthyroidism; Comparison of the Acute Changes During Therapy
with AntithyrtMd Agents. J Clin Invest 1974:54:201-208.

Felig P, Baxter JD, Broadus AE, Frohman LA, editors. Endocrinology
and Metabolism (2nd Ed.). New York; McGraw-Hill Book Co..
1987:408-416.

. US Department of Labor, Occupational Safety and Health

Administration, 29 CFR Part 1910.1030, Bloodborne pathogens.

. US Department of Health and Human Services. Biosafety in

Microblologicad and Biomedical Labo/aforres. 5th ed. Washington, DC:
US Government Printing Office; December 2009.

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

Clinic” and Laboratory Standards Institute (CLSI). Protection

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

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

Westgard JO. Bask: O C Practices. 3rd ed. Madison. WI: Westgard
Ouaitty Corporation: 2010.

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

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

Clinical and Laboratory Standards Institute (CLSI). Evaluation of

the Linearity of Quantitative Measurement Procedures: A Statistical
Approach: Approved Guideline. CLSt Document EPO8-A. Wayne. PA;
Ct£l; 2003,

Clinical and Laboratory Standards Institute (CLSI). Measurement
Procedure Comparison and Bias Estimatir® Using Patient Samples;
Approved Guideline— Third Edition. CLSI Document EP03-A3. Wayne
PA: CLSI; 2013.

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%).

a Abbott



8

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



tt

ADDENDUM
to the Instruction for Use ANnity i Total T3 Reagent Kit {for Russia)
SHIPPING

RecommenrJed shipping conditions for device Is 2-8 In B1r*1Buks thermo conlaners
contafoing coolam elements, or In reusable thermo rantamers with automatically
maintained temperature or in autorefngerstors using thermal Indicators. Device Is
stable until the expiration date Indicated on the package. Device Is no tongor suitable
for use K shipping temperature limits heve been violated. Ship in an endosed cemer
vehide of any kind In accordance with shipping rules, applicable to the respective
earner.

WARRANTY

Manufecturer gu~antees that deviltfo remains stable until the expiration date when
stored and handled as dreded The maximum shelf life of the medical device la 11
months from date of menufactunng Device mustbe discarded If stored with deviations
in manufacturer's requirements

MAINTENANCE

Not required.

REPAIRS

Not required.

DESTRUCTION AND DISPOSAL OF A MEDICAL DEVICE
Destruct and dispoee or a meiScal device in accordwice with the requlremeots of
SanPin 2.1 7.2790-10 dated December 12, 2010 ‘'Sanlhay-epidemlalogicai
Requrements for the Management of Medicd Waste’.

Transmit arfo (tispose of a product and its ctmponents and padiagfog in accordance
with local regiJailons

LIST OF APPLICABLE STANDARDS

88/79fEC, 1272f200e/6C (a.P) as amwided, 1907/2036/EC (REACH) as amwided.
BO/181/EEC, 200e/3/EC, Kegutation (EC) 10etWOOS, Regulehon (EC) 142/2011.
CLASS 2013 (as amended), GHS (as amended). WMSH Part 7.1 (as amended). £N
1SO 9001, 1SO 13485, ENISO 14971, EN 13641, EN 13612, EN 1S 0 15223-1. EN980,
EN 1S018113-1, EN ISO 18113-2, EN ISO 18113-3, EN ISO 23640, ENISO 20776-
1, EN 13975, EN ISO 1T511, ISO 80000-1, EN ISO 16193, EN ISO 15194
POTENTIAL USER

lhe AlirHty i Total T3 Reagent KH is Inteided to be used fo B v»ieiy of clinical and
laboratory condlUons, Including, without lanltatwi, hospitals 5toP iaboratories. whose
personn”™ have been trained In the use of the Alinily i analyzer

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-opplied

MATERIALS OF ANIMAL ORIGIN

Malenals ol animal origin are tested and risks of using MD are indicated inSDS. Safety
Data Sheets ere available at wwwabbottdlagnosticscom or contact yoir local
representative

INDICATIONS AND CONTRA-INDICATIONS FOR USE
N(Xappli*ble

STORAGE AND USE CONDITION

Storage  MedIcBi device at a temperature (42 *C to8 'C should be carried out in cotd
rooms or In refrigerators providing a rcggiaiod temperature regime with a daily
temperature record.
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Alinity i
T3 06wwnn PeareHTol
(Alinity i Total T3 Reagent Kit]

Cm. BblAeNneHHble U3MeHeHns. Pegakuyusa: pespans 2018 1.

HeobxoanmMo To4YHO cnepoBaThb VHCTPYKLUWAM. Tpy OTKNIOHEHUN OT
MHCprKLlVIl)’I HafeXXHOCTb pe3y/ibTaTOB TeCTa He rapaHTupyeTca.

IHAMMEHOBAHUE (CokpalleHHoe)
T3 O6wnii PearenTbl (Alinity i Total T3 Reagent Kit)

BHA3HAYEHWE

TecT ¢ ucnonb3oBaHuem T3 O6Lwwmii PeareHTbl (Alinity | Total T3
Reagent Kit) sBnsieTcs XeMWIOMUHECLEHTHBIM UMMYHOaHaIM3CLL
Ha MukpouacTuyax (CMIA) 415 KONMYECTBEHHOTO onpeAeneHns
obLero TpuiiogoTrponnHa (06Lwuii T3) e CbIBOPOTKE U N1asmo
KpOBYW YenoBeka Ha aHanusatope Alinity |.

BKPATKOE OMWCAHWE TECTA

3,5.7 TpuitoaTVpoHUH (T3) sanseTcsa ropMOHOM LLIMTOBUAHOM >kenesbl
C MOneKynspHoii Maccoii 651 fanbToH' 1 NepuofoM nonyebiBeAeHUs
B CbIBOPOTKE KpOBW 1.5 AHAN T3 LUMPKYNIMPYET B KPOBU B KayecTse
PaBHOBECHOI CMecy CBOGOAHOIO 1 CBA3AHHOIO C 6enkamu
CbIBOPOTKM KPOBM rOpMOHa.™ T3 CBS3aH C TUPOKCUH-CaA3blBatoLLINM
rnobynmHom (TCl). npeanb6yMUHOM W anbObyMUHOM. 3HaYeHNs
(haKTM4eckoro pacnpefenenns T3 B JaHHbIX CBA3bIBAIOLLMX Genkax
OCTaloTCA CNOPHLIMK K cocTaBnsAloT 38 - 80% ana TCI, 9 «27%

and npeanbbymuHa v 11 «35% ang anbbymuHa. MexaHn3m
CBA3bIBAHNA faHHbIX 6ENKOB TakoB, YTO TOMbKO 0.2 - 0.4% obuero
T3 NpUCYTCTBYeT B pacTBOpe B Ka4ecTBe HECBA3AHHOro Unu
cB060AHOr0 Ta.® [laHHyl0 CBOGOWHYIO (hpaKLMio OTHOCAT K aKTUBHbIM
ropMOHaM LLMTOBWAHOI XKenesbl.®

B nocnefHue rofpl CTano O4eBMAHbLIM, YTO T3 UrpaeT BaxKHytO

ponb B NCYyLLEPXKaHUN 3YTUPEOUAHOro CoCToAHUSA. OnpegeneHune
KOHLeHTpaLumun T3 B CbIBOPOTKE KPOBU MOXET CTaTb LIEHHbLIM
KOMMOHEHTOM NaHeN TMPOUAHOro TeCTMPOBAHNA NPU AnarHocTrkKe
psifa HapyLeHnid YHKLUM LMTOBUAHOM Xenesbl, a Takke
COCTOSIHUI, BbI3BaHHbIX AedULMTOM ofa. C KIMHUYECKOI TOUYKM
3peHns, perynsipHoe onpejeneHne KOHLUEHTpauum T3 B CbIBOPOTKe
KPOBW OCOGEHHO BaXKHO MpYW AMarHOCTUKe runeptupeongnsma

1 nocne Kypca tepanuun faHHoro Hapyliesua.*' ® A B ycnosuax
CW/bHOV CTUMYNALMN LLUTOBUHOM Xenesbl onpeaeneHne
KOHLeHTpauumn T3 SBNSeTCH XOpOLUeli OLEeHKON pe3epsa
LMTOBMAHON Xene3bl.* MoaTBepXKAeHne ANCHYHKLMN LWNTOBUAHON
««/1e3bl, Ha3blBaeMO T3-TUPEOTOKCUMKO30M, MO XafeKTepHOMY
NOBbILIEHHOMY YPOBHIO T3 B CbIBOPOTKE KPOBW Ha (JOHe HOpPMasbHOM
KOHLeHTpaLmun TupokcuHa(T.~, ceobogHoro T<, a TaKke pesynbTarbl
T-cBii3blaaHuns In V(o B AanbHeiluem NoATBEpAENN BaXHOCTb
onpejeneHns KoHUeHTpauun T3 B CbIBOPOTKE KpOBW.™'

OedununT loga, NocTynarowero ¢ nNULLein, NPUBOANT K HapyLLEHWo
BbIPAGOTKY FOPMOHOB B (LMTOBMAHON X(hrie3e. HECMOTPS Ha

Hannyne HopManbHOV TMPEOUAHON TKaHW. B Takux cny4asx 4acto
HabnoAaeTca H13Kas KOHLEeHTpauusa T« B CbIBOPOTKE KPOBW Npu
MOBbILLIEHHOW KOHLEHTpaLu1 TMPBOTPONHOro ropmoHa MMT).
lMoBbILEHHbIA ypoBeHb TTI B cOYETaHWUN € HU3KUM T« 06bIMHO
ABNSETCA NPU3HAKOM runoTupeonamsma. OgHako npu geduuure
ioga nofo6Hble pesynbTaTbl B COYETAHWNN C HOPMaSIbHON 1K
He3HauMTEeNbHO NOBLILIEHHOW KOHLEHTpauuei T3 B CbIBOPOTKe
KPOBY YKa3blBaloT Ha 3yTUPEOUJHOE COCTOSHUE Y 6OMbLIMHCTBA
nayneHToB.’*

KoHueHTpaumusa Ta Takke 3aBUCUT OT COCTOSIHWIA, BANSIOLLNX

Ha KOHLEeHTpauuk3 TCI.’@ ®He3HaunTeIbHO NOBbILEHHAA
KOHUEHTpauusa T3 MOXeT HabnoaaTbesi npu 6epeMeHHOCTH

WM B XOfie Tepanuu aCTPOreHoM, B TO BPeMsi Kak O4eHb
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ru

Total T3
07P94
G76409R04

B7P94R

fagi 07P9420
fiiflo7P943Q

HM3KasA KOHLEHTPpaLMA MOXeT Habn4aTbCs NPU TAXENbIX
3a60M1eBaHusAX, MNOXOM NMUTAHUM, NOYEYHOV HeOCTaTOYHOCTN U
npy Tepanun aHTUTUPEOWAHbIMK CpeACcTBamu, NPONPaHoIoNIoM

1 NponuArnoypaynnom, canmyunatamu.*-’® Y nauneHTos ¢
TSOKE/bIMU UM XPOHWYECKUMU daboneefensamu HabnogatoTca
MHOXXECTBEHHbIE HapyLUeHWst 6anaHca roOPMOHOB LLUTOBUHOM
>xenesbl. MoryT HabnogaTbCc aHOMaNNK Kak B MexaHusme
o6pa3oBaHNs T4, Tak 1 B BO3MOXHOCTU CBA3bIBAHUS FTOPMOHOB
LMTOBWAHON Kenesbl, YTO MOXET B COBOKYNHOCTU AaTb HU3KME,
HOpMasibHble UK BbICOKME 3HaMEHUsi KOHLeH-bauun cBo6oaHOro
T4. KoHueHTpaumsa T3 B CbIBOPOTKE KPOBWU YaCTO [0OCTATOYHO
HU3Kas; KOHUeHTpauna TTT MOXeT BbiTb HOPManbHON Unu
He3HauYMTEebHO MOBbILEHHOR. OnpefennTb KOHLEHTpaLmMio 06LIero
T3 0COBEHHO BaXKHO NPU NOAO3PEHUN Ha TUNEPTUPEOUAN3M NpK
HOpManbHOM KOHLenTpeLnn ceo6oaHoro T4.® TecT Alinity i Total
T3 ncnonb3yeTcs B Ka4eCTBE BCOMOraTeNbHOro Cpe/CcTBa OLEHKM
COCTOSIHUSA LUTOBUAOI Xenesbl.

BEVI0NIOTMYECKME NMPUHLMMBI MPOLIEAYPbI

[aHHbI TECT ABNSAETCA METOAOM ABYXCTYNEHYaTOro MMMyHOaHann3a
[N KONNYECTBEHHOTO OnpefeneHns obLiero TpuiiogoTMponnHa
(06Lwwmii T3) B CHIBOPOTKE 1 Na3Me KPOBU YeN0BEKA HA OCHOBe
TEXHONOTNN XEMUNIOMUHECLEHTHOrO MMMYyHOaHanMaa Ha
Mukpouactuyax (CMIA).

CMeLnBalOTCA U UHKYOUpyloTca obpasel, N napaMarHuTHble
MUKPOYaCTULIbl, CEHCMBUN3NPOBaHHbIE aHTUTenamn KTa. T3.
npUcyTCTBYHOLLMI B 06pasLie, CBA3bIBAETCA C MUKpoYacTuLamu,
CEHCUbUN3NPOBaHHbIMI aHTUTeNnamMm K Ta. Mocne NPoOMbIBKY
f06aBnsieTcA akpUANH.MBYEHbI KOHBtoraT T3 Ans 06pa3oBaHus
peakLMOHHOI cMecu, cMecb UHKYyBupyeTcs. Mocne Lukna
NPOMBIBKM K PeakLMOHHON cMecn fo6aBnstoTcs npe-Tpurrep n
Tpurrep.

Monyyaemas a pesynbtaTe XeMUIOMUHECLEHTHAsA peakums
N3MepseTCA e OTHOCUTE/IbHbIX CBETOBbLIX eaunHuuax (FLW). Mexay
KonuyecTBom obuiero Ta B obpa3ue n ALL. geTeKTMpoBaHHbIMU
OMNTUKOIA CUCTEMBI, CyLecTByeT obpaTHas 3aBUCMMOCTb.
Moapo6HyY0 MH(OPMALMIO O CUCTEME U TEHOHOMOMMM aHanusa CM. B
PykoBogcTBe no akcnnyaTauuu Alinity ci-series. Pasgen 3.

BPEATEHTHI

Cogepsicnvoe Habopa
07P94 T3 O6wwii PearenTbl (Alinity | Total Ta Reagent Kit)

MNMPUMEYAHMUE: HekoTopble hacoBKM AOCTYMHbI HE BO BCEX CTpaHax.
O6paTnTech K Bawemy MecTX>My AUCTPUGLIOTOPY.

Abbott



06beM (ML), ykasaHHbI B TabnunLe HWke, 0603Ha4YaeT 06bEM Ha
KapTpnoK.

07PM20 07P9430
Konuyectso Tectos B 100 600
KapTpumKe
Konuyectso
KapTpuakeii B Habope
KonnuectBo TecToB e 200 1200
Habope
IMICROMImCLES | 6,6 mL 32.1 mL
ICOMIUOATBI 4.2 mL 18,3 mL

IMICROPARTICUS MuKpouacTuLbl, CEHCUOUNN3NPOBaHHbIE
aHTUTENamu K T3 (oBeubmu) B MES-6ydepe ¢ oBeubumm igG B
KauecTBe CTabunn3atopoB. MuHMManbHas KoHueHTpaums: 0.05%
TBEPAOro BelecTsa. KoHcepsaHT: ProClin 300.

icONJMttaTBj AKpUAUH-MeUeHbI KOHbIraT T3 B LMTpPaTHOM Gyctepe
¢ NaCl u Triton X-100 B KayecTBe cTabunmsatopoB. MuHVManbHas
KoHUeHTpauus: 0.33 ng/mL. KoHcepsaHT: ProC/n 300.

Mpegynpe)kgeHUs  Mepbl NPefOCTOPO>KHOCTH

. [n
e [ina anawocTuky In VHro
e IRjtONLY |

Mepbl NpegocToOpO)KHOCTH

BHUMAHWE: [aHHblii npoayKT npesnonaraet pa6boTty ¢
obpas3uamu, nosydeHHbIMM OT Yenoseka. PeKOMeHAyeTcs cunTaTb
BCE Martepuasbl, Mosiy4eHHble OT Ye/IoBeKa, NoTeHLUnanbHO
MH(DEKLMOHHBIMU 1 06paLiaTbCsi C HAMU B COOTBETCTBUN

co CTaHaapToM Mo 06paLLeHNI0 C reMOKOHTaKTHbIMM
natoreHamu, paspaboTaHHbiM Ynpasnexnem CLUA no oxpae
TpyAa 1 npombiwneHHoli rurneHe (OSHA). Mpu pabote ¢
mMaTepuanamu, cofepxaliuMn Unu npeanonoXnTeNnsHo
cofiepXalmmMn UHEeKLMOHHbIe areHTbl, crefdyeT cobnogartb
npasuna 6uonornyeckoii 6e3onacHoCcTy, ypooen» 2. nun apyrve
COOTBETCTBYKOLME NpaBuna 6uonornyeckoii 6esonacHocTn.’®”

Cnepytouine noesynoexneHns 1 Meobl NOEAOCTOO0XKHOCTH
oTHOCATCA K:!“"cH>"*»TTichl*! ftcoHJUOATel

<I>

MPEAYNPEXAEHWE  CopepXuT METUIN30TNA30/OHBI.
H317 MoXeT BbI3blBaTb annepruyeckyto
KOXHYHO peakLyio.

NpegoTspalleHne

P261 M36eratb BAbIXaHWs TymaHa/napos/
asposoneii.

p272 He BbIHOCUTB 3arps3TreHHyto ofexay ¢
pa6ouero mecra.

P2BO Monb3oBaTbCs 3aLUUTHBIMU NepyaTkamu/
3aLLMTHON ofexaoi/cpeacTBaMm 3aLuTbl
rnas.

PearvposaHue

P302+P352 NPU NOMAAAHNM HA KOXY: MpombITh
60/bLUNM KOIMYECTBOM BOAbI.

P333TP313 Mpy pasgpaxkeHnn Koxu nnu nosBaeHnn
cbinu: O6paTUTLCS K Bpayy.

P362+P364 CHSATb 3arpsi3HEHHYIO OfEXaY 1
BbICTMPATb €€ Nepes UCMO/b30BaHNEM.

YTunusauusa

P601 YTUAM3MPYITE COAEPXKMMOE/KOKTEiHep B

COOTBETCTBUM C CaHUTapPHbIMU HOpMamun

P® (CanMNuH 2.1.7,2790-10 ot 03.12.2010).

MacnopTta 6€30MacHOCT AOCTYNHbI Ha caiiTe
www.abPoudlagnostlcs.com nnn y MecTHoro npefcraanTons.
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Moapo6Hyo HopMaLMo 0 HEO6X0ANMBIX Mepax
npeAoCTOPOXHOCTY NpW paboTe C aHann3aTopom CM. B
PykoBogcTse no akcnnyatauum /Uinity cl-series. Pasgen 8.

O6palyeHne ¢ peareHTamu

= Tocne nonyuyeHns Habopa pacrnonoXmnTe HEBCKPLITYIO KOPOOKY
3e/1IEHOI NONOCOI CBEPXY U aKKypaTHO NepeBepHUTe K cebe

1 oT cebs (Ha 180 rpagycos) S pas, 3aTeM pPacrnonoXxure

KOpPOOKy 3e/1eHO NON0COii CHU3Y N CHOBa NepeBepHuTe

K ce6e 1 ot cebs (Ha 180 rpagycos) 5 pa3. B pesynbtarte

XWAKOCTb ByfileT paBHOMEPHO pacnpefeneHa no BHyTPeHHel

MOBEPXHOCTU (h1aKOHOB, HaXOMLMXCA BHYTPU KapTpugka. Mpu

TPaHCNOPTMPOBKE peareHToB MUKPOYACTULbl MOTYT OCECTb Ha

MeMO6paHy KpbILLKW peareHTa.

- TlocTaBbTe OTMETKY Ha yNakoBKe peareHTa, O3HauaroLLyto,
uTO OHa GblNa nepesepHyTa B COOTBETCTBUM O
VHCTPYKLMAMMW.

= Tlocne nepemewwnBaHusa v nepej UCNonb30BaHNEM OCTaBbTe

KapTPUAK peareHTa Ha 1 yac B BePTUKaNbHOM MOMOXEHUM A0

MCYE3HOBEHMA My3bIPbKOB, KOTOPblE MOrNN 06pa3oBaTbCs Npu

nepemeLunBaHum.

= Ecnu kapTpuak peareHTa ONPOKWHY/CS, NpUBeANUTe ero

8 BepTuKasbHOE MOJI0XEHNEe N OcTaBbTe Ha 1 yac o

MCYE3HOBEHWS My3bIPbKOB, KOTOPbIE MO/ 06pa3oBaThbCs.

= PeareHTbl noABep>KeHbl (HOPMUPOBAHUIO NeHbl U MYy3bIPbKOB.

My3bipbKM B peareHTe MOryT nomeLaTb onpegeneHnio

YPOBHA peareHTa B KapTpupke 1 NPUBECTU K HEJOCTATOYHO

acnupauumn peareHTta, KOTOpasi MOXeT 3HaYNTebHO BAMATH Ha

NpaBUIbLHOCTb Pe3yNbTaToB.

Moapo6Hyto nHopmauuio 06 obpalleHnn ¢ peareHTaMu npu
paboTe c aHanM3aTopmna cM. B PyKOBOZACTBE MO aKcnayatauuu
Alinity ci-seriee. Pasgen 7.

XpaHeHue peareHToB
Temnepatype Makc, Bpemst [JONONHUTENbHbIE WH-

XpaHeHns XpaHeHus CTPYKLMM MO XpaHeHWo
HeBCKpbITbIA 2 «6°C no XpaHuTe B
KapTpuasc OKOHYaHUs  BEPTUKa/IbHOM
cpoka NOMOXeHNN,
rogHoCTH Ecnn kapTpuax
XpaHuncs He
BEPTUKaNbHO, akKypaTHO
nepeBepHUTE KapTPUMK
10 pa3 v nepepg
1Ccnonb3oBaHueM
ocTaBbTe Ha 1 vac
B BEPTUKA/IbHOM
NONOXEHUN.
Ha 6opTy Temnepatypa 30 gHeilt
B cucTEMe
BCKpbIThIN 2-8*C fo XpaHute a
KapTpuax OKOHYaHUS  BepTUKaNbHOM
cpoka MONOXEHUN.
ro4HOCTHN Ecnu kapTpumx
XpaHunca He
BEPTUKANIHO,
yTUnmsupyiite
KapTpuapK.

He ncnonbayiite
NOBTOPHO KPbILLIKK
peareHTa U3roToBUTENs
1NN 3amMeHsieMble
KPbILLIKY BBUAY pUCKa
KOHTaMuHauun

1 BO3MOXHOCTH
HapyLeHns paboumx

XapakKTepuctuk
peareHTa.
a Abbott
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PeareHTbl MOXXHO XPaHWTb Kak Ha 60pPTy CUCTEMbI, TakK U OHe

ee. Mlocne N3BneYEHUs peareHToB 13 CUCTEMbI XPaHUTE KX B
BEPTUKa/bHel NONOXEHUN C HaAETbIMU HOBbIMY 3aMEHAEMbIMU
KpbILWKaMun npu Temnepatype 2 - 8*C. PeareHTsl, XpaHsaLyunecs

BHE CUCTEMbl, PEKOMEHAYETCS XPaHUTb O (haGPUYHbIX NOTKaxX U
ynakoBKax Ansi o6ecnevyeHns BepPTUKaNbHOTO MOOXKEHNS.
MoApo6HY0 MH(OPMALIMIO O BbIrPy3Ke peareHToB U3 CUCTeMbl CM. B
PykosogcTtae no akcnnyatauuu Alinlty ci-series, Pasgen 5.
MokasaTenn nopymn peareHToB

OwnbKa KanMbpoBKN UKW BbIXOA 3HAYEHNS KOHTPONA 3a Npejens
[Avana3oHa JONyCTVMbIX 3HaYeHUli MOXeT CBUAEeTeNbCTBOBAaTb O
nopye peareHToB. Pe3ynbTaTbl COOTBETCTBYIOLLMX TECTOB cneayeT
cuMTaTh HEBEPHbLIMU, 06PasLibl JOMKHbI BbITb NPOTECTMPOBAHDI
noBTOPHO. MoxeT noTpe6oBaTbCA NOBTOPHasA KanmbpoBKa TecTa.
MHhopmauwnio 06 ycTpaHeHun HencrnpaounocTeil cM. B PykoBocTBe
no akcnnyatauum Alinity ci-series. Pasgen 10.

INPOLEAYPA PAEOTbI HA AHANM3ATOPE
Heobxoaumo ycTaHoBUTb (haiin Tecta Alinity i Total T3 nepepg
npoBefeHneM TecTa Ha aHanusatope Ailnity I.

Moapo6Hyto MHopMmauuto 06 yCcTaHOBKe (haiina Tecta, NpocMoTpe
1 pefiakTMpoBaHun napameTpoB Tecta CM. B PyKOBO/ACTBe MO
akcnnyatauuu Alinity ci-series, Pasgen 2.

MHhopmaumio 0 BbiBOAE Ha neyaTb napameTpoB TecTa CM. B
PykoBoacTBe no akcnnyatauum Alinity cl-serles. Pasgen 5.
Moapo6Hoe onuc™ue npouesyp paboTbl C CUCTEMOIE CM. a
PykoBoacTBe no akcnnyatauum Alinity ci-series.

AnbTepHaTWBHbIe eVHUNL bl U3MEpPEeHUs pe3ynbTaTa

[na Bbi6opa anbTepHaTUBHO eANHULEI M3MEHUTE napameTp TecTa
"EOVHMLBI U3MepeHunn”,

thopmyna nepecuera:

(KoHueHTpauus B CTaHAApPTHbIX efUHNLAX U3MepeHNs pesynbTaTta)
X (®akTop nepecyeta) - (KOHUEHTpauus B aflbTEPHATUBHbIX
efH1Lax U3MepeHus pesynbTtara)

CTaHfapTHble ean- AnbTepHaTUBHbIE
HULbI UI3MEPEHUs e VHULbI U3MepeHns
pesynbTata thakTrh nepecyeta pesynbrara
ng/ml 1.536 nmol/L

100.0 ng/dL

BCEOP OBPA3LA M NOATOTOBKA K AHANIN3Y
Tunel o6pasyos
Mepe™mcneHunble HUXe Tunbl 06pa3yoB ObiNn BepUpULMPOBaHLI Ha
NPUrofHOCTb K UCMO/b30BAHNIO B JaHHOM TecTe.

[pyrve Tunsl 06pa3uoB 1 NPo6GUPOK ana cbopa 06pasLoB He Bbinun
BEPUGNLMPOBAHbI Ha MPUFOAHOCTL K UCMOb30BAHNIO B JaHHOM
TecTe.

Tvnbl 06pasLoB
CblBOPOTKa KPOBU

Mpo6upku ana céopa 06pB3LL»

CbIBOPOTKa KPOBK

CbiBOPOTKa KPOBW C pasfennTenbHbIM renem
Hatpwii renapuH

NvTtnii renapux

Kanuesas conb EDTA'

Mna3ma Kposu

Mpy MccnesoBaHUN cepuiiHbIX 06pa3LoB UCMONb3YiiTe OAMH U
TOT e TUN 06paslia Ha NPOTSKEHUN BCEro UCCNef0BaHus.
Pa6ouvne xapakTepucT1K1 JaHHOrO TecTa He Gbiin YCTaHOBNEHbI
[151 06pa3LoB, COGPaHHbIX OT HOAOPOMLLEHHbIX.

[ns aHanu3atopa He NpesycMOTPeHa onuus BepugmrKaLmm
TUMOB MCMO/b3yeMblX 06PasLoB. B 06s13aHHOCTM onepaTopa
CUCTEMbI BXOAUT NPOBepKa MPaBUIbHOCTY YKa3aHus TUMOB
06pa3LioB, NCMO/b3yeMbIX € TecTe.
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CocTosHuMe 06pa3LoB

= He ucnone3yiite;
- 06pasLpl, NHAKTUBMPOBAHHbIE HarpeBaHNeM

= YT06bl NONY4YUTH NPaBUNbHbIE pe3y/bTaTbl, 06pasLb!
CbIBOPOTKM 1 NNa3mbl KPOBU CreAyeT oTAennTb oT nbpuHa,
3PUTPOLUTOB U APYruX TBEpPAbIX YacTuL. O6pasLibl CbIBOPOTKYN
KPOBW NaLMEHTOB, NOMYyYaAIOLLMX aHTUKOArYNALMOHHYI0 Un
TPOMGONUTMYECKYIO Tepanuio, MOryT coepxarb (népuH B
pe3ynbTaTe He3aKOHYeHHOrO 06pPa30BaHS CryCTKOB.

= Y6eputechb, 4TO B 06pasLax CbIBOPOTKM KPOBM (hOpMUpOBaHME
CryCTKOB 3aBepLUNIOCh [0 Hauana LeHTpudyrnposaHus.
HekoTopble o6pasibl, B 0CO6eHHOCTH, 06pasLibl NauNeHToB,
NoNyyaloLLUX aHTUKOArySLMOHHYIO NN TPOMBOMTNYECKYIO
Tepanuio, MOryT leMOHCTPUPOBaTb YBEIMYEHHOE BpeMs
cBepTbiBaHUA. MMpn Hanuuun hréprHa B o6pasLax,
LIeHTPUYrMpPOBaHHbIX [0 3aBepLUEeHNs CBepPTbIBaHNS KPOBY,
TecTUpoBaHWe BefeT K NONYYeHUI0 OLMBOYHBIX pe3ybTaToB.

= PeKoMeHAyeTCst UCNO/b30BaHNe OAHOPA30BbIX MUNETOK
1 HAKOHEYHWKOB A1 MUNETOK AN NpefoTBpaLleHus
NepeKpecTHOl KOHTamMuHaLuuu.

MogroToBKa K aHanu3sy

= Cnepyiite nH(IyKumsM 13roToBuTeNns Npobupok ans coopa
06pasuoB.. Mpy NoAroToBke 06pasLLOB K TECTUPOBaHUIO
rpaBMTALMOHHOTO Pa3feneHns HefoCTaTouHO.

= B o6pasuax He JOMKHO BbITb NY3bIPbKOB. YAanuTe ny3bipbku
annaMKaTopom Ao Hauana TecTupoBaHws, cnonbayiite
HOBBbI annMKaTop 419 KaXAaoro obpasua, Ytobbl n3bexarb
nepeKpecTHOl KOHTaMUHaLWK.

[ns nony4eHns cornacoBaHHbIX Pe3ynbTaToB PEKOMEHAYyeTCs

NPOBOAUTL NOBTOPHOE LEHTPU(YrMpoBaHne o6pasyoB nepes

TecTUpoBaHMeM, ecnn

= OHU cogepxkaT GUOPKH, apuTpoLu-N»! nnn Ap~ne Teepable
4acTuubl.

MPUMEYAHUE: Ecnn o6pa3subl cogepxxaT GUopuH, apuTpoLnTbI

Wnn gpyrue Teepable YacTuLbl, NepeMellaite nx Ha BOpTeKkce

Ha HW3KOI CKOPOCTW unn nepesepHys 10 pa3 nepes NOBTOPHbLIM

LieHTpUyrnpoBaHnem.

MoAroToBbTE 3aMOPOXKEHHBIE 06pa3Lbl cneayoLwmM obpasom:

= Tllepea npomMellBaHMEM 3aMOPOXXEHHble 06pasLibl He06XxoaUMO
NOMHOCTbIO Pa3MOPO3UT.

= TuwarenbHo nepemMellaiiTe pasMOpOXKeHHble 06pasLibl Ha
BOPTEKCe Ha HW3KOIi CKOPOCTW UNK akKypaTHO NepeBepHyB
npo6upku 10 pas.

= BusyanbHo nposepbTe 06pasupl. Ecin HabnogaeTcs
paccnoeHue unm ctpaTudukalyus, NnoBTopsiiTe npeMellnBaHne
[l0 Tex nop, noka o6pasLbl He CTaHyT BU3yasbHO OfHOPOAHBIMM.

= HepoctaTouHoe nepemeluBaHvue 06pasLoB MOXET NPUBECTU K
NOMYYEHNI0 HETOYHBIX Pe3ynbTaTos,

= PekomeHayeTcsi NPOBOAUTL MOBTOPHOE LIEHTPU(YruposaHmne
<"pasyos.

MoBTOpHOE LieHTpuyrmpoeaHue obpasLos

1 TlomecTuTe 06pasLbl B LEHTPUDYXKHbIE NMPOGUPKM 1
LeHTpudyrupyiTe.

= [ins TeCTMpPOBaHMS NOMECTUTE OYMLLEHHbIN 06paseL, B
yalleuky A1 o6pasyoB UAKM BTOPUYHYIO Npobupky. Ecan nocne
LleHTpudyrpoBaHns B 06pasue NpucyTCTBYeT NUNUAHbIV CNOM,
NepeHecKTe TOMbKO OYULLLEHHbI 06paseL, 6e3 IMNeMUYECKOro
marepuana.

a Abbott



XpaHeHue o6pa3uoB
Makc, Bpema CneuuasnbHble
Tun obpasuya TemnepaTypa XpaHeHusi WUHCTPYKUMKN
CbiBOpOTKA/ 2 - 8*C 6 [Heit Ecnu TectuposaHue
nnasma OTKNafplBaeTcs
KpOBM 6onee 4eM Ha 6 AHei,
obpasubl cnegyeT
3aMOpPO3UTb 1 >(aHnrb
npu Temnepartype -t0'C
NN HUXE.

Ecnu TecTupoBaHue oTKnagpiBaeTca 6onee yem Ha 24

yaca, OTAeNnunTe CbIBOPOTKY WK Nnasmy KpoBW OT CrycTKOB,
pas3fennTenbHOro rens UAn 3puTPOLMTOB.

O6pasLbl, XpaHMBLLEECSA 3aMOPOXEHHbIMU Npy TeMnepaTtype -10*C
WU HWXKE B TEUYEHUE 6 [HEN, He NPOAEMDKCTPUPOBANIN OTKIOHEHUI
B paboumx xapakTepucTmKax.

MN36eraiiTe MHOTOKPaTHBIX LKIOB 3aMOPO3KN/pa3mMopOo3Ku.
TpaHcnopTupoBka o6pa3Los

YnakoBbIBaiiTe N MapkupyiiTe 06pasLbl B COOTBEICTBUN C
rocyf,apcTBeHHbIMU, (hefepanbHbIMU U MeXAyHapOAHbIMN

TPe6OoBaHUAMI MO TPAHCMOPTUPOBKE K/MHUYECKUX 06PasLoB 1
VH(EKLNOHHBIX BELLECTB.

INPOLIEAYPA

MpepgocTaBnsemMble MaTepuanbl
07P94 T3 O6wwit PearenTbl (Allnity i Toial T3 Reageni Krt)

Heo6xoanMble, HO HE NpeAoOCTaBNAeMble MaTepuansbl

= Winity | Total T3 chaiin Tecta

= 07P9401 T3 O6wWwmii Kannbpatops! (Allnity | Total T Calibrators)

= KomMmepueckve KOHTponu, cofepxaliye O6Lmnii T3

e (07P9440 T3 O6wuii Paz6aButens 411 pyyHOro pasBefeHus
(Allnity i Total T3 Manual Diluent)

= PactBop Tpurrepa (yWinily Trigger SohJiion)

= Pacracth npe-tpurrepa (Allnity Pre-Trigger Solution)

= KOHLEHTPMpOBaHHbI npombiBatowmii Gycep (Allnity |-$erles
Concentrated Wasti Buffer)

WHpopmaumio 0 maTepranax, HeobXoayMbIX Ans paboThl

aHanusatca. cMm. B PykoBoacTtse no akcnnyatauuu Allnity ct-series,

Paspgen 1.

WHopmaumio o maTepranax, He06X0AUMbIX 4N1si npoueayp

TEXHUYECKOro 06CNyXMBaHUSA, CM. B PyKOBOACTBE NO 3KcnayaTauum

Allnity ci-series. Pa3gen 9.

Mpouyepypa aHanusa

Moapo6Hoe onucaHue npoueaypbl NPOBeAeHNs TecTa CM. B

PykoBogcTBe no akcnnyatauum Allnity cl-serles. Pasgen 5.

= VHdopmauymio 06 obecneveHnn JOCTaTOYHOro obbema obpasua
nayueHTa nNpy MCNONb30BaHUN NEPBUYHBIX NN a/IMKBOTHbIX
npo6upok cm. B PykoBoAcTse no akcnnyatauuu Allnity cl>serles.
Paspen 4.

= YT06bI MUHPHIM3NPOBATL Ah(EKTbI CNapeHns, nepes,
npoBeAeHNeM TecTa ybeanTech, 4TO B yalleyke Ans o6pasLoB
npuUcyTCTBYeT AOCTATOUHbI 06beM 06pasua.

= MakcumanbHoe Y41CNo NOBTOPOB W3 OAHON Yalleukn Ans
obpasua: 10
- TMpuopuTeTHble 06pasLibl:

> 06beM ob6pasua 19 npoBedeHus nepsoro Tecta: 70 pL

A O6bem obpasua  And nposefeHna KaXaoro
[LOMONHNTENBHOTO TECTA U3 OAHON Yalleykn Ans o6pasua:
20 mL

- £ 3 yacoB Ha 6oprTy:
= 0O6bem obpasua Ana npoBedeHns nepeoro Tecta; 150 pL
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« 0O6bem o6pasua ans nposeaeHus KaXXaoro
[ONONTHNTENBHOTO TeCTa U3 OAHON Yalleykn ans obpasya:
20 pL
- >3 yacos Ha 6oprty:
°  TpebyeTcs cBexas annksoTa obpasua.
NHopmMaLuio 0 NoAroToBKe U UCNOMb30BaHUN KanmbpaTopos
M KOHTPONE CM. B MHCTPYKLWKU NO NPUMEHEHUI0 K T3 O6Lyunii
Kann6paropam {Allnity | Total T3 Calibrators) v B MHCTPyKLUWUU NO
NPUMEHEHNI0 K KOMMEPYECKOMY KOHTPOSHO.
= VHdopmaumnio 06 06LLMX onepaunoHHbIX npoueaypax cM. a
PykoBogcTee no akcnnyatauum Allnity cl-serles, Pasgen 5.
= [1ns AOCTVXKEHNS ONTUMabHbIX Pabounx XxapakTepucTuk
Ba)KHO C/flefjoBaTb CTAKPIOPTHLIM NpoLeAypam TEXHUYECKOro
06CNy)X1BaHWA B COOTBETCTBUM C PyKOBOACTBOM MO
aKcnnyaTaumu vyinity ci-series. Pasgen 9. Ecnn npasuna pabotsl
B Balleil nabopatopuu TpeGyoT 60/ee YacToro TEXHUYECKOTO
06CNy>X1BaHWS, CneayinTe NPUHATON NpaKTuKe.
Mpoueaypbl pasBejeHns o6pasLos
O6pa3subl CO 3HaYeHNEM KOHLeHTpauum obLero T$ 6onee
6.00 ng/mL (9.22 nmol/L) nomevatotca kogom "> B-00 ng/mL"
(>9.22 nmol/L") n moryT 6brm> pa3BefeHbl C UCNONb30BaHNEM
npoLeAypbl Py4YHOTO pasBefeHus.
Mpoueaypa py4HOro pasaefeHns
PekomeHayemoe passefeHue: 1:2
He pekomeHgyeTcsi npeBbillaTh Nponopuuio passegexns 1:2,
[o6aebTe He MeHee 75 pL o6pasua k 75 pL Tg O6wmii
Pasb6asnTena ana pyyHoro passegenus (Allnity | Total T3 Manual
Diluent).
YT06bl HEe NONYCTUTb KOHTaMUHaumK Ta O6wuit Pas6asntens
ansa pyyHoro passefeHnus (Allnity | Tola! Tg Manual Diluent),
nepe/j NMNeTUPOBaHNEM HakanaiTe HeCKONbKO Kanenb PYy4yHOro
pa3baBuTens B YACTYHO NPOBUPKY.
Onepatop A0NXIOH BBECTU (haKTOp pa3BefeHus (2) B aKpaHbl 3akasa
nauuneHTa uam KoHTponsa. Cuctema 6yAeT MCNONb30BaTh AaHHbINA
(hakTOp pa3BefeHns 419 aBTOMaTUYecKoro pacyerta KOHUeHTpauum
o6pasl|a n cooblieHunn pesynbTata. Pa3BegeHne JOMKHO BbiTh
BbINOMHEHO TakKWM 06pa3oM, YTOGbI COOGLLAEMbI pe3ynbTaT Obin
60nbwe 1.0 ng/mL (1.5 nmol/L).
Ecnu onepatop He BBen (hakTop pas3BedeHus, He06XoayMO
YMHOXMUTb pesynbTaT Ha COOTBETCTBYIOLWMIA (hakTop pa3BefeHuns
[0 coobLieHns pe3ynbTaTa. ECM KOHUEHTpauus pa3sefeHHOro
o6pasua coctasnseT s 0.5 ng/mL (0.8 nmoilL), He coobLyaiiTe 3TOT
pesynbTar. [loBTOpUTE TECT, MCNOMbL3YA NPaBUIbHOE pa3BefeHue.
MoapobHyto MHthopMaLyio 0 3akase pasBefeHwii CM. B PykoBoacTBe
no akcnnyatauun Allnity cl-serlea, Pasgen 6.

Kanu6poska
VHCTpYKUUN O NpOoBeAieHnn KasmbpoBKu CM. B PyKOBOACTBE MO
akcnnyaTauum Allnity ci-series, Pasgen 5.
[ns oLeHKn KannbpoBKu TecTa HeobXoAMMO NPOTECTUPOBATL BCe
KOHTpONN.
Mocne NpUHATUA M COXPaHEHUs pe3y/nbTaToB KaNnbpOBKM TecTa Bee
nocnegaytoLne obpasLbl MOXHO TeCTupoBaTh 6e3 npeAsapuTebHON
KanmbpoBKM, KpOMe Tex cnyyaes, Korga:
= lcnonb3yeTca Habop peareHToB C HOBbIM HOMEPOM CEPUN.
= PesynbTaTbl €XeHEBHOI NpoLeypbl KOHTPONSA Ka4yecTBa
HaxoAATCs BHe CTaTUCTUYECKM 06OCHOBAHHOIO fjoanasoHa
KOHTPONSA Ka4yecTBa, UCMO/b3yanoro [ MOHUTOPUHIa 1
KOHTPONSA pabounx xapakTepucTMK CUCTEMbI, KaK yKa3aHo B
pasgene "TipoueAypbl KOHTPONS KayecTBa' faHHON NHCTPYKUMN
N0 NPYMEHEHNIO K PeareHTy,
Ecnu ctatucTnyeckn 060CHOBaHHbIA Anana3oH 3Ha4eHni
KOHTPONSA HefOCTYNEH, TO Nepuog Mexay Kannbposkamu He
[lo/MmKeH npesblwaTth 30 AHeNA.
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24. Clinical and Laboratory Standards institute (CLSI)- Evaluation o/
Precision Performance of Quantitative Measurement Methods:
Approved Guideline-Second Edition. CLSI Document EP0O5-A2.
WNtayne. PA: CLSI; 2004.

25. Clintcal and Laboratory Standards Institute (CLSI). Evaluation ol
Detection CapaW//ly for Clinical Laboratory Measurement Procedures;
Approved Guidelkie-Second Edition. CLSt Document EP17-A2.
Wayne, PA: CLSI; 2012.

26. Clinical and Laboratory Standards Institute (CLSI). Evaluation of
the Linearity of Ouanlftative Measurement Procedures: A Statistical
Approach: Approved Quldeiine. CLSI Document EPO6-A. Wayne, RA:
CLSI; 2003.

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

topmar uncen:

= B KkauecTBe pasfenunTens TbiCAY UCMONb3yeTca npoben (Mpumep:
10 000 o6pasLoB).

= B KayecTBe pasfienmMTens AecATUYHbIX 3HAaKOB UCMONb3yeTcs
Touka (npumep; 3,12%).
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Vicnonb3yemble CUMBOJIbI

CumBonbl 1SO 15223
CM. MHCTPYKLUMIO NO
LU NpUMEHeHNIo
W3rotosuTenb

JocTato4Ho gns

TemnepaTypHblii Auana3oH
Mcnon6rooeats f0/CpOK rOAHOCTU

n MeguunHckoe nsgenve gna
[NarHocTUKM In Vitro
Homep cepuu

KaTtanoxHsiii Homep
C UitHbI HOMEP

[pyrme cumBOfbI
conjuoatel KoHbtorat
bI3TAOUTBO IN THE USA BY |
LLPOAMATHON AMLUSA ONLY 1

tMVBRSIOHS pBHronmas 1

Ouctpubbiotop a CLUA

MHdopmaumsa Tonbko ans CLUA
MepeBopaunBath (KON-BO) pa3
MICROPARTICIES MwuKpouacTuLbl
HIOBUCT OP IRELAND | MpoaykT Vpnanann

[N MCNoNb30BaHMA TOMbKO
MeANLMHCKMM paboTHNKOM
(MPUMEHNMO TOMBbKO K
knaccupukauum CLUA)

Irxohlyl

Alintty 1 ARCHITECT sBnSitoTCS TOProBbIMIW Mapkamn KOMMaHuu
Abbott Laboratories B pa3nuuHbix opucamkumsax. Bece apyrve
TOProBble MapKu ABMAIOTCA COBCTBEHHOCTbIO COOTBETCTBYTOLLIMX
BrafenbLes.

Abbott Ireland
Diagnostics Division
Lisnamuck, Lor"glord
Co. Longford

keland
+353-43-3331000

CE

1PIBTBIBUTEO »WTHs UsA BY |

Abbott Laboratories

Abbott Park. IL 60064 USA

CepBucHas nogaeprkka; O6pauiaintecb K CBOEMY MECTHOMY
npeacTaBUTeNto UM CMOTPUTE KOHTAKTHYIO MH(opMaLuio ans
Balleil cTpaHbl Ha caiiTe www.3bbottdiagnostics.com
Pepakuus; despans 2018 T.

©2017. 2018 Abbott Laboratories

ABTOPU30BaHHbI NpefcTaBUTeNb U3rOTOBUTENS HA TEPPUTOPUN
Poccun n apyrux ctpad CHrI:

O6LLEecTBO C OrPaHNYEHHON OTBETCTBEHHOCTbIO “3660TT
M36opatopus". 125171, Poccms, r. Mocksa,

NeHvHrpagckoe wocce 16A. cTpoeHue 1,

Ten: +7 (495) 258 42 00; thakc: +7 (495) 258 42 81
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MPUNOXEHUE

A MHCTPYKLMK NO npuMeHeHuto T3 O6wmii PeareHTsl (Alinrty | Total T3 Reapent Kit)
Ans Poccun

TPAHCMOPTUPOBKA

Vagenve  pekaaneuayen» TpeHCnepTuposaTb npu  Temnepatype 2-8'C B
TEPMOKXTIBIiHBPaX 0JHOPBMB«O MONMUABHUS, COAEPXALMX XNaJ0NEMBHTLI. UK
B TEPMOKOHTBITIOpPaX  MWOrOKPAaTKoro  NpPUMEHMWS € aBTOMAaTU4ecku
NojAAepX1BaeMoii TeKeTepaTypoii Unu B aBTopechpuxepaTopax C WUCMo/b30BaHEM
TBPMOWIAMK8T [*x» TpaHCNOpTUPOBKa OCYLIECTB/AETCA BCEMU BUAAMM TpaHcnopTa
B P'»XMUXTPBHCNOPTHBIXY3BACTEa» a COOTBETCTBUW C NPaBiiaMi NaBO3KW rpysoB,
feiicTBylOWNUMY Ha 1V»<aom BUAe TpaHcnopTa. V3fenne oeTBeTca CTabusbHbIM /10
OKOHYaHWA CPOKa FOAHOCTW, YKa3aHHOTO Ha ynakoske. M[»1 TpaHCMOPTMPOBaHWM C

HapylweHnem TemMneparypHoro pexxmma usgesine He nognexxnut npuMeHeHuto,

FTAPAHTUMHBLIE OBA3ATE/NILCTBA C(

Mpon3BoAMTENb MY3aHTUPYET, YTO NPV NPaBUILHOM XPaHEHUM 1 o6palleHun nsaenve

0€eTBeTCA CTaGU/bHbIM 10 UCTOHOHWSA CPOKA Fo;p*ocTh. MaKcumanb>*ii cpok rogHoern

ME[JMLVMHCKOTO n3fenus He Gonee 11 Mecsues C AaTbl NpoussoAcTea. Msaenue. nﬂ|a
/RIS c HapyLlIeHNeM pernamMeHTUPOBaHHOTO MPOVN3BOAUTENIEM pPeXuMa,

NPUMEHEHWIO HEe NOANEXUT npl

TEXHWYECKOE OBCNYXWBAHWE

Ha Tpebyetcs.

TEKYW WA PEMOHT

He TpebyeTcs

OAHHBIE ana YTUNN3ALNN n YHUYTOXEHWNA n

MEAWLWHCKOIoO U3genna pM

MeanuMHCKOe n3aenue yTUAN3NPYIOT U YHUUTOXTalT B cooieaTcratei ¢ npasunamu

obpaljeHs €  MeAUIWIHC*MMU  OTX0famu, pBlIaMeUTUpylwuMncs  CaHMuu

2.1 7.2790-10 ot 12.12,2010 KCa»fT"Ho-3nHfleMHonofM4eCKHe Tpe6oBaHusi K

06palleHnto ¢ MeVNLMHCKIMI 0TXOAaMU».

Heo6x0AMMO cnefoBaThb HAlyploHaNbHLIM CTBHABPTAM NpW nopogave W yTuansayum

u3fenus, ero KOMnNOIBHTOA W YNaKoBKY.

MEPEYEHb CTAHOAPTOB. KOTOPbIM COOTBETCTBYET

MELAWLUWHCKOE U3AENNE MNone

98/79/EC, 1272/2008/EC ICLP) C nonpaBkamu. 1907/200S/EC (REACH) C B H 3(

nonpaskamu, BO/iei/EEC, 2309/3/EC. PenwmsHT (EC) 1069/2017, Parnamakr (EC) Bpep/

142/2011. CLASS 2013 (c nonpawramu), GHS (c nonpasksmu), VW SR YacTtb 7,1 (¢

nonpaskamu). EN 1SO 9001, I1SO 13485. EN 1SO 14971, EH 13641. EN 13612, EN ~

1SO 15223-1. EN 9«), EN ISO 18113-1. EN ISO 1B113-2. EN ISO 16113-3, EN ISO ﬂ'eMC

23640, EN 1SO 20776-1. EN 13975, EN ISO 17511, I1SO 80)00-1, EN ISO 15193, EN

1S015194

MOTEHUWANBHbLIM NOTPEBUTENDL

MeauumHckoe wusgenve T3 O06wwmii Pearentsl (AIWly | Total T3 Reagent Kit)

npeAHasHayeHo AN WUCMOMb30BaHUA B Pas/NuHbIX  KNUHU«O-nabopar(u)”fclx

ycnosusix, BKYas, 6e3 orplulusmus. 6onbHNe(bl v nabopaTo| M1. nepcoHan KoTopbIX

npowen o6y4eHne No ncnanb3oeaHMo aHanmsatopa Ay L

NHO®OPMALKA O HANNYUNN B MEANLUWNHCKOM N3AENNN

NEKAPCTBEHHOTIO CPEACTBA

He cofepuT

CTEPUNBHOCTDb

KoHTai
MHGp op

MocTaBnseTcs B HeCTepunbHOM Buae. CTepunusauus rrepes NpPUMEHEHUEM He
TpebyBTr3a.

NH®OPMALNA o BO3MOXHOCTHU NOBTOPHOTO
NMPUMEHEHWA

He nognexuT NoBTOPHOMY MPYMEHEHMIO.

MATEPWANBlI )KUBOTHOTO MPOUNCXOXAEHWNA

MaTtepuanbl XWBOTHOrO MPOVNCXOX/AEHUSI NPOOEPEHbl M PUCKW npuMeHBNeks MU
ykasaHbl B MacnopTe 6e3onacHocTi. MacnopTa 6e30nNacHOCTY MOXHO Mali TuHa caiiTe
www.ab6om*egrK»Mic*.a>fn nm obpatnTech K MECTHCUKY NpeACTaBUTENto,
NMOKA3AHNA U NMPOTUBOMOKA3AHUA

He npumenumo.

YCNOBWUA XPAHEHWA U NPUMEHEHNA

XpaHeHVWe MeAMLMHCKOTrO U3fenns npu Temnepatype oT 2*C go 8'C gomkTio
OCYLIECTBNATLCA € XONOAN/bHbIX KaMepax N B XON0AUNbTMKaX. 06ecneymnBaroLmnx
patamauTMpoaaHTenii Tamneparypeeaii paxum exeneHC/l  peructpauneit
Temneparypbl.

’ NP1 NpPoBeAEeHUN NOKabHba UCTBANBMIOL MCMO/b30Ba/IMCL NPobupky ¢ K234TA
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Alinity ru

Total T3
XXXXXXRO1
XXXXXX
COOBWNTE BCEM COTPYAHUNKAM TABOPATOPUN
Jata CeHTa6pb 2018 T.
MpoaykT Mpoaykr KaTtano>kHblii HoMep Cepus
T3 O6wwit PeareHTbl 07P9420 Bee
(Alinity i Total T3 Reagent Kit) 07P9430
MpuynHa Ecnu Ha 6opTy aHanu3atopa Haxogutcs TecT Alinity i 25-OH Vitamin D (kat. N°08P45),

3Ha4YeHUs1, NOyYeHHble NpY UccnefoBaHMN KAUHUYECKUX 06pa3LoB U KOHTPONEM B
TecTe Alinity |1 Total T3 (kaT. N°07P94), MOryT 6bITb TOXXHO 3aHWXEHbLI BCNeACcTBME
nepeHoca peareHTOB. HacToslee NMCbMO COLEPXUT MHGOPMALMIO O AelCTBUSAX, KOTOpble

Heob6XxoAMMO NpeanpuHSTL ANa obecnevyeHnss NpaBUNLHOCTU pesynbTatoB TecTa Alinity |
Total Ts.

Mono>keHwe aen Ecnn Ha 6opTy aHanusatopa HaxoamTca TecT Alinity i 25-OH Vitamin D (kat. NeO8P45),
B HacTOsALLEe  3HAYEHUSs, MOMYYEHHbIE NPU UCCNEAOBAHUN K/IMHUYECKUX 0OPa3L0OB M KOHTPONeEl B TecTax

Bpems Alinity 1Total T3 (kat. N907P9420 n kart. Ne07P9430), MOryT 6bITb JIOXHO 3aHUXKEHbI.
[JeiicTBus PekomeHgaumm no MCNob30BaHNIO pPeareHTos:
' BowinonHsiite TecT Alinity i Total T3 1 TecT Alinity 125-OH Vitamin D Ha pa3sHbiX
aHanusaropax,
nm

BoinonHaiite npoueaypy 2500 Daily Maintenance (ExxegHeBHoe TO) (i-series), Kak
onucaHo B pasgene 10 PykoBogcTea no akcnayataumu aHanmsatopa Alinity ci-series,
nepeg uccnegoBaHveM 06pasuoB Ha o6wwmii T3.

KoHTaKTHas! Ecnn y Bac vam y BallmMx napTHepPOB, NPeLOCTaBASIOWNX MEAULMHCKNE YCIYTW, UMETCs

nHopMaumus  BOMPOCHI OTHOCUTENBHO AaHHON WHopMaLumn, obpallaiTecb K CBOeMy MECTHOMY
npeactaButento Cny>K6bl CEPBUCHOW NOAAEPXKKN.

3 Abbott
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3660TT Mpnanaus, T: +353 43 3331000

[varHoctnyeckoe nogpasgenexue, dakc: +353 43 3331000
NucHamyk, JloHrgopa,
rpacctso JIoHropa,
WpnaHgna
MoanwucaHo: /nognncaxo/ fata: 05 nions 2019 1.

Hopa ®utymxkepanbs (Nora Fitzgerald),

Cneymannct N0 HOPMATUBHO-MPABOBOMY PeryampoBaHuio
3660TT NpnaHaus,

JdwnarHoctnyeckoe nogpasgeneHue,

NucHamyk, JToHrgopa,

rpacTBo JloHrdopa,

WNpnaHansa

/IMeyaTb: TOPTOBAS MAJIATA CNANTO (MHK)
MOANVMHHOCTb 3BACBUWAETENBCTBOBAHA JOBPOCOBECTHO
YnonHoOMo4YeHHOe nuyo /nognucaHo/ 08.07.2019 r)

/MeyaTb: TOPTOBAAMANATA CNAVNTO (MHK)
3ABEPEHHbBIN CEPTU®UKAT O MPOUCXOXLAEHUNW/

/MeyaTb: AVNVATHOCTWYECKOE NMOAPA3AENEHWE KOMMNOAHWW 3BBOTT.
NOHIroOPA/

/Mognuncano/ 05.07. 2019 .
Hopa dutumkepanss (Nora Fitzgerald)

TekcT B «MIHCTPYKLMA MO MPUMEHEHNIO» HA aHTNUACKOM U PYCCKOM SA3blKax
MOMHOCT LI COBMajaeT.

MepeBof C aHTNMACKOTO A3blKa HAPYCCKUI A3bl K BbIMO/IHEH NMEPEBOAYMKOM
Ll aTHeBbIM UNNbelh AneKceeBuUem
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Poccuiickaa degepaums. Mopoa MockBsa.

MAaTHaguaToro UNA ABe ThiCAYMN AeBATHAaALATOro roga.

A, bopoHuHa EBreHus BnagmMmupoBHa, BPeMEHHO MCNONHAKLWAA 0693aHHOCTU HOT ,yca
r. MockBbl baxTagse 3nbMupbl HOPbLEBHLI, CBUAETENLCTBYH MNOAJMHHOCTYU anvcu
nepesofuyuka WatHeBa Nnbn AnekceeBunua.

Mognuce coenaHa B MOEM NPUCYTCTBUMN.
JInyHoCTb NognucaBLWero 4OKYMeHT yCTaHOB/eHa.

3aperncTprpoBaHoO B peecTpe: -N-
B3bickaHo no Tapudy 100 pyo6.

YnjayeHo 3a oKasaHue yC/yr NpaBoBOro 1 TEXHUYECKOrO Xapakrepa: --

E.B. bop' A
Moanuce
MNevaTb
Bcero npowHyposaHO; npo|*MepoBaHo
MpoLwwnTo B KONNYecTBe mcToB N CKPEN/eHo nevyatbio...." ;... ICT..<<N
LLUEMACP 2019 roga BPUIO HOTAPUYCA. .....ceeeeiieiiriieee e )
[AnpekTop HanpasneHusa "I nccnegoBsaHmst” Mognuck
000 «MIHBATPO»
MevaTb
7. 3. HosvkoBa
Poccuiickas Mocksa

MaTHagu?-  yonAa 4Be ThicAuM AEeBATHAALATOro roga.
1, BopT-"; -.0yCcBreHns BnagmmMupoBHa, BPEMEHHO UCMOMHSAOWAA 0653aHHOCTY HOTapuyca r. MOCKBbI
b’ MM pbeBHbLI, CBUAETE/NILCTBYIO BEPHOCTL KOMUU C NPeACTaBIeHHOro MHe JOKYMeHTa
nV
~TUCTPUPOBAHO B peecTpe: Ne 77/52-n/77-2019-.j7. ?
ToKaHo no Tapudy:
["OKasaHme ycnyr I'Ipa’\BOFO N TEXHMYECKOTro XapakTtepa: --

E.B. BopoHuHa

Bcero npolHypoBaHo, NP, MepoBaHo
W CKpenieHo neyar
BPWNO Horapuyca
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