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Alinity i
Prolactin 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.

I name
Alinity i Prolactin Reagent Kit

BINTENDED USE

The Alinity | Prolactin assay is a chemiluminescent microparticle
immunoassay (CMIA) used for the quantitative determination of
prolactin in human serum and plasma on the Alinity | analyzer.

1 SUMMARY AND EXPLANATION OF THE TEST

Human prolactin (hPRL) is a single chain polypeptide of 199 amino
acids and a molecular weight of approximately 23 000 daltons.

Its existence as a distinct chemical entity, separate from growth
hormone, was established through a series of studies between 1965
and 1971.T 2 Prolactin is produced by the anterior pituitary and its
secretion is regulated physiologically by inhibitory® and releasing™
factors of the hypothalamus. Prolactin appears in the blood promptly
after administration of thyrotropin-releasing hormone (TRH).' ®The
major physiologic action of prolactin is the initiation and maintenance
of lactation in women.

Hyperprolactinemia has been established as a common cause of
infertility and gonadal disorders in men and women. Prolactin has
been shown to inhibit the secretion of ovarian steroids®'* and to
interfere with follicle maturation” and the secretion of LH and FSH® in
the human female. Measurement of elevated serum prolactin levels
may provide the first quantitative evidence of pituitary dysfunction.®
Quantitation of prolactin levels is also of interest in the evaluation
and management of patients with amenorrhea and galactorrhea.’®
Various factors other than disease states have been found

to influence prolactin levels. Factors which increase prolactin
concentrations include; pregnancy, breast stimulation, stress,

coitus, administration of estrogens, progesterone, androgens, some
psychotropic and antihypertensive drugs, and TRH."® ” Factors
which decrease prolactin concentrations include the administration of
L-dopa and bromocriptine.’® ”

The Alinity | Prolactin assay is to be used as an aid in the diagnosis
of male and female infertility and pituitary dysfunction, monitoring of
male and female gonadal disorders and management of amenorrhea
and galactorrhea.

IBIOLOGICAL PRINCIPLES OF THE PROCEDURE
This assay is a two-step immunoassay for the quantitative
determination of prolactin in human serum and plasma using
chemiluminescent microparticle immunoassay (CMIA) technology.
Sample and anti-prolactin (mouse, monoclonal) coated paramagnetic
microparticles are combined and incubated. The prolactin present
in the sample binds to the anti-prolactin (mouse, monoclonal)
coated microparticles. The mixture is washed. Anti-prolactin (mouse,
monoclonal) 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 a direct relationship between the amount of
prolactin 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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Kit Contents

Alinity | Prolactin Reagent Kit 07P66

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.

Irwl] 07P6620 07P6630
Tests per cartridge 100 600
Number of cartridges

) 2 2
per kit
Tests per kit 200 1200
IMICROPARTICLES | 6.6 mL 321 mL
ICONJUGATE 1 6.1 mL 31.6 mL

I MICROPARTICLES| Anti-prolactin (mouse, monoclonal) coated
microparticles in TRIS buffer with protein (bovine and murine)
stabilizers. Minimum concentration: 0.1% solids. Preservative:
antimicrobial agent.

| CONJUGATE! Anti-prolactin (mouse, monoclonal) acridinium-labeled
conjugate in phosphate buffer with protein (piscine and bovine)
stabilizers. Minimum concentration: 0.05 pg/mL. Preservative;
ProClin.

Warnings and Precautions

H

* For In Vitro Diagnostic Use
[Rx ONLY |

Safety Precautions

CAUTION: This product requires the handling of human specimens.
It is recommended that all human-sourced materials be considered
potentially infectious and handled in accordance with the OSHA
Standard on Bloodborne Pathogens. Biosafety Level 2 or other
appropriate biosafety practices should be used for materials that
contain or are suspected of containing infectious agents.’®®

The following warnings and precautions apply to: [conjugate]

P

WARNING Contains methyllsothiazolones.

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.

Abbott



Response

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

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

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

Disposal

P501 Dispose of contents / container In

accordance with local regulations.

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

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

Reagent Handling

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

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

+ After mixing, place reagent cartridges in an upright position for
1 hour before use to allow bubbles that may have formed to
dissipate.

+ If a reagent cartridge is dropped, place in an upright position
for 1 hour before use to allow bubbles that may have formed to
dissipate.

+ Reagents are susceptible to the formation of foam and bubbles.
Bubbles may interfere with the detection of the reagent level in
the cartridge and cause insufficient reagent aspiration that may
adversely affect results.

For a detailed discussion of reagent handling precautions during

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

Section 7.

Reagent Storage

Storage Maximum  Additional Storage
Temperature  Storage Time Instructions
Unopened 2to 8'C Until Store in upright position.
expiration
date
If cartridge does not
remain upright, gently
invert the cartridge 10
times and place in an
upright position for 1 hour
before use.
Onboard System 30 days
Temperature
Opened 2to8'C Until Store in upright position.
expiration
date

If cartridge does not
remain upright during
storage, discard the
cartridge.

Do not reuse original
reagent caps or
replacement caps due to
the risk of contamination
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Reagents may be stored on or off the system. If removed from the
system, store reagents with new replacement caps in an upright
position at 2 to 8‘C. For reagents stored off the system, it is
recommended that they be stored in their original trays or boxes to
ensure they remain upright.

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

Indications of Reagent Deterioration

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

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

BINSTRUMENT PROCEDURE
The Alinity i Prolactin assay file must be installed on the Alinity i
analyzer prior to performing the assay.
For detailed information on assay file installation and viewing and
editing assay parameters, refer to the Alinity ci-series Operations
Manual, Section 2.

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

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

Alternate Result Units

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

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

Default Result Unit Conversion Factor Alternate Result Unit
ng/mL 21 mlU/L

ISPECIMEN COLLECTION AND PREPARATION
FOR ANALYSIS
Specimen Types
The specimen types listed below were verified for use with this
assay.
Other specimen types and collection tube types have not been
verified with this assay.

Specimen Types Collection Tubes

Serum Serum
Serum separator
Plasma Sodium heparin

Lithium heparin
Potassium EDTA

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

Specimen Conditions

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

+ To prevent cross contamination, use of disposable pipettes or
pipette tips is recommended.

Preparation for Analysis

* Follow the tube manufacturer’s processing instructions for
collection tubes. Gravity separation is not sufficient for specimen
preparation.

+ Specimens should be free of bubbles. Remove bubbles with an
applicator stick before analysis. Use a new applicator stick for
each specimen to prevent cross-contamination.
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To ensure consistency in resuits, recentrifuge specimens prior to

testing if

+ they contain fibrin, red biood celis, or other particuiate 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 foliows:

* Frozen specimens must be compietely thawed before mixing.

+ Mix thawed specimens thoroughiy by iow speed vortexing or by
gentiy inverting 10 times.

+ Visualiy 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

Specimen Maximum

Type Temperature Storage Time  Special Instructions

Serum/ 210 8'C 7 days If testing will be

Plasma delayed more than
7 days, specimens
should be frozen at
-10'C or colder.

-10'C or colder 12 months ~ Specimens stored

frozen at -10'C

or colder for 12
months showed
no performance
differences.

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

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.

= PROCEDURE

Materials Provided
07P66 Alinity i Prolactin Reagent Kit

Materials Required but not Provided

+ Alinity | Prolactin assay file

+ 07P6601 Alinity i Prolactin Calibrators

+ 07P6610 Alinity i Prolactin Controls or other commercially
available controls

o 09P1540 Alinity i Multi-Assay 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 information on materials required for maintenance procedures,

refer to the Alinity ci-series Operations Manual, Section 9.
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Assay Procedure

For a detailed description of how to run an assay, refer to the Alinity

ci-series Operations Manual, Section 5.

+ If using primary or aliquot tubes, refer to the Alinity ci-series
Operations Manual, Section 4 to ensure sufficient specimen is
present.

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

*  Maximum number of replicates sampled from the same sample
cup: 10

Priority:

°  Sample volume for first test: 80 pL

» Sample volume for each additional test from same sample
cup: 30 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: 30 pL

>3 hours on the reagent and sample manager:

®  Replace with a fresh aliquot of sample.

+ Refer to the Alinity i Prolactin calibrator package insert and/
or Alinity i Prolactin control package Insert for preparation and
usage.

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

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

Sample Dilution Procedures

Samples with a prolactin value exceeding 200.00 ng/mL

(4200.00 mlU/L) are flagged with the code "> 200.00 ng/mL”

("> 4200.00 mlU/L") and may be diluted with the Automated Dilution
Protocol.

Automated Dilution Protocol

The system performs a 1:10 dilution of the sample and automatically
calculates the concentration by multiplying the result by the dilution
factor.

If a sample run using the Automated Dilution Protocol is flagged for
less than the low linearity, it needs to be retested at a lower dilution
or undiluted. The result and interpretation should not be reported.
After the automatic dilution Is performed, if the sample concentration
is > 2000.00 ng/mL (42 000.00 mIU/L), dilute the sample 1:40 and
run using the Manual Dilution Procedure.

Manual Dilution Procedure

Suggested dilution: 1:40

Add 25 pL of the sample to 975 pL of Alinity i Multi-Assay Manual
Diluent.

The operator must enter the dilution factor in the Specimen or
Control tab of the Create Order screen. The system will use this
dilution factor to automatically calculate the concentration of the
sample and report the result. The result should be > 5.00 ng/mL

(> 105.00 mIU/L) before the dilution factor is applied.

If the operator does not enter the dilution factor, the result must

be manually multiplied by the appropriate dilution factor before
reporting the result. If a diluted sample result is less than 5 ng/mL
(105 mIU/L), do not report the result. Rerun using an appropriate
dilution.

For detailed information on ordering dilutions, refer to the Alinity ci-
series Operations Manual, Section 5.
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Calibration

For instructions on performing a caiibration, refer to the Aiinity ci-

series Operations Manual, Section 5.

Each assay control must be tested to evaluate the assay calibration.

Once a caiibration is accepted and stored, ail subsequent samples

may be tested without further calibration uniess;

+ A reagent kit with a new lot number is used.

+ Daily quality control results are outside of statisticaily-based
quaiity controi limits used to monitor and controi system
performance, as described in the Quaiity Controi Procedures
section of this package insert.

- If statisticaily-based quality control limits are not availabie,
then the caiibration should not exceed a 30-day limit for
recaiibration 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 Aiinity i Proiactin

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 Aiinity ci-series Operations Manual,
Section 10.

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

Quality Control Guidance

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

guidance on laboratory quality control practices.”

Verification of Assay Claims

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

Assay Claims in the Aiinity ci-serifiSjQpatations Manual.

BRESULTS

Calculation
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Flags

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

Measuring Interval

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

The measuring interval of the Aiinity i Prolactin assay is 0.82 to
200.00 ng/mL (17.22 to 4200.00 mIU/L).

m LIMITATIONS OF THE PROCEDURE

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

« If the prolactin results are inconsistent with clinical evidence,
additional testing is recommended.

+ Specimens from patients who have received preparations of
mouse monoclonal antibodies for diagnosis or therapy may
contain human anti-mouse antibodies (HAMA). Such specimens
may show either falsely elevated or depressed values when
tested with assay kits such as Aiinity i Prolactin that employ
mouse monoclonal antibodies. Additional Information may be
required for diagnosis.'®’ '®

+ Heterophilic antibodies in human serum can react with reagent
immunoglobulins, interfering with in vitro immunoassays. Patients
routinely exposed to animals or to animal serum products can
be prone to this interference, and anomalous values may be
observed. Additional information may be required for diagnosis.€®

+ Prolactin may exist in alternate structural forms (e.g.
macroprolactin) which may exhibit variable levels of physiological
activity. In patients with elevated prolactin results, additional
information may be required for diagnosis. @'@®

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.
The expected ranges for this assay were established by testing
serum specimens from 100 apparently healthy males and 100
apparently healthy, nonpregnant females using the ARCHITECT i
System. The expected range for males includes the entire range
of values. For the female expected range, the central 90 percent
interval of all values is reported in the following table.

Prolactin Values

ng/mL miU/L

Population n  Median Range Median Range
Meles 100 6.9 3.46-19.40  146.79 72.66-407.40
Femeles 100 1029  5.18-26.53  216.09 108.78-557.13

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

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

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

Precision

Within-Laboratory Precision

A study was performed based on guidance from CLSI EP05-A2.
Testing was conducted using 1 lot of the Aiinity i Prolactin Reagent
Kit, 1 lot of the Aiinity i Prolactin Calibrators, and 1 lot of the Aiinity
i Prolactin Controls, and 1 instrument. Three buffered protein based
panels were assayed in a minimum of 2 replicates at 2 separate
times per day on 20 different days.@®
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Within-Run Within-Laboratory Method Comparison

(Repeatabiiity) (Total)» i using

Sample n (ng/mL) sSD YV SD %CV the Passing-Bablok regression method."®'

Panel 1 120 7.54 0.124 16 0.194 2.6 Correlation Concentration

Panel 2 119 18.38 0.275 15 0.393 21 Units n  Coefficient Intercept Slope Range

Panel 3 119 38.75 0.653 17 1.079 2.8 Alinity i Prolactin Serum ng/mL 200 0.99 0.58 1.03 1.12-178.04
VSAROHIIbOI ~ Serum miU/L 200 0.9 1212 1.03 23.42-3738.84

®Inoludes within-run, between-run, and between-day variability. Prolactin

Within-Run WitbIn-Laborato
Ve (Repeatabily) oy NBIBLIOGRAPHY

Sample n (mlulL) D %CV D %CV 1 Frantz AG, Kleinberg DL, Noel GL. Studies on Prolactin in Man.

Panel 1 120 158.41 2603 16 4,064 26 Recent Prog. Norm Res. 1972; 28:527-590.
2. Niall HD. The Chemistry of the Human Lactogenic Hormones.

Panel 2 118 385,93 5775 15 8.249 21 In: Boyns AR, Griffiths K, editors Prolactin and Carcinogenesis:

Panel 3 119 81372 Bn7 17 22.663 28 Proceedings of the Fourth Tenovus Workshop-, March 1972; Cardiff,

Wales. Cardiff: Alpha Omega Alpha, 1972: 13-20.
3. Talwalker PK, Ratner A, Meites J. In Vitro Inhibition of Pituitary
Lower Limits of Measurement Prolactin Synthesis and Release by Hypothalamic Extract. Am. J.

A study was performed based on guidance from CLSI EP17-A2. Physiol 1963; 205:213-218.

; : L - 4. Bowers CY, Friesen HG, Hwang P, Guyda HJ, Folkers K. Prolactin
Tgstmg was cond_ucted using 3 lots of_the Alinity i Prolactin Reagent and Thyrotropin Release in Man by Synthetic Pyroglutamyl-
Kit on each of 2 instruments over a minimum of 3 days. The histidylprolinamide. Biochem-Biophys Res Commun 1971:45:1033-

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

maximum observed Limit of Blank (LoB), Limit of Detection (LoD), 1041,
and Limit of Quantitation (LoQ) values are summarized below.™ 5. Friesen H, Guyda H, Hwang P, Tyson JE, Barbeau A. Functional
ngimL miu/L Evaluation of Prolactin Secretion: A Guide to Therapy. J Clin Invest

1972; 51:706-709.

LoB» 045 945 6. Demura R, Ono M, Demura H, Shizume K, Oouchi H. Prolactin
LoD> 0.47 9.87 Directly Inhibits Basal as Well as Gonadotropin-Stimulated Secretion
LoQ» 0.79 16.59 of Progesterone and 17p-Estradiol in the Human Ovary. J Clin
ATh h h ile f i f Endocrinol Metab 1982; 54:1246-1250

The LoB represents the 95th percentile from nr 60 replicates o 7. Kauppila A, Lelnonen P, Vihko R, Ylostalo P. Metoclopramide-Induced
zero-analyte samples. Hyperprolactinemia Impairs Ovarian Follicle Maturation and Corpus
~The LoD represents the lowest concentration at which the analyte Luteum Function in Women. J Clin Endocrinol Metab 1982; 54:955-
can be detected with 95% probability based on n a 60 replicates of 960.
low-analyte level samples. 8. Andersen AN, Schloler V, Hertz J, Bennet P. Effect of

Metoclopramide-Induced Hyperprolactinaemia on the Gonadotrophic

The LoQ was determined from n r 60 replicates of low-analyte Response to Oestradiol and LRH. Acta Endocrinol 1982; 100:1-9.

level samples and is defined as the lowest concentration at whioh 9. Franks S, Nabarro JDN, Jacobs HS. Prevalence and Presentation
the total allowable error of s 1.25 ng/mL was met. of Hyperprolactinaemia in Patients with "Functionless” Pituitary
Lineari Tumours. Lancet 1977; 1:778-780.

q ty o d based id f N 10. Frantz AG. Prolactin. N EnglJ Med 1978; 298:201-207.
A ?t“ Yy was periormed based on guidance from CLSI EPOG-A® 11. Vrontakis M, Friesen HG. Prolactin-Secreting Pituitary Tumors as a
This assay is linear across the measuring interval of 0.82 to Cause of Impotence and Infertility in Men. Internal Medicine for the
200.00 ng/mL (17.22 to 4200.00 mlU/L). Specialist 1984; 5:180-194.

12. US Department of Labor, Occupational Safety and Health

Analytical Specificity Administration, 29 CFR Part 1910.1030, Bloodborne pathogens.

This study was performed on the ARCHITECT i System. 13. US Department of Health and Human Services. Biosafety in

Human serum specimens containing 13-16 ng/mL of prolactin were Microbiological and Biomedical Laboratories. 5th ed. Washington, DC:
supplemented with follicle stimulating hormone (FSH), human US Government Printing Office; December 2009.

chorionic gonadotropin (hCG), human growth hormone (hGH) 14. World Health Organization. Laboratory Biosafety Manual. 3rd ed.

Geneva: World Health Organization; 2004.
15. Clinical and Laboratory Standards Institute (CLSI). Protection
of Laboratory Workers From Occupationally Acquired Infections:

human placental lactogen (hPL), luteinizing hormone (LH), or thyroid
stimulating hormone (TSH) at specific levels. The results are stated

in the following table. Approved Guideline—Fourth Edition. CLSI Document M29-A4. Wayne,
Potential Cross Reactant Concentration Tested Cross Reactivity (%) PA: CLSI; 2014.

FSH < 1000 miU/mL 0 16. Clinical and Laboratory Standards Institute (CLSi). Statistical Quality
Control for Quantitative Measurement Procedures: Principles and

hee <100 000 miu/mL 0 Definitions: Approved Guideline—Third Edition. CLSi Docﬂment

heH <1000 ng/mL 0.03 C24-A3. Wayne, PA: CLSI: 2006.

hPL <100 000 ng/mL 0 17. Westgard JO. Basic QC Practices. 3rd ed. Madison, WI: Westgard

LH < 5000 miU/mL 0.001 Quality Corporation; 2010.

TSH < 20 000 )lIU/mL 0 18. Primus FJ, Kelley EA, Hansen HJ, et al. “Sandwich™type
immunoassay of carcinoembryonic antigen in patients receiving
murine monocional antibodies for diagnosis and therapy. Clin Chem

In-terference . 1988;34(2):261-264.

This study was performed on the ARCHfTECT i System. 19. Schroff RW, Foon KA, Beatty SM, et al. Human anti-murine
Potential interference from hemoglobin, bilirubin, triglycerides, immunoglobulin responses in patients receiving monoclonal antibody
and protein was studied in the ARCHfTECT Prolactin assay. The therapy. Cancer Res 1985;45(2):879-885.

ARCHITECT Prolactin assay demonstrated less than 10% interference 0] Boscato LM, Stuart MC. Heterophilic antibodies: a problem for all
for the following potentially interfering substances: immunoassays. Clin Chem 1988;34(1):27-33.

21. Suh HK, Frantz, AG. Size Heterogeneity of Human Prolactin in
Plasma and Pituitary Extracts. J Clin Endocrinol Metab 1974; 39:928-
935.

22 Allolio B, Hoeppener A, Leonhardt U, Deuss U, Winkelmann W.

Size Heterogeneity of Immunoreactive Prolactin in Patients with
Prolactinoma. Ac(a Endocrinelogica 1987; 114:475-482.

Potentially Interfering Substance Interterent Level
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23.

24.

25.

26.

21.

28.

29.

30.

Fang VS, Refetoff S. Heterogeneous Human Prolactin from a Giant
Pituitary Tumor in a Patient with Panhypopituitarism. J Clin Endocrinol
Metab 1978; 47:780-787.

Cavaco B, Leite V, Santos MA, Sobrinho LG. Anti-prolactin (PRL)
Autoantibodies Cause Asymptomatic Hyperprolactinemia: Bioassay
and Clearance Studies of PRL-immunoglobulin G Complex. J Clin
Endocrinol Metab 1995; 80:2342-2346.

Bonhoff A, Vuille JC, Gomez F, Gellersen B. Identification of
Macroprolactin in a Patient with Asymptomatic Hyperprolactinemia as
a Stable PRL-IgG Complex. Exp Clin Endocrinol 1995; 103:252-255.
National Committee for Ciinical Laboratory Standards (NCCLS).
Evaluation of Precision Performance of Quantitative Measurement
Methods; Approved Guideline—Second Edition. NCCLS Document
EP5-A2. Wayne, PA: NCCLS; 2004.

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

Clinical and Laboratory Standards Institute (CLSI). Evaluation of

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

Passing H, Bablok W. A new biometrical procedure for testing the
equality of measurements from two different analytical methods.
Application of linear regression procedures for method comparison
studies in clinical chemistry. Part I. J Clin Chem Clin Biochem
1983;21(11):709-720.

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

Note for number formatting:

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

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

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

IKey to Symbols

IS0 15223 Symbol®
Consult instructions for use

Lla

Manufacturer

Sufficient for

V

1
2

Temperature limitation

Use by/Expiration date

[ivpl In Vitro Diagnostic Medical
Device
M | Lot Number
1= List Number
™ Serial number
Other Symbols

Conjugate
Distributed in the USA by

Information needed for United
States of America only
Inversions Performed

ICONJUGATE 1
IDISTRIBUTED IN THE USA BY |

1IINFORMATION FOR USA ONLY |

UNVERSIONS PERFORMED |
IMICROPARTICLES 1 Microparticles
1PRODUCT OF IRELAND | Product of Ireland

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

physician only (applicable to USA

classification only).

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

Abbott Ireland
Diagnostics Division C€

Lisnamuck, Longford
Co. Longford

Ireland
-r353-43-3331000

‘DISTRIBUTED IN THE USA BY |

Abbott Laboratories

Abbott Park, IL 60064 USA

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

Revised February 2018.

©2016, 2018 Abbott Laboratories

a. Abbott

AD
to
SH
Re
unt
suf
in
rule

refr
con
WA
Mai
dati
mei
disc
MA

REI
Not
DEI
Des
reqi
“Sai

Trai
aco
LIS

1SO
PO’
Alin
and
diag
arot
Alin
INFi
MEI
Doe
STE
Med
INFI
Med
MA'
Mati
SDE
coni
IND
Not



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



Alinity i

MponakTnH PeareHTbl (Alinity i Prolactin Reagent Kit)

|ciM. BblgeneHHble M3MeHeHus. Pegakums: despans 2018 r.

i

Prolactin

07P66
G76267R03
B7P66R

Heo6X0A41MMO TOUHO CefoBaTb UHCTPYKUMAM. MpU OTKNIOHEHUM OT
WHCTPYKLMIA HALEXHOCTb Pesy/bTaToB TecTa He rapaHTupyertcs.

IHAVIMEHOBAHWE (CoKpalleHHoe)
MponakTuH PearenTobl (Alinity i Prolactin Reagent Kit)

m HASHAYEHWE

TecT ¢ ucnonb3oBaHuem MponakTuH PearenTbl (Alinity | Prolactin
Reagent Kit) sBnseTca xeMUNIOMUHECLEHTHBIM UMMYHOAHAIM30M
Ha MukpoyacTuyax (CMIA) ans KONMYECTBEHHOrO OnpeAeneHus
NpoNakTMHa B CbIBOPOTKE U Nia3Me KPOBM YenoBeka Ha
aHanmsatope Alinity i.

m KPATKOE OMWCAHWE TECTA

MponakTuH yenoseka (hPRL) npeacTaBnser coboil 0AHOLENOYeUHbI
noAunenTua, cocToALniA n3 199 aMUHOKNCAOT, C MONEKYNSAPHBLIM
BecoM okono 23000 fanbToH. Ero cyuectBoBaHue B KauecTee
CaMOCTOATENbHON XMMUYECKOW efuHULbI, OTAENbHOW OT ropMoHa
pocTa, 6bI0 YCTaHOBMIEHO B X0A€ Cepuil uccnegosaHuii ¢ 1965 no
1971 rr." A MponakTH BblpabaTbiBaeTCs nNepefHelt gonei runogmsa,
1 ero cekpeuus perynupyetcs m3noN0rnyeckn nNpu NomoLLu
(hakTOpoB MHrMGUPOBAHUAN N BbICBOGOXAEHNA™ rnoTanamyca.
MponakTH NOSBNAETCA B KPOBW Cpasy Nnocne BBeAeHUs
TupeonubepuHa (TP)."* ® OCHOBHOE (hM3nMonornyeckoe Aeincramne
NpoNakThHa 3aknyaeTcs B CTUMYNALMM W NOLAEPXAHUM NakKTaLum
Y KEHLWWH.

YCTaHOBNEHO, YTO TMNepnpoiakTUHeMUS SBNSETCA YACTOW NPUYNHOI
6ecnnous v HapylweHUin (yHKLMIA NONOBbIX Xenes3 y MyX4uH

M KEHWWH. [loKka3aHo, YTO NPONAKTUH MHTMBUPYET CeKpeLuto
CTEPOMA0B ANYHUKOB,®' " HapyLlaeT co3peBaHune honamkynos? u
cekpeymnio I 1 ®CI® y xeHWwnH. MNoBbILEHWe YPOBHA NponakTuHa
B CbIBOPOTKE MOXeT ObITb NepBbIM KO/IMYECTBEHHLIM MOKa3aTefiem
aucyHKuMM runodusa.® KonnyecTBeHHOe onpegeneHne ypoBHA
NPONakTUHa Takxe NPUMEHAETCA NpU HabMAEHUN NALUEHTOB C
ameHopeeii 1 ranaktopeeii.*®

Ha ypoBeHb NponakTHa, KpoMe 60Me3HEHHbIX COCTOAHWIA,
0Ka3bIBalT BANAHME Pa3nnuHble (akTopbl, (hakTopbl,
yBenuuuBaloLime KOHLEHTpaLmMo NpofakTuHa, BKIOYalT
cnepytoulee: 6epeMeHHOCTb, CTUMYNALMIO MOMOYHbIX Xenes,
CTpecc, NOMOBOIA akT, NPUMEM 3CTPOreHOBbIX, NPOreCTePOHOBbLIX 1
aHAPOreHOBbIX NPenapaTos, HEKOTOPbIX MCUXOTPOMHbLIX U aHTU-
rMNepTeH3MBHbIX NpenapaToB, a Takxe TupeonnbepuHa (TPI).*®'

7 (hakTOpbl, CHUXalol e KOHLEHTPaLMI0 NPONakTUHa, BKIKYaOT
npvem neBoAonbl U 6poMKpunTMHA. @™

TecT Alinity i Prolactin ncnonb3yetca ans fuarHoctuku 6ecnnogus y
MYXUYUH W KEHLWWH, AUCHYHKLAM rMnodun3a, KOHTPONS HapyLlleHus
(PYHKLMW TOHAZ Y MYXUUH U XKEHLWNH, NeYeHNs aMeHopen n
ranaxkTopeu.

IB/IONOMMYECKUE MPUHLMMBI MPOLEAYPHI

[laHHbIl TeCT sIBNSETCA ABYXCTYNEHYaTbIM UMMYHOAHAIU30M /1
KONMYECTBEHHOrO OMpeaeNieHnst NPoNakTMHa B CbIBOPOTKE U Niasme
KPOBM YenloBeKa Ha OCHOBE TEXHO/OTMU XEMUTIOMUHECLLEHTHOTO

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

[rE] 07P6620
[mf]07P6630

MOHOK/I0Ha/IbHbIMK). loc/e NPOMbIBKM 406aBSETCA akpUANH-
MeYeHblil KOHBIOraT aHTUTeN K NPONakTUHY (MbIWUHBIX,
MOHOK/IOHa/IbHBIX) 1 06pa30BaHns PeakLMOHHO! cMecw,

CMecb MHKy6upyetcs. Mocne cneayrowlero Lukna npombIBKA K
peakLMOHHON cMecK J06aBNAOTCA Npe-TpUrrep 1 Tpurrep.
Monyyaemasn B pe3ynbTaTe XeMUIOMUHECLEHTHAA peakuus
13MepseTcs B OTHOCUTENbHbIX CBETOBbLIX efuHuuax (RLU). Mexay
KO/IMYeCTBOM NponakTUHa B o6pasye u RLU, geTekTupoBaHHbIMU
OMNTUKONM CUCTEMBI, CyLlecTBYeT npsAmMas 3aBUCUMOCTb.
MNozpo6Hyto MHAOPMALMIO O CUCTEME W TEXHONOTUW aHanusa CM. B
PykoBoacTtse no akcnnyatauum Alinity ci-series. Pasgen 3.

IPEATEHTHI

Copep)knmoe Habopa

MponakTuH PearenTobl (Alinity | Prolactin Reagent Kit) 07P66
MPUMEYAHWE: HekoTopble thacoBku AOCTYNHbI He BO BCEX CTpaHax.
O6paTutechb K BalleMy MeCTHOMY AUCTPUOBLIOTOPY.

06bem (TNE), ykasaHHbIli B TabnunLe Hke, 0603Ha4aeT 06beM Ha
KapTpuaX.

07P6620 07P6630
KonnyecTBo TecToB B 100 600
KapTpuaxe
Konunyectso 9
KapTpugxein B Habope
KonmuectBo TeCTOB B 200 1200
Habope
IMICROPARTICLES | 6.6 mL 32.1 mL
IcoNJUGATE 1 6.1 mL 31.6 mL

IMicroPARTICLES 1 MUKPOUACTH! 1bl. CEHCMBUNN3NPOBAHHbIE
aHTUTeNnamu K NponakTUHYy (MbIWUHBIMA, MOHOKIOHA/bHBIMM)

B TRIS-6ythepe ¢ NpoTeMHOBLIMU (BbI4bUMU U MbILUVHBIMY)
cTabunmsatopamu. MuHMManbHas koHueHTpaumsa: 0.1% TBepgoro
BellecTBa. KoHcepBaHT: NPOTMBOMMKPOOGHLIA npenapar.

lconjugate] AKPUAMH-MEUEHbI KOHbIOrAT aHTUTEN K NPONAKTUHY
(MbILMHBIX, MOHOKNOHaNbHBIX) B (hoctaTHOM Bydepe ¢
NPOTENHOBLIMU (PbIBLUMK 1 BblubMMK) CTabunU3aTopamm.

MuHumManbHas KoHueHTpauus: 0.05 pg/mL. KoHcepaHT: ProClin.

MpenynpefALLeHna 1 Mepbl NPeLOCTOPOATrHOCTHU
e ®
o [lnA AWarHOCTMKK In Vitro

[Rx ONLY |

Mepbl NPefoCTOPOXHOCTY

BHWMAHWE: [aHHblii npogykT npegnonaraeT paboty ¢
o6pasLiamu, nosyyeHHbIMI OT YefioBeka. PekoMeHayeTcs cuuTarb
BCe MaTepuasibl, MONYyYeHHble OT YenoBeka, NOTeHLNanbHO
MHMDEKLMOHHBIMM 1 06pallaTbCsi C HUIMWU B COOTBETCTBUM

co CTaHAapTOM MO 06paLyeHNI0 C TeMOKOHTaKTHbIMM
naToreHamu, paspabotaHHbiM YnpasneHuem CLUA no oxpaHe
TPyAa U npombiwneHHoit rurneHe (OSHA). Mpu pabote ¢
maTepuanamu, CoAepxaliuMn uam npesnonoxuTeNbHo
cofepxalmnmMn MHPEKLMOHHbIE areHTbl, crefyeT cobnogarb
npaeuna 6uonornyeckoil 6e30nacHOCTH, ypoBeHb 2, UK apyrue
COOTBeTCTBYIOLMe NpaBuna 6uonornyeckoin 6esonacHocTn.'@®

Abbott



Cnepytolwne npefynpexaeHns 1 Mepbl NpefoCTOPOXHOCTH
OTHOCATCA K: Lonjugate |

y =

NPEAYNPEXAEHWNE  CopepXuT MeTUNN30TNA30/OH.

H317 MoXeT BbI3bIBaTb as/iePruyeckyto
KOXHYI0 peakLuuio.

MpegoTBpalieHue

P261 M36eraTb BAbIXaHUst TymaHa/napos/
a’posoneil.

p272 He BbIHOCUTb 3arpsA3HEHHYI0 0fexay C
paboyero mecTa.

P280 Monb30BaTbCs 3alNUTHBIMK nepyaTkamu/
3aWmnTHOW ofexaon/cpescTBaMm 3aWmThbl
rnas.

PearnposaHue

P302+P352 NP NONALAHUN HA KOXY: MpoMbITb
60/1bILMM KONIMYECTBOM BOAbI.

P333+P313 Mpy pasgpaxeHnn KOXW WUAN NOABAEHUN
cbinu: O6paTUTLCA K Bpady.

P362+P364 CHATb 3arpssHeHHyto ofexay u
BbICTMPATb €€ Mepef UCMO0/b30BaHNEM.

Ytunusauuns

P501 YTunusunpyite cofepxumoe/koHTeliHep B

COOTBETCTBUN C CaHUTapHLIMU HOpMamu
P® (CanluH 2.1.7.2790-10 ot 09.12.2010).

MacnopTa 6e30MacHoOCTN JOCTYMHbI Ha caiite
www.abbottdiagnostics.com uau y MecTHOro npeacraButens.
MoapobHy MHhopMaLMI0 0 HEOBXOANMbIX Mepax
npejoCTOPOXHOCTK Npu paboTe ¢ aHaNN3aTOpoOM CM. B PykoBofcTBe
no akcnnyatauuu Alinity ci-series, Pasgen 8.

O6palyeHue ¢ peareHTamm

+ [locne nonyyeHus HaGopa pacnonoxuTe HEBCKPbITYIO KOPOGKY
3e/1eHoli NOM0COI CBEPXY M akKypaTHO nepeBepHUTE K cebe
1 ot ceba (Ha 180 rpagycoB) 5 pas, 3aTeM pacnonoxure
KOpo6Ky 3e/1eHOli NON0CO CHU3Y W CHOBa NepeBepHUTE
K cebe u oT cebs (Ha 180 rpagycos) 5 pa3. B pesynbtate
XMAKOCTb GyfieT paBHOMEPHO pacnpefeneHa no BHyTPeHHelk
NOBEPXHOCTN (hIaKOHOB, HaXOAAWMXCA BHYTPWU KapTpuaxa. Mpu
TPaAHCMOPTUPOBKE pPeareHToB MUKPOYAcTULbl MOTyT OCECTb Ha
MeM6paHy KpbILWKM peareHTa.

- [octaBbTe OTMETKY Ha KapTpuAxXe peareHTa, 03Ha4aloLyo,
4TO KapTPUAX Gbln NepeBepHYT B COOTBETCTBUM C
VIHCTPYKLMAMA.

+ locne nepemelnBaHns 1 nepes UCNONb30BaHNEM OCTaBbTe
KapTpUAX peareHTa Ha 1 yac B BepTUKa/IbHOM MOMIOXEHUM A0
MCYE3HOBEHUS MY3bIPbKOB, KOTOPblE MOrNN 06pa3oBaTbCs NpK
nepemeLLBaHum.

+  Ecnu kapTpugx peareHTa ONpOKWHYNCS, NPUBEANTE €ro
B BepTMKa/lbHOe MOMOXEHWe W 0CTaBbTe Ha 1 4ac Ao
MCYE3HOBEHUS MY3bIPbKOB, KOTOPbIE MOF/IM 06pa3oBaThbCs.

+  PeareHTbl NofBepXeHbl (POPMUPOBAHNIO MeHbI U MY3bIPbKOB.
My3blpbk B peareHTe MOryT NOMeluaTh onpegeneHnto
YPOBHA peareHTa B KapTpuaxXe W NPUBECTU K HeJOCTaTOYHOI
acnupayuu peareHta, KoTopas MOXeT 3Ha4YUTeNbHO BAVUATbL Ha
NpaBUIbHOCTb Pe3y/bTaToB.

Moapo6HY0 MHGopMaLmMio 06 o6palleHnn ¢ peareHTamMu npu

pa6oTe C aHan13aTopoM CM. B PyKOBOACTBE MO 3KCMyaTaLuu

Aiinity ci-series, Pasgen 7.
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XpaHeHue peareHToB

MakcumanbHoe [lonosiHuTeNbHbIe
Temnepatypa BpeMs XpaHe-  WHCTPYKUMM MO
XpaHeHns HUS XpaHeHno
HeBCKpbITbIA 2 - 8'C Lo okoHYaHuUA XpaHuTe B
KapTpuax CpoKa rofHOCTU BepPTUKaNbHOM
NONOXEHUM.
Ecnu kapTpuax
XpaHuncs He
BEPTUKANBHO,
aKkKypaTHO
nepeBepHUTe
KapTpuax 10
pa3 u nepea
CNONb30BaHNEM
ocTaBbTe Ha 1 vac
B BEPTUKANbHOM
NONOXEHUN.
Ha 6opty Temnepatypa 30 gHeit
B CUCTEME
BCKpbITbIiA 2-8C
KapTpuax

[lo OKOHuUaHuUA XpaHuTe B

CpoKa roAHOCT BepTUKa/bHOM
NOMOXEHUN.
Ecnu kapTpuax
XpaHusncs He
BEPTUKa/IbHO,
yTUnu3mnpyiTe
KapTpuaX.
He ucnonb3yiite
NOBTOPHO
KPbILLKMA peareHTa
13roToBUTENA
1N 3aMeHsieMble
KPbILLKN
BBUAY puUcCKa
KOHTaMu1HaLn
1 BO3MOXHOCTU
HapyleHns pabounx
XapaKkTepucTunK
peareHTa.

PeareHTbl MOXHO XpaHWUTb KaK Ha GOpPTY CUCTEMbI, TaK W BHE

ee. MNMocne M3BNEYEHNA peareHToB U3 CUCTEMbI XpaHUTe WX B
BEPTUKANbHOM MOMOXEHUN C HaAETbIMU HOBbIMU 3aMeHAEeMbIMM
KpblliKamMn npu TemnepaType 2 - 8‘C. PeareHTbl, XpaHswmecs

BHE CUCTEMbI, PEKOMEHAYeTCA XpaHWUTb B (habpuyHbIX NOTKax M
ynakoBKax ana o6ecneyeHns BePTUKANIbHOTO NONOXEHUS.
MoapobHy MHhOpPMALMIO O BbITPY3KE peareHToB 13 CUCTEMbI CM. B
PykoBogcTtse no akcnnyatauum Alinity ci-series, Pasgen 5.

[NokasaTenn nopun peareHToB

Ownbka KanMbpPOBKN WM BbIXOA 3HAUEHUS KOHTPONS 3a npejenbl
AvnanasoHa foNyCTUMbIX 3HAYEHU MOXeT CBUAETENbCTBOBATb O
nopye peareHTOB. Pe3y/bTaTbl COOTBETCTBYIOLLMX TECTOB CrefyeT
CuMTaTh HEBEPHbIMU, 06pa3Libl O/MKHbI GbITb MPOTECTUPOBAHbI
noBTOPHO. MoXeT noTpe6oBaTbCA MOBTOPHAA KannGpoBKa TecTa.
MHopmaumio 06 ycTpaHeHUM HemcnpaBHOCTEN cM. B PykoBoACTBe
no akcnnyatayun Alinity ci-series, Pasgen 10.

m [MPOLUEAYPA PABOTbl HA AHAIM3ATOPE
Heob6xoanmo ycTaHoBUTL haiin TecTta Aiinity i Proiactin nepes
nposefeHneM TecTa Ha aHanusatope Alinity i.

Mofpo6Hyto MHhopmaLmio 06 ycTaHOBKe (baiina Tecta, NpocMoTpe W
pefaKkTUpOBaHMM NapamMeTpoB MCC/efoBaHUs CM. B PykoBoAcTBe Mo
akcnnyatauumn Alinity ci-series, Pasgen 2.

WNHchopmaumio 0 BbIBode Ha MevaTb NapameTpoB WUCCNEf0BaHUS CM.
B PykoBoacTBe no akcnnyatauuu Aiinity ci-series. Pasgen 5.
MogpobHoe onucaHue npoLefyp paGoTbl C CUCTEMOI CM. B
PykoBoacTtBe no akcnnyatauum Alinity ci-series.

a Abbott
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+ Ecnu pesynbTaTbl KOHTPONSA KayecTBa He COOTBETCTBYHOT
NPUHATBIM KPUTEPUAM, YCTAHOB/IEHHBIM Balleli nabopaTtopueit,
pe3y/nbTaTbl TeCTUPOBaHWA 06pa3uoB MOryT 6bITb
COMHUTENbHbIMK. CnefyiiTe NpUHATBLIM Balleii nabopatopuei
npouesypam KOHTPons kavectsa. MoxeT noTpe6oBaTbCs
NnoBTOpPHas kanubposka. MHhopmauuo 06 ycTpaHeHun
HeucnpaBHocTeld cM. B PykoBogcTse no akcnnyatauun Alinity
ci-series. Pasgen 10.

+ [locne ycTaHOBKW HOBOIi Cepuu peareHTa unu Kanuéparopa
npoBepbTe pe3ynbTaTbl KOHTPONSA KayecTBa W KpuTepum
npuemMnemocTy.

PekomeHgaunm no npolefype KOHTPONA KayecTBa

PekomeHaauum no npouefypam KOHTPONS KadecTsa nabopatopuun

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

MogTBepAraeHne 3aaBneHHbIX XapakTepucTuk Tecta

MpoToKONbI AN NOATBEPXKAEHNA 38BNEHHbIX B MHCTPYKLMM

N0 NPUMEHEHNIO XapakTepucTuK TecTa cM. B PykoBoacTee

no akcnnyatauuu Alinity ci-series, Pasgen "MoatsepxaeHue

3aAB/EHHbIX XapaKkTepucTuK Tecra”.

IPE3YNbTATbI

Pacuet

Tect Alinity i Prolactin ucnonb3yet ucnonb3yeT MeTos
annpokcumaLum ¢ NoMOLLbI0 YeTbipexnapameTpuyeckon
normcTnyeckoii kpueoi (4PLC, X-B3BelleHHaa kpuBas) ans
nonyyYeHns KanMbpoBOYHON KPUBOIA 1 pe3ynbTaTos.
NHhopmaumio 06 anbTepHaTUBHbIX efuHNLaX N3MepeHus
pesynbTatoB TecTa cM. B pasgene NMPOLUELYPA PABOTbI
HA AHANIN3ATOPE, "AnbTepHaTWBHbIE eANHULbI U3MEPEHNSA
pe3ynbTartos" faHHOW WHCTPYKLMM MO NMPUMEHEHUIO.

thnarn

Pe3ynbTaTbl HEKOTOPbIX TECTOB MOFYT COMPOBOXAATbCS
nHopmauyeii B none “dpnarn”. Onucanune naros, koTopble MOryT
NosBNATLCSA B 3TOM Mose, CM. B PyKOBOACTBE MO 3KCMayaTauuu
Alinity ci-series. Pasgen 5.

WHTepBan nsmepeHns

WNHTepBan M3MepeHus onpegensieTcs kak AuanasoH 3HaueHuit B
ng/mL (mIU/L), kOTOpbIA COOTBETCTBYET rpaHuLamM npuemaemblx
pabounx xapakTepucTUK 4ns NMHEHOCTM, BOCMPOU3BOAMMOCTY U
OTK/OHEHUS.

NHTepBan usmepenus Tecta Alinity i Prolactin coctaBnser 0.82 -
200.00 ng/mL (17.22 - 4200.00 mlU/L).

BOrPAHVNYEHUSA NPOLEAYPLI

* PesynbTaTbl TecTa crefyeT UHTEPNPETUPOBaTb B COBOKYMHOCTM
C APYrUMW AaHHBIMW, Hanp., CUMNTOMaMK, pesynbTatamn Apyrux
TECTOB U K/IMHWUYECKUMU NPOSBNEHUAMM.

+ Ecnu pe3ynbTaTbl TeCTa Ha NPONAKTUH HE COOTBETCTBYIOT
KNUHWYECKOW KapTUHE, PeKOMEHAYeTCH NpOBeCcTU
[ONONIHUTENbHOE UCCNeAoBaHNe ANA NOATBEPXAEHUS
NONYYEHHOrO pesynbTaTa.

+ O6pa3sybl, NONY4YEHHbIE OT NALWEHTOB, KOTOpble NPUHUMANK
NeKapcTBeHHbIe npenapaTbl, U3r0TOBMEHHbIE Ha OCHOBE
MOHOK/IOHA/IbHbIX MbIWWHBIX @HTUTEN, B UArHOCTUYECKUX UK
TepaneBTUYECKUX LieNsX, MOryT CofepxaTb YenoBeyeckume
aHTuTena NpoTuB MblWKHbIX aHTUTeN (HAMA). Mopo6Hble
o6paslbl Npyu UCCnefoBaHnN B TECTaX, UCMOMb3YHOLNX
MOHOKNOHaNbHble MbllWWHbIE aHTUTeNa, Takux kak Alinity i
Prolactin, MOryT AeMOHCTPUPOBATL SI0XHO 3aBbllIEHHbIE WAN
NIOXHO 3aHWXeHHble pe3ynbTaTbl. s NOCTAHOBKW AMarHosa
MOXeT noTpeboBaTbCsA AONONHUTENbHASA UH(hOpMaLma. @’

+  TeTepodunbHble aHTUTENa CbIBOPOTKM MT DA Anp.BeKa MOryT
BCTYNaTb B peakuuio ¢ UMMYHOTno| pl(w M EANe)&uckaxas
pesynbTaTbl UMMYyHOaHanu3a In 01iTOM 3fe)fShiHecfl
B NPUBbLIYHOM KOHTAKTE C XUBo
NONYYEHHbIMU U3 CbIBOPOTKM i
CTeneHn noABepxeHbl Nofo6”Jt u ltep p AL A" e34NbT Tbl
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TeCTUpoBaHMa NoAo6HbIX 06pa3L0B MOrYT JeMOHCTPUPOBATL
aHOMa/IbHble 3Ha4YeHuA. [i1a NOCTaHOBKM JMarHo3a MOXeT
noTpe6oBaTbCs AONONHUTENbHAA MHAOpMaLma. A"

+ [1ponaKkTMH MOXET CyL|eCTBOBaTb B a/lbTEPHATUBHbIX
CTPYKTYPHBIX (hopmax (Hanpumep, MakponponaKkTuH), KoTopble
MOTYT NpOAB/ATL Pas/iNyHble YPOBHU PU3NONOrNYECKOi
aKTUBHOCTU. [INA NaLMeHTOB C NOBbIWEHHLIMWA 3HAYEHNAMM
NPONaKTNHa MOXEeT NoTpe6oBaTbLCA AONOMHUTENbHAS
MHhopMaLma Ana NOCTaHOBKW AnarHosa. N "™

10XXNAAEMbIE 3HAYEHWA
[aHHoe uccneposaHne npoBogunock Ha cucteme ARCHITECT |
System.
B faHHOM pasfiene npeAcTaBfeHbl faHHble N0 penpe3eHTaTUBHbIM
paboyum xapaktepuctukam. Pe3ynbTarbl, NOMyYeHHble B OTAENbHbIX
nabopaTtopuax, MOryT OTANYATLCA OT NPUBEAEHHBIX AAHHbIX.
Kaxgoii nabopaTopuu pekoMeHAyeTCs ycTaHaBNMBaTb COOGCTBEHHbIN
pechepeHCHbIi Anana3oH, OCHOBaHHbLIN Ha cneuuduke pernoHa un
XapakTepucTukax nonynsauum.
IpaHuLbl frnana3oHa OXWAaeMblxX 3HaUeHUd Ana JaHHOro TecTa
6bInii ycTaHOB/EHbI C NOMOLLbIO UccnefoBaHua 100 o6pasLoB
CbIBOPOTKW KPOBW KNMHWYECKM 340POBbIX MYX4MH 1 100 06pa3uos
CbIBOPOTKW KPOBU KMMHWYECKN 3[00POBbIX HEGEPEMEHHbIX XEHLLUH
¢ ucnonb3oBaHumeM cuctembl ARCHITECT i System. paHuubl
[ManasoHa OXWAaeMblX 3HAYEHUIA ANA MYXUYUH paccunTaHbl
C Y4eTOM BCeX NOMyYeHHbIX 3HaYeHui. MpaHuLpbl AnanasoHa
0XMAaeMbIX 3HAYEHUN AN19 XEeHWMWH NpeAcTaBeHbl B CnesyHoLlen
Tabnuue B LeHTpanbHOM 90%-M MHTepBane.

3HauyeHnsa KOHLeHTpaymu nponakTuHa

Monyna-  Kon- ng/mL miu/L
uua Bo MepguaHa [manasoH MepauaHa Ovana3oH
Mprvbl 100 6.99 3.46-19.40 146.79 72.66 - 407.40
HeHuHb! 100 10.29 5.18-26.53 216.09 108.78-557.13
ICNELNDOUNYECKUE PABOYME
XAPAKTEPUCTUKIN

B flaHHOM pasfefie NpescTaB/eHbl AaHHble N0 penpe3eHTaTUBHbIM
pabounum xapakTepucTukam. Pe3ynbTathbl, MOMyYEHHbIE B OTAEMbHbIX
naGopaTtopusix, MOryT OTINYATLCS OT NPUBEAEHHBIX AaHHbIX.

Ha ananusartope Alinity i n cucteme ARCHITECT i System
MCNONb3YIOTCA OfHW W T€ Xe peareHTbl U COOTHOLWeHUA obpasual
peareHTa.

Ecnu He ykaszaHo apyroe, BCe WCCNe0BaHWsi NPOBOAWINCH Ha
aHanusarope Alinity i.

BocnpownssBogmMmocTb

Bocnpon3soAuMocTb BHYTpK nabopartopuu

Bb710 NpoBeAeHO MccnefoBaHne B COOTBETCTBUM C
pekomeHpaumamu fokymeHta CLSI EP05-A2. VccnefoBaHue
NpoOBOANIOCH C UCMONb30BaHWeM 1 cepum MponakTuH PeareHToB
(Alinity i Prolactin Reagent Kit), 1 cepun MponakTuH Kanubpatopos
(Alinity i Prolactin Calibrators) n 1 cepumn MponaktH KOHTPONbHbIX
matepuanos (Alinity i Proiactin Controls) Ha 1 ananu3aTope. Tpu
naHesIM Ha OCHOBe NpOTenHOBOro bydepa GblaN NPOTECTUPOBAHBI He
MeHee YyeM B 2 NoBTOpax 2 pasa B fieHb B TedeHne 20 aHell.\®

BHyTpu cepuu (noBTo-  BHyTpW naGopatopuu
Kon-  Cpegree psiemMocTb) (obwee)
O6paseL BO (ng/mL) CKO %KB CKO %KB
Maxens 1 120 7.54 0.124 1.6 0.194 2.6
Maxens 2 119 18.38 0.275 15 0.393 21
Maxens 3 119 38.75 0.653 17 1.079 2.8

® BkntoyaeT BapnabenbHOCTb BHYTPU CEPUN, MEXZY CepUsMu
Mexay AHAMU.

Abbott



BHyTpu cepun (noBTO-  BHyTpU nabopatopuu

Kon-  Cpegnee psIEMOCTb) (obujee)*
O6pasel, BO (mlU/L) CKO %KB CKO %KB
Maxens 1 120 158.41 2.603 1.6 4.064 2.6
MaHens 2 119 385.93 5.775 15 8.249 21
Mavenb 3 119 813.72 13.7117 17 22.663 28

® Bk/ioyaeT BapuabenbHOCTL BHYTPU CEPUN, MEXAY CepUsiMi 1
MEeXAY AHAMN.

HW)KHWe rpaHnLbl N3mMepeHns

Bblno NpoBefjeHO 1cCneoBaHne B COOTBETCTBUM C
pekomeHfaunamun gokymeHta CLSI EP17-A2. UccnepoBanue
NpOBOAMNOCH C UCNONb30BaHWeM 3 cepuit MponakTuH PeareHToB
(Alinity i Prolactin Reagent Kit) Ha 2 aHanmM3aTopax B TeyeHue He
MeHee 3 aHeil. Hanbonee BbICOKMe 3HaueHuUs npefena 6naqka
(NB), npepena obHapyxeHus (MO) n npegena KOANYECTBEHHOTO
onpegenenus (MKO) npuBefeHbl Huxe M

ng/mL mlU/L
ne" 0.45 9.45
non 0.47 9.87
MKo" 0.79 16.59

® Tb onpeaeneH kak 95-i NpoLeEHTUNb NO pesynbTaTam
nccnefoBaHna 06pasLoB ¢ HyNeBON KOHLeHTpauueld aHanuTa B N
a 60 nosTOpax.

A MO onpeaeneH kak camas HW3Kas KOHLEHTpauus, npu
KOTOPOW aHaNUT MOXET BbITb BbIfBNEH C 95%-i1 BEPOATHOCTbLIO

no pesynbTatam UccnefoBaHWs 06pasLoB C HU3KUMU YPOBHAMMN
KOHLeHTpauum aHanuta B n a 60 noBTopax.

MKO onpefeneH Kak camast HU3kas KOHUEHTpauus c obuiei
nonyctumoit own6bkoin S 1.25 ng/mL no pesynbTatam mMccnegsoBaHms
06pasyoB C HA3KUMN YPOBHAMU KOHLIEHTPaLuu aHanuta B na 60
noBTOpax.

JlnHeliHoCTb

Bblno NpoBeAeHO MccneaoBaHne B COOTBETCTBUM C
pekomeHaauuamu fokymenTa CLSI EPO6-AN®

JINHENHOCTb [aHHOTO TecTa COXPaHsSeTCA B MHTepBane W3MepeHus
0.82 - 200.00 ng/mL (17.22 - 4200.00 mIU/L).

AHannTnyeckas cneymuyHoCcTb

[aHHoe uccnegoBarune nposogunock Ha cucteme ARCHHECT |
System.

K o6pasLam CbIBOPOTKM KPOBW YenoBeka, Cofepxallei

13-16 ng/mL nponaktuHa, 6blan fo6aBNEHbI
thonnmkynoctumynupyowmii ropmoH (®CI), XopmoHUYeckmii
roHagoTponuH Yenoseka (XMY), ropmoH pocta yenoseka (FP),
nnaleHTapHbIi naktoreH yenoseka (M/14), NOTENHN3NPYIOLLNiA
ropmoH (/7) unm TMpeoTponHbIi ropmoH (TTI) B onpeaeneHHbIX
KOHLeHTpauusx. PesynbTatbl NpeAcTaBieHbl B Tabanue Huxe.

MoTeHunanbHbIi kpoce- MccnepoBaHHas KOHLEH-

peakTaHT Tpayua Kpocc-peakTusHocTb (%)
ocr <1000 miU/mL 0
x4 <100 000 mlu/mL 0
P < 1000 ng/mL 0.03
4 <100 000 ng/mL 0
nr < 5000 miLI/mL 0.001
T < 20000 plu/mL 0
NHTepdepeHums

[aHHoe uccnegoBaHne npoeoaunock Ha cucteme APCHITECT |
System.

MoTeHumanbHas nHTepepeHuns remornobuHa, 6unmpybuna,
Tpurnnuepuaos n 6enka bbina nccnegosarHa B Tecte ANMCHITECT
Prolactin. Tect ARCHITECT Prolactin npogemMoHcTprpoBan MeHee
10% uHTephepeHL M CO CTOPOHbI CeAyLWMUX NOTEHLMANbHO
MHTEP(EepPUPYIOLLNX BELLECTB:
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MoTeHynansLHo MHTepepupyloLme

BelLecTBa KoHLeHTpaLus uHTepdepeHTa
Temorno6uH < 500 mg/dL
Buanpy6uH < 20 mg/dL
Tpuranuepuapl < 3000 mg/dL

Benok <12.0g/dL

CpaBHeHVe MEeTOL0B
Bbifo NpoBeAeHO 1CCneaoBaHne B COOTBETCTBUN C
pekomeHgauusamu gokymeHta CLSI EP09-A3 ¢ ncnonb3oBaHueM
meTofa perpeccuu Passing-Bablok.@®@’

Koadhdpu-

uneHt  [epe-

Egn- Kon- «koppens- cevye- Ha- [vnana3soH
HULbl  BO yum HUE  KIOH  KOHLeHTpaLuu
Alinity i Prolactin CbiBopotka ng/mL 200 0.99 058 1.03 1.12-178.04
BCPaBH.C KpoBy
ARCHITECT

CoiBopotka mlU/L 200 0.99 1212 1.03 23.42-3738.84
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®opmar uncen:

B kauyecTBe pasgenuTens TbiCAY UCnonb3yeTcs npoben (npumep:
10 000 o6pasLos).

B kauecTBe pasfenntens AecATUYHbIX 3HAKOB UCMOJb3yeTcs
Touka (npumep: 3.12%).
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NPUNOXEHWE

K WHCTPYKUMM MO  npumeHeHnio MW: Habop peareHTOB Ans
KOMNYECTBEHHOTO onpegeneHus nponakTuHa
VIMMYHOXEMWUIOMUHECLIEHTHBIM METOZOM B CbIBOPOTKE U N/1a3Me KpoBy
uenoBeka Ha MMMYHOXMMUYECKMX aHannsatopax Alinity i «MponakruH
PearenTbl (Alinity i Prolactin Reagent Kit)» gns Poccum.

YCNOBWA  TPAHCMOPTWPOBKW u  XPAHEHUA  W3genue
peKoMeHAyeTCs TpaHCcrnopTMpoBaTb npu Temnepatype 2-8“C. WUspgenve
0CTaeTcs CTabubHbIM [0 OKOHYaHWA CPOKA FOfHOCTM, YKa3aHHOrO Ha
ynakoBke. [pn TPaHCNOPTUPOBaHUM C HapylleHWeM TemnepaTypHOro
pexuma wn3gense He NOAMNEXAT NPUMEHEHMIO. TpaHCMOpPTMPOBKa
OCYLLECTB/ISIETCAA BCEMM BUfAMN TPAHCMOPTa B KPbITbIX TPAHCMOPTHBIX
CpeAcTBax B COOTBETCTBMM C  MpaBuiaMu  MepeBO3KM  IPYy30B,
[efiCTBYIOWMMM Ha KaX/0M BWZE TPaHCMopTa.

XpaHeHWe u3genuii JOMKHO OCYLLECTBNATLCA MU Temnepatype OT 2°C
fo 8°C B XOMogWIbHbIX Kamepax WM B XOMOAMNbHUKAX,
obecneunBaroLyX perfaMeHTPOBaHHbI TeMNepaTypHbIA Pexum.
TAPAHTUMHBIE OBA3ATENBCTBA

Mpon3BoauTeNb rapaHTMPyeT, 4TO MpW MPaBUILHOM XPaHeHUd K
obpalleHun u3fenne OCTaeTcs CTabuibHbIM [0 UCTEYEHUs CpOoKa
rOAHOCTU. MaKCUMasibHbIi CPOK FOAHOCTU MEAULIMHCKOrO U3fenns He
6onee 12 mecsueB C Aatbl nNpowsBoacTBa. M3genve, xpaHuslieecs C
HapylleHNemM  persiaMeHTUpPOBAHHOrO  MPOM3BOAUTENIEM  PEXUMA,
MPUMEHEHMIO HE NOJNEXNT.

TEXHWYECKOE OBCNYXUBAHUE

He TpebyeTcs.

TEKYW,MA PEMOHT

He TpebyeTcs.

OAHHBIE ANA YTUAU3ALUN N YHUUTOXEHUA MEAULWHCKOTO
N3QENNA

MeauumHCKoe n3genue yTUAU3NPYIOT U YHUUTOXAOT B COOTBETCTBUN C
npasunamu obpalleHus c MeANLMHCKAMM oTxo4amu,
pernameHTupytowmummcs  Canlud - 2.1.7.2790-10 ot 12.12.2010
«CaHNUTapHO-3aNuaemMnonornyeckne  Tpe6osaHms K obpalieHnio ¢
MeAULMHCKUMM 0TXOAaMi».

Heo6x0AnMo cnefoBaTh HaLMOHa/bHLIM CTaHfapTam npu nepejave u
YTUNN3aLMN U30ENNS, ero KOMMNOHEHTOB 1 YNaKoBKW.

NMEPEYEHb  CTAHJAPTOB, KOTOPbIM  COOTBETCTBYET
MEAWUWHCKOE U3AENUNE

1SO 9001:2008, ISO 13485:2003, I1SO 13485:2003 (Bkntouass CMDCAS)
MOTEHUWANBHbLIA NOTPEBUTENb

MeauumHckoe n3genue «Mponakru PeareHTbl (Alinity i Prolactin Reagent
Kit)» npegHasHauyeHO [ANS WCNONb30BAHWUA B Pa3NYHbIX KIMHUKO-
NnabopaTopHbIX YCMOBUAX, BKMOYasl, 6e3 orpaHnyeHus, BO/bHULbI,
[MarHoCTUYeCKNe LEHTPbI, pediepeHTHble 1abopaTopun 1 yupexaeHns
nepennBaHns KpoBW MO BCeMy MUPY, NEPCOHas KOTOPbIX MpoLuen
06y4eHue no 1cnonb3oBaxmuio aHanusatopa Alinity i.

NHOOPMALUMA O HANWYAW B MEAULWHCKOM U3JENNK
NEKAPCTBEHHOIO CPE[JCTBA

He cogepxur

CTEPUNBHOCTb

MocTaBnsieTcs B HecTepuibHOM  Buge. CTepunusaums  nepeq
NPYMeEHeHeM He TpebyeTca. B
WHO®OPMALMUA O BOSMOXHOCTU MOBTOPHOIO MPAMELNEHNA
He nofnexuT nOBTOPHOMY MPUMEHEHMIO. -,

MATEPUA/BI XVUBOTHOIO NMPOUCXOXAEHNIA "

MaTepuanbl  XWBOTHOTO — MPOUCXOXAEHUSI  MPOBEPEHbI W PUCKU
npumeHeHnss MW ykasaHbl B MMacnopTe 6e3onacHocTu. MMacnopta
6e30MacHOCTV MOXHO HaiiTn Ha caiite www.abbottdiagnostics.com wm
obpatuTech K MECTHOMY NpefCTaBuUTeNto.

NMOKA3AHNA N MPOTUBOMOKA3AHUA K NPUMEHEHWIO

He npumeHnmo.
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SUGO CHAMBER OF COMMERCE (INC)
CERTIFIED CORRECT INALL GOOD FAITH
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3660TT VpnaHgnsa Ten:+353 43 3331000
AwnarHocTuuyeckoe nogpasfesieHue, dakc: +353 43 3331001
NucHamyk, JloHrdopa,

rpaccteo JloHrdopa, NpnaHauna

<nognucaHo> 10.04.2019.

Moanuck: <nognucaHo> [Oata; 10.04.2019 .
Hopa ®unuygxkepanbg

CneumnanucT perynaTopHoro otgena

3660TT VipnaHaus, AmarHocTnuyeckoe nogpasgeneHme

NwvcHamyk, JToHrdops

MpatcTBo JTIoHrdopA

Wpnangusa

/MeyaTsb: AnarHocTMYeCcKoe noapasgeneHne 3660TT, rpadcTBo JIoHrgopa/

/MeyaTb: TOPFTOBASA MANIATA C/TAVIO (MHK)
MOANMMHHOCTbL 3ACBUAETE/IbCTBOBAHA IOBPOCOBECTHO

YnonHoMo4eHHOoe nnuo /nognucaHo/11.04.2019 r./

/MeyaTb: TOPFOBAS MAMATA C/TAVIO (MHK)
3ABEPEHHbI CEPTU®UKAT O MPOVICXOXKAEHNN/

O ~ #»—-O

MepeBof C aHIMIACKOrO Si3blKa Ha PyCCKWiA A3bIK BbIMOMHEH NepeBogvnkomM LLlaTuepbim Mnbel
ANEKCEEBUYEM
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Poccuiickas degepaums. Mopoa MockBa.

BocemHaguaToOro anpesns ABe ThiCAYN AeBATHaALATOro roga.

A, baxTaase Anbmupa OpbeBHa, HOTapuyc r. MockBbl, CBUAETE/IbCTBYIO MOLJIMHHOCTb
noanucu nepesogynka WartHeBa inbn AnekceeBuua.

Moanucb caenaHa B MOEM MPUCYTCTBUMN.
JInyHocTb nognucasllero JOKYMEHT yCTaHOB/eHa.

3apeructpupoBaHo B peectpe: No 77/52-H/77-2019-eP-//0

B3bickaHo no Tapudy 100 py6.
3a OKa3aHue ycnyr npaBoBOro N TeXHNYECKOro Xapakrepa: --

9.10. baxTagse

Bcero npowHypoBaHo, npo*mepoBaHa”
W CKpenseHo neyatbio...., XK ;T..../ICT.,
HoTtapuyc.
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