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I, Olivia Mullen, Regulatory Affairs Specialist, Abbott Ireland Diagnostics Division, Longford,
Ireland, hereby certify that the attached documents that keep the number of pages indicated
below are the IFU. This document is in a full accordance with actual technical documentation of
manufacturer.

A, OnuBma MynneH, CneunanucT perynsaTopHoro otaena, 3660TT [uMarHOCTUMYeCKoe
Moppasgenenve WpnaHgusa, Jlodrdopa, WpnaHgua (Olivia Mullen, Regulatory  Affairs
Specialist, Abbott Ireland Diagnostics Division, Longford, Ireland), HacToAwmMM yA0CTOBEpPSIO,
4TO MpunaraeMblii JOKYMEHT B HUXKeNpMBeLeHHOM 06beMe CTpaHuL, fABnsetcs VHCTpyKuven no
NPUMEHEHNI0. ITOT [JOKYMEHT TMOJIHOCTbIO COOTBETCTBYIOT (DAKTUYECKOW [OKyMeHTauuu
NpoV3BOANTENS.

MHCTpyKUMA Mo npumMeHeHUt0 Ha meauunHckoe nsgenue (IFU for medical device):

Hab6op peareHTOB 47151 KO/IMYECTBEHHOIO onpeAeneHns oMKy N0CTUMYNNPYHOLLLEro
rOpMOHa MMMYHOXEMU/TIOMUHECLLEHTHBLIM METOA0M B CbIBOPOTKE U NJla3Me KPOBU
yesioBeKa Ha UMMYHOXMMMNYecKMx aHannizatopax Alinity i "®CIT PeareHTbl (Alinity i FSH

Reagent Kit)"

CocrTas (contents):

# Title Number
of pages

1 IFU for Alinity i FSH Reagent Kit with ADDENDUM for Russia. 8

2. VIHCTPYKLMER No MPUMEHEHUIO AN MEAULMHCKOro usgenns ®CIr 9

PeareHTbl (Alinity i FSH Reagent Kit) ¢ npunoxeHnem gna Poccun

Mo TEKCTY MHCTPYKLUMM BCTPEYatOTCH BapuaHTbl HaMMeHOBaHWU MeLVNLUHCKUX WU3Aenui,
npuBeAeHHbIe B TabnLe HKe, KOTOPble ABMAKOTCA CNpaBeA/iMBbIMU U paBHO3HaYHbIMKU (IFU
contains the following true and equivalent short names of medical devices listed in table):

+ r+— +
HanmeHoBaHne" HanmeHoBaHMe MeAMLIMHCKOrO U3Jenns Ha CokpaltieHHoe
Ha aHrIMACKOM  PYCCKOM A3blKe-' HauMeHoBaHue
A3bIKe
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Olivia Mullen

Habop peareHTOB 15 KO/IMYECTBEHHOIO ®CI PeareHTsl
onpegeneHns HonIUKyN0CTUMYNNPYIOLLErO (Alinity i FSH
ropMOHa UMMYHOXEMUTIOMUHECLEHTHbIM Reagent Kit)
METOJ0M B CbIBOPOTKE W Njia3Me KpoBw

yesI0BeEKa Ha UMMYHOXMMUYECKNX

aHanusatopax Alinity i "®CI" PeareHTbl

(Alinity i FSH Reagent Kit)"

KanubpaTopb! ans obecrnedyeHus npasunbHocT  PCIT KanmbpaTopsl
KO/IMYECTBEHHOI 0 OnpeAeNieHns (Alinity i FSH
(hONIMKYNOCTUMY/IMPYIOLLLErO rOPMOHa Calibrators)
MMMYHOXEMUTIIOMUHECLLEHTHBIM MEeTOLOM B

CbIBOPOTKE W Nyia3Me KPOBW Ye/loBeKa Ha

NMMYHOXUMUYeCKMX aHanusatopax Alinity i

"®CIT Kanubpatopsbl (Alinity i FSH

Calibrators)"

KoHTponbHble MaTepuanbl ans noateepxkaeHns  ®CI KOHTponbHbIe
BOCMPOM3BOANMOCTY 1 MPaBUIbHOCTY Matepuasbl (Alinity i
KONNYECTBEHHOTO ONpeaeneHus FSH Controls)
(hONININKYNOCTUMYNPYIOLLLEr0 FOPMOHa
NMMYHOXEMU/TIOMUHECLLEHTHLIM METOAO0M B

CbIBOPOTKE W Ma3mMe KPOBM YesioBeKa Ha

NMMYHOXMMUYEEKUX aHanusatopax Alinity i

"®CI" KoHTposnbHble matepuanbl (Alinity 1 FSH

Controls)"

Date:

Regulatory Affairs Specialist
Abbott Ireland Diagnostics Division
Lisnamuck, Longford

Co Longford
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Alinity i
FSH Reagent Kit

Read Highlighted Changes: Revised April 2018.

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

H name
Alinity i FSH Reagent Kit

BINTENDED USE
The Alinity i FSH assay is a chemiluminescent microparticle
immunoassay (CMIA) used for the quantitative determination of
follicle stimulating hormone (FSH) in human serum and plasma on
the Alinity i analyzer.

ISUMMARY AND EXPLANATION OF THE TEST
Human Follicle Stimulating Hormone (FSH, follitropin) is a
glycoprotein of approximately 30 000 daltons which, like luteinizing
hormone (LH, lutropin), human chorionic gonadotropin (hCG) and
thyroid stimulating hormone (TSH, thyrotropin), consists of two
noncovalently associated subunits designated a and p.” The a
subunit of FSH contains 92 amino acids and is very similar to the a
subunits of LH, hCG, and TSH." The p subunit of FSH is unique and
confers its immunological and functional specificity.'

FSH and LH control growth and reproductive activities of the gonadal
tissues." ®FSH promotes follicular development in the ovary and
gametogenesis in the testis.® » The gonadotroph cells of the anterior
pituitary secrete both FSH and LH in response to gonadotropin
releasing hormone (LHRH or GnRH) from the medial basal
hypothalamus.® Both FSH and LH are secreted in a pulsatile manner,
with rapid fluctuations over the normal range.® ~ The pulsatility

of FSH is less pronounced than that of LH. Release of both FSH
and LH from the pituitary is under negative feedback control by the
gonads.®

FSH in mature females acts to stimulate development of the ovarian
follicles. Circulating FSH levels vary throughout the menstrual cycle
in response to estradiol and progesterone. A small, but significant
increase in circulating FSH accompanies the mid-cycle LH surge.
However, the physiological significance of this increase is unknown.
Circulating levels of FSH decline in the luteal phase in response

to estradiol and progesterone production by the developing corpus
luteum. A

At menopause, ovarian function is diminished with concomitant
decrease in estradiol secretion. FSH and LH then increase
significantly in response to diminished feedback inhibition of
gonadotropin release.® ®In males, FSH, LH, and testosterone
regulate spermatogenesis by the Sertoli cells in the seminiferous
tubules of the testes. FSH is less sensitive to feedback inhibition

by testosterone than is LH and is thought to be regulated
independently by the inhibitory peptide inhibin produced by the
Sertoli cells.'® " Because of the negative feedback mechanisms
regulating gonadotropin release, elevated concentrations of LH and
FSH are indicative of gonadal failure when accompanied by low
concentrations of the gonadal steroids. In males, these observations
suggest primary testicular failure or anorchia.® FSH may also be
elevated in Klinefelter's syndrome (seminiferous tubule dysgenesis)
or as a consequence of Sertoli cell failure.” In females, situations in
which FSH is elevated and gonadal steroids are depressed include
menopause, premature ovarian failure, and ovariectomy, while with
polycystic ovarian syndrome the LH/FSH ratio may be increased.®
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Abnormal FSH concentrations may also indicate dysfunction of the
hypothalamio-pituitary axis. In sexually mature adults, FSH deficiency,
together with low concentrations of LH and sex steroids, may
indicate panhypopituitarism.”* This can result either from a decrease
in the release of GnRH or from a lack of response of the pituitary

to GnRH. Determination of serum FSH, following administration of
GnRH, may allow differentiation of these two conditions.®” The use
of oral contraceptives usually results in reduction of gonadotropin
levels due to negative feedback by these steroids.®

m BIOLOGICAL PRINCIPLES OF THE PROCEDURE
This assay is a two-step immunoassay for the quantitative
determination of FSH in human serum and plasma using
chemiluminescent microparticle immunoassay (CMIA) technology.
Sample and anti-p FSH coated paramagnetic microparticles are
combined and incubated. The FSH present in the sample binds to
the anti-p FSH coated microparticles. The mixture is washed. Anti-a
FSH 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
FSH 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.

m REAGENTS

Kit Contents

Alinity i FSH Reagent Kit 07P49

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.

[yg 07P4920 07P4930
Tests per cartridge 100 600
Number of cartridges 2 2
per kit

Tests per kit 200 1200
IMCROPARTICLES 1 6.6 mL 321 mL
ICONJUGATE 1 6.1 mL 316 mL

IMCROPARTICLESI anp-p FSH (mouse, monoclonal) coated
microparticles in MES buffer with protein (murine and caprine)
stabilizers. Minimum concentration: 0.1 % solids. Preservative:
antimicrobial agents.

ICONJUGATE I anl]-a FSH (mouse, monoclonal) acridinium-labeled
conjugate in MES buffer with protein (bovine) stabilizers. Minimum
concentration: 45 ng/mL. Preservative: antimicrobial agents.

Warnings and Precautions

¢ For In Vitro Diagnostic Use
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Safety Precautions

CAUTION: This product requires the handling of human specimens.

It is recommended that all human-souwced materials be considered

potentially infectious and handied in accordance with the OSHA

Standard on Blocdborne Pathogens, Biosafety Level 2 or other

appropriate biosafety practices should be used for materials that

contain or are suspected of contalning infectious agents,'2'6

Safety Data Sheets are available at www.abboticagnostics.com or

contact your local representative.

For & detailed discussion of safely precautions during system

operation, refer 10 the Alimity ci-series Operations Manual, Section 8.

Reagent Handling

* Lpon receipt, gently inveri the unopened reagen kit by rotating
it over and back for a full 180 degrees, 5 times with green label
strips facing up and then 5 times with green label stripe facing
down, This enswres that liquid covers al sides of the botties
within the cartridges. During reagent shipmert, microparticles
can settle on the reagent septum.

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

*  After mixing, place reagent cartridges in an upright position for
1 hour before use to aliow bubbies that may have formed to
dissipate.

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

* Reagents are susceplible 10 the formation of foam and bubbles.
Bubbles may interfere with the detection of 1he reagem level in
the cartridge and cause insufficient reagent aspiration tha) 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

Indications of Reagent Deterioration

Deterioration of the reagents may be indicated when a calibration
enor occwrs oF a control value 1s out of the specified range.
Associated lest resulls are invalid, and samples must be relested.
Assay racalibration may be necessary.

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

B INSTRUMENT PROCEDURE

The Alinity i FSH assay file must be installed on the Alinity | analy2er
peios to performing the assay.

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

For information on grinting assay paramelers, refer to the Alnity ci-
series Operations Manual, Section 5.

For a detailed description of system procedures, refer to the Alinity
ci-series Operalions Manua).

Alternate Result Units

Edit assay parameter "Result Units”™ to select an alternate unit.
Conversion lormula:

(Concentration in Defaull result uni) x (Conversion factor) =
(Concentration in Akernate resuhl unit)

Oefaukt Resukt Unit  Comwersion Factor ARernate Result Unit
miUfmL 1 L

B SPECIMEN COLLECTION AND PREPARATION
FOR ANALYSIS

Specimen Types

The spacimen types lisied below were verified for use with this
assay.

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

Specimen Types Collection Tubes
Storage Maximum  Additionat Storege Serum Serum
Temperature  Storage Time Insivuctions Serum separator
Unopened 210 B'C Untd Store in upright position. Plasma Lithwm beparin
expiration ! cartridge does nol Sodium heparin
date remain upright, gently Potassium EDTA
invert the cartridge 10
times and place in an *  The instrumant does not provide the capabiiity 1o verify specimen
upright position for 1 hour types. It is the respoasibiiy of the operator to verily that the
before use. corect specimen types are used in the assay.
Onboard fmm 30 deys Specimen Conditions
Smperahre » For accurate resuls, serum and plasma specimens should be
Opened 2109C  Unth Store in upright position. free of fibrin, red blood cefls, and ofher particulate malter. Serum
;::""0" if cartridge does not specimens from patients reconing anticoagulant or thrombolytic

remain vpright during
storage, discard the
cartridge.

Do not reuse original
reagent Caps or
repiacemem caps due to
the risk of contamination
and the potential to
compromise reagent
parormance.

Reagents may be stored on or off the system. If removed from ths
system, sioce reagens with new replacement caps in an upright
position at 2 1o 8°C. For reagents sicred off the system, it is
recommendod that they be stored in their original 1rays or boxas to
ensure ey remain upright.

For information on unloading reagents, refer 1o the Alinity ci-series
Operations Manual, Section 5.
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therapy may contain fibrin due 10 mcompiete clol formation.

* To prevent croas contamination, use of disposable pipettes or
pipette tips is recommendod.

Preparation for Anslysis

*  Foliow the tube manufacturer's processing instructions for
coBaction tubes. Gravity separation is not sulficient for specimen
preparation.

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

To ensure consistency in resulis, recentrifuge specimens prior to

testing if

* they contain fibsin, red blood cells, or other particulate matter.

NOTE: ¥ fitwin, red biood calls, or olher particulate matter are

observed, mix by low spead voriex or by gently inverting prior to

recenirifugation.
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Prepare frozen specimens as follows:
Frozen specimens must be completely thawed before mixing.
Mix thawed specimens thoroughly by low speed vortex or by
gently inverting.
Visually inspect the specimens. If layering or stratification is
observed, mix until specimens are visibly homogeneous.
If specimens are not mixed thoroughly, inconsistent results may
be obtained.
Recentrifuge specimens.
Recentrifugation of Specimens
Transfer specimens to a centrifuge tube and centrifuge.
Transfer clarified specimen to a sample cup or secondary tube
tor testing. For centrifuged specimens with a lipid layer, transfer
only the clarified specimen and not the lipemic material.
Specimen Storage

Maximum
Storage
Time

Specimen

Type
Serum/
Plasma

Temperature Special Instructions

2to 8'C 7 days If testing will be
delayed more than 24
hours, remove serum
or plasma from the
clot, serum separator
or red blood cells.

If testing will be
delayed more than

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

-10'C or
colder

12 months  Remove serum or
plasma from the clot,
red blood cells, or

separator gel.

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
07P49 Alinity i FSH Reagent Kit

Materials Required but not Provided

« Alinity i FSH assay file

¢ 07P4901 Alinity i FSH Calibrators

¢ 07P4910 Alinity i FSH Controls or other commercially available
controls

¢ 09P1540 Alinity i Multi-Assay Manual Diluent

« Alinity Trigger Solution

« Alinity Pre-Trigger Solution

« Alinity i-sehes Concentrated Wash Buffer

For information on materials required for operation of the instrument,

refer to the Alinity ci-series Operations Manual, Section 1

For information on materials required for maintenance procedures,

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

Assay Procedure

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

ci-series Operations Manual, Section 5.

¢ 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.
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¢ Maximum number of replicates sampled from the same sample
cup: 10
Priority:
«  Sample volume for first test: 75 pL
«  Sample volume for each additional test from same sample
cup: 25 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: 25 pL
- >3 hours on the reagent and sample manager:
" Replace with a fresh aliquot of sample.

« Refer to the Alinity i FSH calibrator package insert and/or Alinity
i FSH 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 an FSH value exceeding 150.00 mIU/mL (150.00 IU/L)

are flagged with the code "> 150.00 mlU/mL" ("> 150.00 IU/L") and

may be diluted with either the Automated Dilution Protocol or the

Manual Dilution Procedure.

Automated Dilution Protocoi

The system performs a 1.5 dilution of the sample and automatically

calculates the concentration by multiplying the result by the dilution

factor.

Manual Dilution Procedure

Suggested dilution: 1.5

It is recommended that dilutions not exceed 1.5.

Add 20 pL of the sample to 80 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 > 0.25 mlU/mL

(> 0.25 IU/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 0.25 mIU/mL

(0.25 IU/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.

Calibration

For instructions on performing a calibration, refer to the Alinity ci-

series Operations Manual, Section 5.

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

Once a calibration is accepted and stored, all subsequent samples

may be tested without further calibration unless:

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

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

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

This assay may require recalibration after maintenance to critical

parts or subsystems or after service procedures have been

performed.
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Quality Control Procedures

The recommended control requirement for the Alinity i FSH assay is

that a single sample of each control level be tested once every 24

hours each day of use.

Additional controls may be tested in accordance with local, state,

and/or federal regulations or accreditation requirements and your

laboratory’s quality control policy.

To establish statistically-based control limits, each laboratory should

establish its own concentration target and ranges for new control lots

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

¢ Multiple stored calibrations

« Multiple reagent lots

¢ Multiple calibrator lots

« Multiple processing modules (if applicable)

« Data points collected at different times of the day

Refer to published guidelines for information or general control

recommendation, for example Clinical and Laboratory Standards

Institute (CLSI) Document C24-A3 or other published guidelines, for

general quality control recommendations.’ ®

« If more frequent control monitoring is required, follow the
established quality control procedures for your laboratory.

« If quality control results do not meet the acceptance criteria
defined by your laboratory, sample results may be suspect.
Follow the established quality control procedures for your
laboratory. Recalibration may be necessary. For troubleshooting
information, refer to the Alinity ci-series Operations Manual,
Section 10.

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

Commercial controls should be used according to the guidelines

and recommendations of the control manufacturer. Concentration

ranges provided in the control package insert should be used only for
guidance.

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

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

assay package insert.

Quality Control Guidance

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

guidance on laboratory quality control practices.’”

Verification of Assay Ciaims

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

Assay Claims in the Alinity ci-series Operations Manual.

BRESULTS

Calculation

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

For information on alternate result units, refer to the INSTRUMENT
PROCEDURE, Alternate Result Units section of this package insert.

Flags

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

Measuring Interval

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

The measuring interval of the Alinity i FSH assay is 0.11 to

150.00 mlu/mL (0.11 to 150.00 IU/L).
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BILIMITATIONS OF THE PROCEDURE

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

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

¢ 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 Alinity i FSH 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."®

m EXPECTED VALUES

This study was performed on the ARCHITECT i System.
Representative performance data are provided in this section.
Results obtained in individual laboratories may vary.

It is recommended that each laboratory determine its own reference
range based upon its particular locale and population characteristics.
The suggested normal range for the ARCHITECT FSH assay
represents the FSH values obtained from 150 normal males, 34
post-menopausal females (not on hormone replacement therapy)
and 44 normal cycling females. For this study, the follicular phase
was defined as the period of time from 10 to 4 days prior to the
mid-cycle peak. The luteal phase was defined as the period of time
from 4 to 10 days following the mid-cycle peak. Cycle days were
synchronized to the mid-cycle peak (the day when LH values are
most elevated). The results are presented in the following table.
(NOTE: 44 women participated in the study for serial blood draws.
At the time of testing for ARCHITECT FSH, only 42 of the mid-cycle
samples were available for testing. Samples from all 44 women were
included in the Follicular and Luteal Phase expected values testing.)

FSH Value (mlU/mL)"

Range
n Mean (Central 95%)

Males 150 3.37 0.95-11.95
Normally Menstruating Females

Follicular Phase 144 4.95 3.03-8.08
Mid-Cycle Peak 42 9.62 255 -16.69
Luteal Phase 138 275 1.38-5.47
Post-Menopausal Females 34 59.71 26.72 - 13341

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

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

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

Precision

Within-Laboratory Precision

A study was performed based on guidance from CLSI EP05-A2.~
Testing was conducted using 1 lot of the Alinity i FSH Reagent Kit,
1 lot of the Alinity i FSH Calibrators, and 1 lot of the Alinity i FSH
Controls and 1 instrument. A three-member, calf serum-based panel
was assayed in a minimum of 2 replicates at 2 separate times per
day on 20 different days.
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Mean Within-Run Within-Laboralory
miUu/mL (Repealabllity) (Tolal)=
Sample n (D) o ey so Yev
Panel 1 115 5.07 0.091 18 0.097 19
Panel 2 120 25.73 0.435 17 0.496 19
Panel 3 120 79.77 1.785 22 2.136 27

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

Accuracy by Recovery

This study was performed on the ARCHITECT | System.

Known concentrations of World Health Organization (WHO) 1st
International Standard (IS) FSH 92/510 were added to 11 aliquots of
human serum at 2 concentration levels (20 mlU/mL and 40 mlU/mL).
The concentration of FSH was determined using the ARCHITECT
FSH assay. The mean recovery of WHO 1st IS FSH is 96.05%.

Lower Limits of Measurement

A study was performed based on guidance from CLSI EP17-A2.M
Testing was conducted using 3 lots of the Alinity | FSH Reagent Kit
on each of 2 instruments over a minimum of 3 days. The maximum
observed Limit of Blank (LoB), Limit of Defection (LoD), and Limit of
Quantitation (LoQ) values are summarized below.

miU/mL (/L)

LoB* 0.01
LoD" 0.02
LoQ' 0.11'

" The LoB represents the 95th percentile from n > 60 replicates of
zero-analyte samples.

The LoD represents the lowest concentration at which the analyte
can be detected with 95% probability based on n > 60 replicates of
low-analyte level samples.

The LoQ was determined from n a 60 replicates of low-analyte
level samples and is defined as the lowest concentration at which a
total allowable error of 23% was met.

The LoQ value of 0.11 mlU/mL (0.11 IU/L) reflects the maximum
observed LoQ after excluding a single outlier replicate for the panel
at 0.5 mlU/mL (0.5 IU/L) that was observed during this study. The
maximum observed LoQ value including the single replicate outlier
was 0.20 mlu/mL (0.20 IU/L).

Linearity

A study was performed based on guidance from CLSI EP06-AM
This assay is linear across the measuring interval of 0.11 to
150.00 mlu/mL (0.11 to 150.00 IU/L).

Cross-Reactants

This study was performed on the ARCHITECT | System.

The specificity of the ARCHITECT FSH assay was determined

by studying the cross-reactivity of LH, TSH, and hCG. Aliquots of
processed bovine serum were supplemented with 250 mlU/mL LH,
100 plU/mL TSH, and 200 000 mlU/mL hCG and assayed for FSH.
The cross-reactivity was calculated as a percent cross-reactivity and
was shown to be 0.002% for LH, 0.043% for TSH and 0.001% for
hCG.

interference

Potentially Interfering Endogenous Substances

This study was performed on the ARCHITECT i System.
Potential interference from hemoglobin, bilirubin, triglycerides,
and protein was studied in the ARCHITECT FSH assay. These
compounds showed s 10% interference in the ARCHITECT FSH
assay at the levels indicated.

Potentially Interfering Substance Interlerent Level

Hemoglobin < 500 mg/dL
Bilirubin < 20 mg/dL
Triglycerides < 3000 mg/dl.
Protein i 12g/dL
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Method Comparison

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

Sample Correlation Conceniralion
Type Units n Coefficienl Intercept Slope Range
Alinity i FSH Serum  mlU/mL 136 1.00 0.09 0.98 0.25-146.84
(v
FSH
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ADDENDUM
to the Instruction for Use Alinity i FSH Reagent Kit for Russia
SHIPPING AND STORAGE CONDITIONS

Recommended shipping conditions for devices are 2-8°C. Medical devices must be stored in
refrigerators/refrigerator chambers to ensure regulated temperature conditions with a daily temperature record.

Medical devices must be carried out in single-use thermal containers containing coolant elements, or in reusable
thermo containers with automatically maintained temperature or in refrigerated trucks using thermal indicators.

Device is stable until the expiration date indicated on the package. Device is no longer suitable for use if shipping
temperature limits have been violated. Ship in an any kind of enclosed carrier vehicle in accordance with shipping
rules, applicable to the respective type of transport.

WARRANTY

Manufacturer guarantees that device remains stable until the expiration date when stored and handled as intended.
Manufacturer set the maximum shelf life of

Alinity i FSH Reagent Kit- 18 months from date of manufacturing.
MAINTENANCE

Not required.

REPAIRS

Not required.

DESTRUCTION AND DISPOSAL OF A MEDICAL DEVICE

Destruct and dispose of a medical device in accordance with the requirements of SanPin 2.1.7.2790-10 dated
December 12, 2010 “Sanitary-epidemiological Requirements for the Management of Medical Waste”.Transmit and
dispose of a product and its components and packaging in accordance with local regulations.

LIST OF APPLICABLE STANDARDS

98/79/EC, 1272/2008/EC (CLP), 1907/2006/EC (REACH), 80/181/EEC, 2009/3/EC, 1069/2009, Regulation (EC)
142/2011, CLASS 2013, WHSR Part 7.1, EN 1SO 9001, ISO 13485, EN ISO 14971, EN 13641, EN 13612, EN ISO
15223-1, EN 980 EN ISO 18113-1, EN ISO 18113-2, EN ISO 18113-3, EN ISO 23640, EN SO 20776-1, EN 13975,
EN ISO 17511, EN ISO 15194, ISO 80000-1

POTENTIAL USER

The Alinity i FSH Reagent Kit is intended to be used in a variety of clinical and laboratory conditions, including,
without limitation, hospitals, diagnostic centers, reference laboratories and blood transfusion facilities around the
world, whose personnel have been trained in the use of the Alinity 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 is intended for one-off usage
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MATERIALS OF ANIMAL ORIGIN

Matesials of animal origin are tested and risks of using MD are indicated in SDS. Safety Data Sheets are available
at www.abbottdiagnostics.com or contact your local representative,

INDICATIONS AND CONTRAINDICATIONS FOR USE
Not applicable,
TECHNICAL CHARACTERISTICS
- Microparticles. pH-vakie at 20 °C: 6
Density at 20 °C: 1.076 g/cm3
-  Conjugate: pH-value at 20 °C: 6.3
Density at 20 °C: 1.008 gicm3
COMPATIBILITY RESTRICTIONS OF MEDICAL DEVICE
No available data.
COLOUR AND ODOUR

Microparticles: Brown and Characteristic
Conjugate: Colourless and odourless
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Alinity i

CrI PeareHTbl (Alinity i FSH Reagent Kit)

Cm. Bblge/ieHHble U3MeHeHus. Pepakuus; anpens 2018.

Heo6X0AMMO TOYHO CriefoBaTh WHCTPYKUMAM. TMpu OTKIOHEeHUU oT
VHCTPYKUMI HafeXHOCTb pe3y/bTaroB TecTa He rapaHTvpyercs.

IHAVMEHOBAHWE (CokpalyeHHoe)
®CrI" PeareHTbl (Alinity i FSH Reagent Kit)

IHA3HAYEHVE

TecT ¢ ucnonb3osaHnem PCI PeareHTbl (Aiinity i FSH Reagent

Kit) sBnsieTcst XeMUMTIOMUHECLEHTHBIM UMMYHOAHa/IN30M Ha
MuKkpoyacTuuyax (CMIA) gns KONMYECTBEHHOrO onpeaeneHnst
onnukynoctTumynupyolero ropmoHa (®CrIr) B CbIBOpOTKe ¥ nnasme
KPOBW YenoBeka Ha aHanm3atope Aiinity i.

m KPATKOE OMNMMCAHUWE TECTA
honnmkynocTMmMynupytowmii ropMoH yenoseka (®CIT, honImMTponuH)
ABNSETCSH [NIMKONPOTENHOM C NPUBIU3NTENBHOW MonekynsipHoi
maccoli 30 000 [anbToH, KOTOPbIA, Kak 1 NI0TEUHU3UPYHOLLKIA
ropMoH (/T7, NMHOTPONUH), XOPUOHUYECKMIA TOHAAOTPOMNMWH YenoBeka
(Xr4) u TupeoTponHbIli ropMoH (TTT, TUPEOTPONMH), COCTOUT U3
[BYX HEKOB&J/IEHTHO CBSA3aHHbLIX CyObeaunHNL, 0603HavYaembIx a u
p,’ a-Cy6bveguHuua ®CI coctout 13 92 aMMHOKUCNOT U OYEHb
cxofHa ¢ a-cy6beauHuuamu T, XrY n TTr.' P-Cy6beamHuua

®CrI yHuKasibHa, oHa 06yCnoB/IMBaET UMMYHOOTUYECKYIO 1
(PYHKLMOHA/IbHYIO CreundUYHOCTb ropMoHa.’

GCI 1 /Il KOHTPONUPYIOT pa3BUTUE U PYHKLMOHA/IbHYIO aKTUBHOCTb
roHag. N N ®CI ctumynupyeT passuTue ho/IMKY/I0B B AMYHUKAX

1 rameToreHes B sAinukax.”  KneTku-roHafoTpodbl nepesHeit

nonu runodmsa cekpeTtunpytoT @CI n /Il B OTBET Ha BbIGPOC
roHagonuéepuHa (Pp/IT wam NIMr-Pr) 13 meananbHOR yactu
rmnotaniamyca.® Cekpeunss ®CI n JIN NpoOMCXO4UT LNKINYECKN

C yyvallleHHbIMK KonebaHuamMn cBepx npeaesnos AvanasoHa
HOPMasIbHbIX 3HAUYeHWA.®' " CTeneHb konebaHuii yposHa (CI
MeHee BblpaxeHa, yem JT. Bbibpoc CIT n /T n3 runodmsa
KOHTPO/IMpYeTCA roHaZiamMn No MexaHW3Mmy oTpuuaTeslbHON 06paTHOi
CBAN.®

Y xeHwuH ®CI ctumynupyeT passutne qoosINKYNI0B B ANUHUKE.
YposeHb OCIT B KPOBM BapbupyeT B TEYEHWE MEHCTPYaslbHOro
LyKNa B 3aBUCMMOCTU OT YPOBHSI 3CTpajMosia 1 nporectepoHa.
He6orblloe, HO 3HauYMMoe yBenmyeHve yposHs ®CI conposoxjaeT
Bbl6poc JII B cepeaunHe umkna. OgHako dmsnonornyeckoe
3Ha4YeHne 3TOro yBesIMueHns Hen3BecTHO. YposeHb (OCI B

KPOBW YMeHbLLaeTCA B JIIOTEMHOBYIO (ha3y B OTBET Ha BbIpaboTKy
3CTpaguona 1 nporectepoHa PopMMPYOLLIMMCS XeNTbiM Te/IoM.®' ®
Bo Bpems MeHonay3bl aKTUBHOCTb AWYHWUKOB W, CrefoBaTesibHo,
cekpeumsa acTpagmona cHuxarTca. YposHn ®CIT v /I 3HaUnTeIbHO
BO3pAacTaloT B OTBET Ha YMEHbLUEHNE WHIMOUPYIOLLEro BAUSHUA
rOHaf0TPONMHOB.® ®Y MyxunH ®CI, JIN 1 TecToCcTepOoH

perynmpytoT cnepMaroreHes B knetkax CepTonim CeMeHHbIX
KaHanbLeB simyek. Boibpoc CIT MeHee 4yBCTBUTENEH K BAUSHUIO
YPOBHA TECTOCTEpOHa N0 MexaHu3My 06paTHON CBS3U, Yem

JT, » cunTaeTcs, YTO OH perynnpyeTcss He3aBUCUMO Genkom
WNHIMBMHOM, BblpabaTtbiBaeMbiM kneTkamu Ceptonn.'®' "

MockosbKy BbIGPOC rOHaLOTPONUHOB PEryIMPYeTCs N0 MeXaHu3my
oTpuLaTenbHOM 06paTHOl CBA3MW, MOBbILIEHWE KOHLEHTpaLmm

JIT n pCl B coYeTaHWUU C HU3KOW KOHLLeHTpawumeldi NonoBbIx
FOPMOHOB YKa3blBaeT Ha CHUKEHNE (PYHKLMWU TOHAA. Y MyXUMH
TakMe nokasaTtesin CBUAETENbCTBYIOT O NEPBUYHON SMYKOBOI
HeloCTaToO4HOCTU WM aHOPXWUW.™ YpoBeHb (PCIT MoXeT ObITb

TalKe NosbilleH Npu cuHapome KnaiiHdenstepa (ancreHesunmn
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CeMeHHbIX KaHaslbLeB AnYeK) Wan BCNefCTBNe HefOoCTaTOYHOCTU
KkneTok Ceprtonn.* Y )eHLWmnH nosbieHne yposHa ®CIT npu
CHWKEHUW YPOBHA MOJIOBbIX TOPMOHOB MOXET Hab/toAaTbCcs B
MeHonayse, nNpu npexgeBpeMeHHO SUYHNKOBOI Hef0CTaTOYHOCTH
1 Nnocne 0BapU3KTOMUM; NPU CUHAPOME MOIMKUCTO3HbLIX ANYHUKOB
cooTHowweHune JIT/PCI MOXeT 6bITb yBENMYEHO.®

AHOMasbHble ypoBHM PCI MOryT Takxe oTpaxaTb ANCHYHKUMI0
runotanamo-runodusapHoii cuctemsl. B penpoaykTMBHoM Bo3pacTte
HepocTaTouHocTb PCI B coueTaHWM C HU3KOW KOHUeHTpaumeid JIT
1 NOJOBbIX TOPMOHOB SAB/IIETCA MApKEPOM MaHrMnonuTyntapusMa.®
OH MOXeT 6blTb pe3ynbTaToM CHUXeHUs Bblbpoca P/

MW HEeLOCTaTOUHOW YyBCTBUTENBHOCTM K PA/IT runodmsa.
OnpepgeneHve yposHa OCI B CbIBOPOTKE KPOBW MNOcCne BBeAeHUs
Pc/IT MoxeT nomoub B AudbdhepeHumanbHoil AnarHocTke aTux
[BYX COCTOSIHUA.®' ®Tpnem opasibHbIX KOHTPaLenTMBOB 06bI4HO
NPYBOANT K CHUXKEHUIO YPOBHA TOHAA0TPONUHOB U3-3a AeicTBus
3TUX CTEPOMAOB MO MeXaHW3My OoTpuLaTesibHoli 06paTHO CBAN.®

m BVOJTIOTMYECKUE MPUHLUWIMbI NMPOUEAYPbI
[JaHHbIll TeCT siBNsieTCcA ABYXCTyNeH4aTbiM UMMYHOAHaIN30M NSt
KonnyecTBeHHoro onpegenexnna ®CIT B CbIBOPOTKE U nna3me
KPOBYW 4efloBeKa Ha OCHOBE TEXHOMIOTMWN XEMUIIOMUHECLIEHTHOTO
MMMyHOaHanu3a Ha MukpoyacTtuuax (CMIA).

CwmeLLnBaloTCA 1 MHKY6UpyloTcs obpasel, U napaMarHuTHble
MUKPOYacCTULbl, CEHCUOUNN3NPOBaHHbIE aHTuTenamu K p-®Cr. oCr,
npucyTcTBYIOLWMIA B 06pas3Le, CBA3bIBAETCA C MuKpodacTulamm,
CEeHCUBUIN3NPOBaHHbIMU aHTuTenamm K |3-pCr. PeakuuoHHas
cMecb npombiBaeTcs. flobaBnsieTcs akpuAMH-MeYeHblii KoHblorat
aHTuTen k a-hCr ana obpasoBaHns peakLMOHHOW cmecu, cMecb
MHKy6upyeTcsi. Mocne umkna NPoMbIBKM K peakLMOoHHO! cMecn
[06aBnATCA pacTBOpbI Npe-Tpurrepa u Tpurrepa.

Monyyaemasi B pe3y/nbTare XeMUIIOMUHECLLEHTHASA peakuus
n3mMepsieTca B OTHOCUTESIbHBIX CBETOBbIX eanHuuax (RLU). Mexay
konuyecteom ®CI B o6pasue n RLU, AeTeKTMPOBaHHLIMU OMNTUKOW
CUCTeMbI, CyLecTBYeT npsimas 3aB1UCUMOCTb.

Moapo6Hyto MHOPMaLMo 0 CUCTEME W TEXHONOMMKU aHanm3a CM. B
PykoBoacTtse no akcnnyatauuu Alinity ci-series. Pasgen 3.

IPEATEHTHI

Copep>knlnioe Habopa

®CIr PeareHtbl (Alinity i FSH Reagent Kit) 07P49

MPUMEYAHVIE: HekoTopble hacoBKM AOCTYMHbI He BO BCEX CTpaHax.
O6partuTechb K BallemMy MecTHOMY AUCTPUOLIOTOPY.

O6bem (M), ykasaHHbI B Tabnuue Hmke, 0603HaYaeT 06BbEM Ha
KapTpUaX.

07P4920 07P4930

KonunyecTtso TecToB B

100 600
KapTpuaxe
Konuuyectso
KapTpuaxeli B Habope
KonunyecTtso TecToB B

200 1200
Habope
IMICROPARTICLES | 6.6 mL 321 mL
IconJucaTE | 6.1 mL 31.6 mL

Q2J Abbott



07P4920 07P4930

MICROPARTICLES  MykpoyacTuLibl, CEHCUBWIN3NPOBAHHbIE
aHTuTenamu K p-tpCr (MbIlWMHBIMW, MOHOK/IOHA/IbHbIMW),

B MES-6ydhepe ¢ NPOTENHOBLIMU (MbILUMHLIMWA U KO3bUMMW)
crtabunusatopamu. MuHumanbHas KoHueHTpauus: 0.1% Teepgoro
BellecTBa. KoHcepBaHT: NPOTMBOMUKPOGHBIE Npenaparbl.

|coH3uoaTE] AKpUAMH-MEUeHbIli KoHbtoraT aHTuTen Kk a-dCr
(MBILUWUHBIX, MOHOKIOHaNbHBIX) B MES-6ychepe ¢ npoTeMHOBbIMU
(6blubnMMK) cTabunusaTopamv. MUHUMaIbHAA KOHLEHTpauus:
45 ng/mL. KoHcepBaHT: NpoTVBOMUKPOOHbIE npenapartbl.

Mpeaynpe>KaeHUss N Mepbl NPefOCTOPOXKHOCTU
LIl
« [nsa gnarHocTtukm In Vitro

IRXx ONLY |

Mepbl NpefoCcTOPOXHOCTHN

BHUMAHVIE: [laHHbIi NpoAyKT npeanonaraet pa6oTy ¢
obpasyamu, nosyyeHHbIMK OT YyesioBeka. PekomeHayeTcst cuntartb
BCE MaTtepuasibl, MOJlyYeHHble OT YesloBeKa, NoTeHuManbHO
MHMPEKLMOHHBIMU 1 06paLLaTLCA C HUMW B COOTBETCTBUN

co CraHgapTom no o6palleHnto C reMOKOHTaKTHbIMU
natoreHamu, paspaboTaHHbIM YnpasneHnem CLUA no oxpaHe
TpyAa v NpoMbliluneHHol rurneHe (OSHA). Mpu pa6oTte ¢
mMarepvasiamu, cofepxawiumu v npegnonoxuTesisHo
cofepxallyMn MHMEKLMOHHBIE areHTbl, cnegyeT cobnoaTs
npasumia 6rMonornyeckoit 6e30nacHOCTH, YPOBEHb 2, UK Apyrue
COOTBETCTBYIOLME Npaswuia 6uonormyeckoii 6ezonacHocTn." '®
MacnopTta 6e30MacHOCTV [OCTYMNHbI Ha calite
www.abbottdiagnostics.com nnm y mectHoro npeacrtasutens.
Mpapo6Hyto MHopMauuio 0 HeobxoAMMbIX Mepax
npefoCTOPOXHOCTU MpK paboTe C aHanM3aTopoM CM, B PyKoBoAcCTBe
no akcnnyatauun Aiinity ci-series. Pasgen 8.

O6palyeHne ¢ peareHTamu

¢ [ocne nonyyeHnss Habopa pPacnosioXnTe HEBCKPbLITYO KOPOGKY
3e/1eHoli Nonocolt CBEPXY W akKypaTHO nepeBepHuTe kK cebe
1 oT cebs (Ha 180 rpagycoB) 5 pas, 3aTem pacnonoxuTe
KOPOGKY 3e/1eHOl NMOMOCOoi CHU3Y ¥ CHOBa NepeBepHuUTe
K cebe n oT ceba (Ha 180 rpagycos) 5 pa3. B pesynbrate
XWAKOCTb ByleT paBHOMEPHO pacnpefesieHa Nno BHYTPeHHel
NOBEPXHOCTY (PNIAKOHOB, HAXOAALLUMXCS BHYTPU kapTpugxa. Mpn
TPaHCNOPTNPOBKE peareHToOB MUKPOYaCTULIbl MOTYT OCECTb Ha
MeMGpaHy KpbILLKW peareHTa.

- TlocTaBbTe OTMETKY Ha ynakoBKe peareHTa, 03Ha4atoLLyo,
4TO OHa 6blna nepeBepHyTa B COOTBETCTBUW C
MHCTPYKLUUAMMU.

* Tlocne nepemelunBaHua U nepef UCNob30BaHWEM OCTaBbTe
KapTpUAK peareHTa Ha 1 yac B BEPTUKa/IbHOM MOMOXEHWUN [0
MCYE3HOBEHMUA MNy3bIPbKOB, KOTOpble MOrM o6pasoBaTbCA Npu
nepemMeLuMBaHnin.

e Ec/u kapTpupx peareHTa OMNpoKuHY/Cs, Npuseaute ero
B BepTUKa/lbHOe MOJIOXeHWe 1 ocTaBbTe Ha 1 uac o
MCYE3HOBEHUA My3blpbKOB, KOTOPble MOr/M 06pa3oBaTbCs.

*  PeareHTbl nofsepxeHbl hOPMUPOBAHIO MEHbI U MY3bIPbKOB.
My3bipbkn B peareHTe MOryT nomeluatb onpefeneHuio
YPOBHA peareHTa B KapTpuz)ke 1 NpuUBECTU K He[OCTaTO4HON
acnupauumn peareHTta, KoTopasi MOXeT 3HaUYMTENIbHO BMATL Ha
NpaBUNbHOCTb Pe3y/bTaToB.

Moapo6Hyto nHbopmauuio 06 obpalleHny ¢ peareHTamu npu

pa6oTe ¢ aHa/M3aTOpoM CM. B PyKoBOACTBE NO 3Kcniyatauuu

Aiinity ci-series. Pasgen 7.
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XpaHeHve peareHTOB

Makc.
Temnepatypa Bpems JononHutensHole
XpaHeHus XpaHeHWs  MHCTPYKLMW NO XpaHeHWIo
HeBckpbITbIA 2 - 8'C Lo XpaHuTe B BEPTUKa/IbHOM
KapTpuax OKOHYaHUA MONOXEHNN.
cpoka Ecnu kapTpmaxk xpaHuics
FOAHOCTM  He BepTMKasbHO,
akKypaTHO nepeBepHUTe
kapTpuax 10 pas u
nepes UCMosib3oBaHUeM
ocTaBbTe Ha 1 yac
B BepTUKa/IbHOM
NOJIOXKEHUN.
Ha 6opty Temnepatypa 30 gHei
B cucTeme
BCKpbITbIi 2-8C Lo XpaHute B BEPTUKaSIbHOM
KapTpua)k OKOHYaHUA MONOXEHNN.
cpoka Ecnun kapTpuax XxpaHuncs
rOAHOCTU  He BEPTUKasIbHO,

YTUAN3UPYITE KapTPUOX.
He ncnonbayiite
NOBTOPHO KPbILLUKM
peareHTa W3roToBUTENS
UMM 3aMeHsieMble
KPbILLIKA BBMAY pUcKa
KOHTaMUHaLUUM 1
BO3MOXHOCTY HapyLIEHUs
pa6ounx xapakTepucTuk
peareHTa.

PeareHTbl MOXHO XpaHWTb Kak Ha GopTy cucTeMsbl, Tak 1 BHe

ee. lNocne 13BNeYeHNst peareHToB U3 CUCTEMbI XpaHWUTe UX B
BEPTUKAIbHOM MOMOXEHUN C HAAETbIMW HOBbIMU 3amMeHAeMbIMW
KpbliLkamMn npu Temnepatype 2 - 8'C. PeareHTbl, XpaHsLupecs

BHE CUCTEMbl, PEKOMEHAYETCS XpaHUTb B (habpuyHbIX SI0TKax U
ynakoBkax f/11 o6ecnevyeHns BePTUKaSIbHOrO MOSIOXEHMS.
YTunusupyiite copepxunmoe/KoHTeiiHep B COOTBETCTBUMN C
caHuTapHbiMy Hopmamy P® (CanlMuH 2.1.7.2790-10 ot 09.12.2010).
MoApo6HYto MHGOPMaLWIo O BbIrPy3ke peareHToB U3 CUCTEMbl CM. B
PykoBoacTBe no akcnnyatauum Aiinity ci-series. Pasgen 5.
Moka3aTesin nop4yn peareHToB

Owunbka KanM6poBKN MW BbIXOA 3HAYEHUA KOHTPO/A 3a npegesbl
AvanasoHa AonyCTUMbIX 3HAYEeHWU MOXeT CBUAETENbCTBOBATL O
nopye peareHToB. PesynbTaTbl COOTBETCTBYIOLMX TECTOB CrefyeT
cuutaTb HeBepHbIMU, 06pasLibl JO/MKHbI ObITb NPOTECTUPOBAHSI
NOBTOPHO. MOXeT noTpe6oBaTbCA NOBTOPHasA kasmbposka TecTa.
VIHchopmaumio 06 yCTpaHeHUU HeucnpaBHOCTeN cM. B PykoBoacTBe
no akcnnayatauuu Aiinity ci-series, Pasgen 10.

ll'IPOLI,E,D,YPA PABOTbl HA AHANTM3ATOPE
Heobxoanmo ycTaHoBUTL ¢haiin TecTa Alinity i FSH nepeg,
npoBefeHNeM TecTa Ha aHanmsartope Aiinity i.
Moppo6Hyto MHhopmaumio 06 ycTaHoBKe (paiiia Tecta, NPocMoTpe
1 pefakTMpoBaHnM napamMeTpos aHanmsa cM, B PykoBoAcCTBe Mo
akcnnyaTtauum Aiinity ci-series. Pasgen 2.
ViHdhopmMaLymio 0 BbIBOAE Ha nevyarb napameTpoB aHan3a CM. B
PykoBogcTBe no akcnnyatauum Aiinity ci-series. Pasgen 5.
Moppo6Hoe onucaHve npoueayp paboTbl C CUCTEMON CM. B
PykoBoacTBe no akcnayatauum Aiinity ci-series.
AnbTepHaTUBHbIe eAMHN]|bI NU3MEepPeHnsa pesynbTaTa
[ns BblGopa anbTepHaTUBHOW eAuHULbI U3MEHWUTe napaMeTp TecTa
"EAMHALBI U3MepeHus”.
dopmyna nepecyera:
(KoHueHTpauusa B CTaHAAPTHbIX eAuHULaxX U3MepPeHNst pesysnbTara)
X (PakTop nepecyera) = (KoHUeHTpauusi B a/lbTEPHATUBHbIX
enHNLax U3MepeHnst pesynbTtara)
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CranzapTHble AnbTepHaTUBHbIE e [ins TecTMpoBaHWsi MOMECTUTE OYWLLEHHbIA 06pasel B

efIMHNLBI N3MepeHus eIVHNLbI 3MepeHns Yalleuky /i1 06pasLoB UK BTOPUYHYO NMPo6upKy. Ecnv nocne

pesynbrara ¢hakTop nepecuera pesynbrara LieHTpnddyrpoBaHus B obpasLie npucyTCTBYeT AUMUAHBIA COMA,

miu/mL 1 U/L nepeHecuTe TONbKO OYMLLEHHBIA 06paseLl, 6e3 NMNeMUYecKoro
MaTepuana.

m CBOP OBPASLA N NOANOTOBKA K AHANN3Y

Tunbl 06pa3uos

XpaHeHue 06pasLoB

Makc.
MepeuncneHHble Hxe Tunbl 06pa3uLoB Gbin BepUULMPOBaHbI Ha Bpemsi
MPUrOAHOCTb K UCMOMb30BAHNIO B JaHHOM TecTe. Tvn obpasua TemnepaTypa XpaHeHus CneumasnbHble MHCTPYKLNN
[pyrue TUnbl 06pasLioB 1 NPo6UPOK A5 c6opa 06pasLoB He Gbiin CbiBopoTka/ 2 - 8'C 7 AHeii Ecnm TectuposaHue
BEPUMLMPOBAHbI HA NPUrOAHOCTb K UCMO/b30BaHWIO B JAHHOM nnasma oTknafblBaeTcs
TecTe. KpOBK 6onee uem Ha 24
Tvnbl 06pas3uos Mpo6upkn ans céopa o6pasLos Haca, othe/mre
CbIBOPOTKY WM Nna3m
CbIBOPOTKa KpPOBU CbIBOpPOTKa KpOBYU poTkY Y
c KPOBW OT CryCTKOB,
bIBOPOTKA KPOBW C pasfenuTesibHbIM refiem
vp p pashy pasgenuTenbHoro rens
MNna3va Kposu JInTnin renapuH WM SPUTPOLUTOB.
Harpuii renaput Ec/v TecTpoBaHue
Kanuesas cone EDTA oTKnagplBaeTcs 6onee
yem Ha 7 gHeit, obpasubl
* [na aHanmsatopa He nNpedycMoTpeHa onuusi Bepudmkauymm 5 Anen, obpasy
TUNOB MCNONb3yeMbIX 06pa3LoB. B 06A3aHHOCTM onepaTopa HEOOXOANMO XpaHUTL
cUCTEMbI BXOAWT NPOBepka MpaBWUIbHOCTU ykasaHWsi TUNoB 3aM°p°)KeHHb"\;” gpl’l
Temnepartype -10"C nnm
o6pasLoB, UCNOMb3yeMbIX B TecTe. patyp
t HIKE.
CocTosiHne o6pasLoB )
-10'C nmm 12 OTaenuTe CbiBOPOTKY
e Y106bl NOMY4NTb NpaBW/bHbIe pe3ynbTaTbl, 06pasLbl
HUXe MecsileB UK Nnasmy KpoBu OT

CbIBOPOTKM U N/1a3Mbl KPOBU CeAyeT OTAeNNTb OT (nbpuHa,
3PUTPOLMTOB W APYTUX TBEPAbIX YacTul. O6pasibl CbIBOPOTKM
KPOBY MALMEHTOB, MOYYaAIOLWMX aHTUKOArY/ISILMOHHYIO WK
TPOMGOIUTMYECKYIO TEpanuio, MOTYT cofepXaTb (MpUH B
pesynbTaTe He3aKOHYEHHOTO 06Pa3oBaHNA CrycTkoB. M36eraiiTe MHOTOKpPaTHbIX LUK/IOB 3aMOPO3KI/Pa3MOpPO3KM.

*  PeKkoMeHZyeTcs UCMO/b30BaHUE OAHOPA30BbLIX NUMNETOK
1 HAKOHEUYHVKOB 4711 NUNETOK A/ NPesoTBpaLLeHust
NEePeKPEeCTHO KOHTaMUHALUK.

CTYCTKOB, 3pUTPOLUTOB
WU pasgfenuTensHoro
rens.

TpaHcnopTMpoBKa 06pas3LoB
YnakoBbIBaiiTe 1 MapkupyiiTe o6pasiibl B COOTBETCTBUN C
rocyiapCTBEHHbIMU, thefiepanbHbIMU U MEXAYHAPOLHBIMU

MoaroToBKa K aHanu3sy Tpe6oBaHUAMU MO TPAHCMOPTUPOBKE KAMHUYECKUX 06pasLoB n
+  CnepyiiTe UHCTPYKLMSIM W3rOTOBUTENS NPOGUPOK Ans c6opa MHEKLMOHHBIX BELLECTB.

06pasLos. Mpu NoAroToske 06pasLoB K TECTUPOBAHMIIO INPOLIEYPA

rPaBUTALMOHHOTO PA3AE/IEHNsI HEOCTATOUHO.
* B o6pasuax He [I0/HKHO 6biTb My3bIPbKOB. YaanuTe nysbipbKiu MpepocTaBnsiemMble MaTepuasbl

annaMKaTopoM fi0 Hauana TecTUpoBaHus. Vicnonb3ayiite 07P49 ®CrI PeareHTbl (Alinity i FSH Reagent Kit)

HOBbI/i annaukaTop ANs Kaxaoro o6pasua, YTobbl usbexatb

Heobxogumble, HO He npefocTaBseMble MaTepuasbl
NepeKkpPecTHON KOHTaMUHaLMN.

e Alinity i FSH dpaiin Tecta

¢« 07P4901 ®CI Kanubpatopbl (Alinity | FSH Calibrators)

e« 07P4910 ®CI KoHTponbHble maTtepuasbl (Alinity | FSH Controls)
WAn Apyrme KOMMepyeckue KOHTPOn

e 09P1540 YHuBepcabHbIli pa3baBuTesb 1S PyYHOTO pasBefeHus
(Alinity 1 Multi-Assay Manual Diluent)

[na nonyyeHns cornacoBaHHbIX Pe3y/nbTaToB pekoMeHayeTcs

nNpoBOAWTL NOBTOPHOE LEeHTpudyrnpoaHne obpasLoB nepes

TecTupoBaHueM, ecnm

*  OHW cogepxat ubpVH, SPUTPOLUTLI NN Apyrne Tepaple
yacTuubl.

MPUMEYAHVE: Ecnn obpasubl cogepxar E*)I/I6pVIH, 3pUTPOLUTBI « Pactsop Tpurrepa (Alinity Trigger Solution)

unn Apyrue TBepAble YacTuLbl, Nepemellaiite ux Ha BopTekce Ha o ) .

HU3KOW CKOPOCTW WK aKkKypaTHO MepeBepHyB nepes NoBTOPHLIM *  Pacteop npe-purrepa (Alinity Pre-Trigger Solution)

LeHTPUchyr1poBaHem. e KOHUEHTpMpoBaHHbI/i NpombiBatowuii ydep (Alinity i-series
Concentrated Wash Buffer)

VHpopmaumio 0 maTepuanax, HEO6X0AUMbIX A/1st paboThbl

aHanusartopa, cMm. B PykoBoacTBe no akcnnyatauun Alinity ci-series,

Pasgen 1

MoaroToBbTE 3aMOpPOXeHHble 06pasLbl creaytowym o6pasom:

« [epeg nepemeluMBaHMEM 3aMOPOXEHHble 06pasLbl He06X0ANMO
NOJSIHOCTHIO Pa3MOPO3UTb.

* TuwaTenbHO nepemeluaiite pasmMopoXeHHble 06pasLibl Ha
BOPTEKCE HA HU3KOW CKOPOCTU W/ akKypaTHO NepeBepHyB
npo6upku.

VHchopmaumio 0 matepuanax, HeobxoAMmbIX 41 npoueayp
TEXHNYeCcKoro obenyXxmBaHusi, cM, B PyKOBOACTBe Mo aKcniyataumu

Alinity ci-series. Pasgen 9,
* BusyanbHo nposepbTe 06pasubl. Ecnn Habnogaetcs inity c-sen Aen =

paccnoeHue unu ctpatudmkaumsi, NoBTOpPsiiTE NepemMeLlnBaHme Mpoueaypa aHanunsa

[0 Tex nop, noka o6pasLibl He CTaHyT BU3yaslbHO OAHOPOAHBIMM. Moppo6Hoe onucaHne npoueaypbl NPOBEAEHNS TecTa CM. B
» HepoctatouHoe nepemMelunBaHue 06Pa3LOB MOXET NPUBECTU K PykoBogcTse no akcnayatauuu Alinity ci-series. Pasgen 5.
NOJTyYEHNIO HETOUHBIX PE3y/IbTaToB. ¢ VHdopmauuio 06 obecnedeHnn JOCTaToOMHOrO o6bema obpasua
. PeKOMeH,D'yeTCﬂ npoBOANTbL NOBTOPHOE ueHTpMprrMpOBaHMe nayneHTa npu ncnosb3oBaHUU NepBUYHbLIX U a/TMKBOTHbIX
06pasLoB. npo6upok cm. B PykoBoAcTBe no akcnnyatauuu Alinity ci-series,
TMoBTOpHOE LieHTPUyrpoBaHe 06pasLoB Paszen 4,

¢ TlomecTuTe 06pasubl B LEHTPUYXHbIE NPOBUPKM ©
LeHTpudyrupyiite.

Abbott
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¢ Yrtobbl MMHUMUK3NPOBATL 3hIeKTbl UcnapeHus, nepes
npoBeAeHneM TecTa ybeguTech, YTO B Yalleyke fss o6pa3LoB
NpUCYTCTBYET AOCTATOYHbIN 06beM o6pasLia.

¢ MakcumasbHoe 4Kcio NOBTOPOB U3 OAHONM Yalueykn ans
o6pasua: 10
- MproputeTHble 06pasLpl:

O6bem obpasua Ana NnpoBefeHns nepsoro Tecta: 75 pL

O6bem obpasua g5 npoBefeHus Kaxgoro
[LONOSHUTETBHOTO TECTA U3 OfHOM Yalueykn /s 06pasya:
25 pL

- <3 yvacoB Ha 6opTy:
®» O6bem obpasua 15 NnpoBeAeHns nepeoro Tecta: 150 pL

“ O6bem obpasua oA npoBefeHus KaXxaoro
[LONOSIHUTETBHOTO TECTA U3 OfHOI Yaluedkn Ans o6pasua:
25 pL

- >3 uacoB Ha 60pTy:
°  TpebyeTcs cBexan anunksoTa obpasua.

¢ WHdopmauuio o NoarotToBke v UCNONB30BaHWUM KannbpaTopos
N KOHTPOJIE CM. B MHCTPYKUMM NO npuMeHeHnto k ®CI pCr
Kannbpatopam (Alinity i FSH Calibrators) n/wnu B MHCTpyKLun
no npumeHeHnto K PCI KoHTpobHbIM MaTepuanam (Alinity |
FSH Controls).

e VHdopmMaumio 06 o6LmxX onepalmoHHbIX npoueaypax cM. B
PykoBoacTse no akcnnyatauun Alinity ci-series. Pasgen 5.

e [InA AOCTWXEHUA ONTUMasIbHbIX paboumx xapakTepucTuk
BaXXHO CflefloBaTb CTaHAapTHLIM npoLeaypaM TEXHUYECKOro
06C/yXMBaHNA B COOTBETCTBUM C PYyKOBOACTBOM MO
akcnnyatauun Alinity ci-series. Pasgen 9. Ecnv npasuna pa6otbl
B Balleil na6opatopun TpeGytoT 6onee YacToro TEXHUYECKOro
06CNYXWBaHUS, cnepyiite NPUHATOW NpakTuKe.

Mpoueaypbl pasBeaeHns o6pasLoB

O6pasupl co 3HavyeHusmmu ®CI, npeBsblwaoLWwnumm

150.00 mlU/mL (150.00 IU/L), nomeyatoTca kogom "> 150.00 miu/mL"

("> 150.00 IU/L") n moryT 6biTb pa3sefeHbl C UCNONb30BaHNEM

NpPOTOKO/1a aBTOMATUYECKOro pasBefeHns Uan npoueaypbl py4HOro

passefieHust.

MpoTOKON aBTOMATUYECKOro passefeHuns

Cuctema passoguT o6pasel, B nponopuuu 1:5 n aBTomaTnyecku

paccumTbiBaeT 3HaYeHne KOHUEHTpaummn, yMHOXas pesy/bTar Ha

COOTBETCTBYIOLLWIA (hakTop pasBeAeHus.

Mpoueaypa py4yHOro passefeHus

PekomeHayemoe passegeHue: 1.5

He pekomeHfyeTcsi npesbiaTh nNponopuuio passegexHns 1.5

[o6asbTe 20 pL o6pasua k 80 pL YHuBepcanbHOro pasbasutens

ons pyyHoro passegeHus (Alinity | Multi-Assay Manual Diluent).

Oneparop A0/xeH BBECTV (hakTop pasBefieHuns Ha BKIafke

"Specimen" (O6pasew) nnu "Control" (KoHTponb) akpaHa "Create

Order" (Co3gatb 3aka3). Cuctema 6yaeT UCMob30BaTb AaHHbIN

chakTop passBefeHus /19 aBTOMaTUYecKoro pacyeTa KOHLeHTpauum

o6pasua 1 coobleHnsa pesynbrata. PesynbTar 40 NPUMEHEeHUs
hakTopa pa3BefeHust Jo/MKeH cocTaBnsaTb > 0.25 miU/mL

(> 0.25 1U/L).

Ecnv onepatop He BBen haktop passefeHusi, Heobxoanumo

YMHOXUTb pe3y/bTaT Ha COOTBETCTBYIOLLMIA hakTop passefeHus

[0 coobleHns pesynbtaTta. ECiv KoHUeHTpauus passefjeHHOro

o6pasua MeHblie 0.25 mlU/mL (0.25 IU/L), He coobLaiite 3TOT

pesynbTat. MoBTOPUTE TECT, UCMOMb3YS NPaBW/IbHOE pasBefeHue.

Mofpo6Hy0 MHhopMaLmio 0 3aka3e pas3BefeHuii cM. B PykoBoacCTBe

no akcnnyatauun Alinity ci-series. Pasgen 5.

Kannéposka
VIHCTpyKUMM O npoBefeHuUn kanmbpoBku cMm. B PykosBoacTse no
akcnnyaTtauum Alinity ci-series. Pasgen 5.

[Na OUEHKM KaIMGPOBKM TecTa HEOGXOAMMO NPOTECTUPOBATL BCE
KOHTpONN.
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Mocne NpUHATASA 1 COXpaHeHus pesy/bTaToB KasMbpoBKM TecTa BCce
nocnegytoue ob6pasLibl MOXHO TeCcTMpoBaThb 6e3 npeAsapuTebHON
KannbpoBKM, KpoMe Tex crlyyaes, korja:

¢ lcnonb3yetca Habop peareHToB C HOBbIM HOMEPOM CepUM.

*  Pe3synbTathl eXefHEBHOIN npoueaypbl KOHTPO/S KayecTsa
HaxofATCsA BHE CTATUCTMYEeCKM 060CHOBAHHOIO Anana3oHa
KOHTPO/ISi Ka4ecTBa, MUCMOJb3yeMOro /19 MOHUTOPUHIA U
KOHTPO/Ii paboumnx xapakTepucTuK CUCTEMbI, KaK yKa3aHo B
pasgene "Tpoueaypbl KOHTPO/S KauyecTBa" fJaHHON MHCTPYKLUK
No MPYMEHEHNIO K peareHTy.

- Ecnm ctaTucTnyeckn 060CHOBaHHbIN Ananas3oH 3HauveHwii
KOHTPO/IAA HEAOCTYMNEeH, TO Nepuoj Mexay kannbposkamu He
LokeH npesbiwatb 30 AHeN.

MoxeT noTpeboBarbCA NOBTOPHasA kanubpoBka TecTa nocrne

npoueaypbl TEXHNYECKOro 06CNYXNBaHUA OCHOBHbIX YacTei

CUCTEMbI WU ee KOMMOHEHTOB WM MOC/e NPOBeAeHUs CepBUCHbIX

npoueayp.

Mpoueaypbl KOHTPOA KavyecTBa

PekomeHayemble TpeboBaHWs MO KOHTPO/O kadectsa TecTta Alinity i

FSH 3aknovatotcs B TeCTMPOBaHUM NO OAHOMY KOHTPO/IKO BCeX

YpOBHe kax/ble 24 yaca, TO ecTb Kaxzble CyTKM aKcniyatauuu.

[JlononHUTeNbHbIE KOHTPONW CredyeT TeCTMPOBaTb B COOTBETCTBUM

C MECTHbIMU, FOCYAAapCTBEHHbIMU U/MNK defepasibHbIMA 3aKOHaMMN

UK aKKpeaUTaLMOHHLIMU TPeBoBaHUAMM 1 NOMIMTUKOW KOHTPOSS

KavecTBa Balleil naboparopum.

[na nonyyexuns ctatMcTUYeckn 060CHOBAHHOMO Avanas3oHa

KOHTPO/IS1 Kavkfasa nabopartopust fo/mKHa ycTaHaBMBaTb

COGCTBEHHbIE LieNieBble 3HAYEHWsI KOHLIeHTpaLmii 1 AuanasoH

KOHLEHTpaLMA /19 HOBbLIX CEpUA KOHTPO/El Ha KaXKAOM KTMHUYECKN

3HauMMOM YPOBHE KOHLIeHTpauun. B xofe nccneposaHus

NpoBOAMTCSA He MeHee 20 MOBTOPOB Ha NPOTSKEHUN HECKOJIbKUX

(3 - 5) AHeli ¢ ganbHelWUM onpefeneHNeM 0XUAAEMOro CpeaHero

(ueneBoro) 3HauyeHUs 1 BapnabenbHOCTW CPEHUX 3HAYEHUI

(anana3oHa) B nabopaTopuv Ha OCHOBE MOJyYEHHbIX Pe3y/bTaToB.

YT106b! MONY4UTb penpe3eHTaTVBHbIe AaHHble 415 AanbHelillei

paboTbl CUCTEMBI, B JAHHOE UCOMefloBaHVE HEOOXOANMO BK/OUNTL

BO3MOXHbIE MPUYNHLI BapnabeibHOCTU:

¢ HeckonbKO COXpaHeHHbIX KambpoBoOK

¢ PasHble cepun peareHToB

« Pa3sHble cepun KannbpaTopos

¢ PasHble aHanuTuyeckne mMomynm (ecnvm NPUMEHUMO)

¢ PesynbTarbl, nosiyyaemble B pasHoe Bpems CyTOK

ViHdbopmaLmio nnm obLine pekoMeHAaumnn no KOHTPOsIIo KavecTsa

CM. B ONy6/IMKOBaHHbIX PYKOBOACTBAxX, Hanp., B flokymeHTe C24-A3

VHCTUTYTa KNUHMYecknx n nabopatopHbix ctaHaapToB (CLSI) wm B

Opyrux ony6/MKoBaHHbIX PYKOBOACTBaX.'®

e Ecnu npoueaypbl Baweit na6opatopun TpebytoT 6onee
4acToro MOHUTOPWHIa KOHTPO/S Ka4yecTBa, crefyiite NpUHATO
npakTuke.

* Ecnu pesynbTaTbl KOHTPOSIA KayecTBa He COOTBETCTBYIOT
NPUHATLIM KPUTEPUAM, YCTAHOB/IEHHLIM Balleli nabopaTtopuei,
3Ha4YeHns pesy/nbTaToB TeCTMPOBaHMs 06pas3LoB OT NalyeHToB
MOryT BbITb COMHUTENbHbIMU. CneayiiTe NPUHATLIM Baluei
na6opartopveli npoLefypaMm KOHTponsi kayecTsa. MoxeT
norpe6oBaTtbCcs NOBTOpPHas Kanubposka. VHopmauuio
06 ycTpaHeHWN HeucnpaBHOCTel cM. B PykoBoAcTBe no
akcnnyatauun Alinity ci-series. Pasgen 10.

* Tlocne 3arpy3ku B CUCTEMY HOBOIi cepun peareHTa Wau
Kanbparopa nposepbTe pesysbTaTbl KOHTPOSIA KavecTsa U
KpUTEPUN NPUEM/IEMOCTH.

Vcnonb3oBaHne KOMMEPYECKUX KOHTPOsel [O/MKHO NPOBOAUTLCS B

COOTBETCTBUM C PYKOBOACTBaAMU W PeKOMEeHAAaUusAMN U3roToButens

KOHTpONSA. [inanasoHbl 3HaYeHUIt KOHLeHTpauuii, ykasaHHble B

WNHCTPYKUMM NO MPUMEHEHNIO K KOHTPOJO, HOCAT UCK/IOUYATENTBHO

pekomeHAaTesbHbI xapakTtep.
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Mpn ncnonb3oBaHUM 0600 KOHTPO/ILHOTO MaTepuasna nadopaTopust
[O/KHa y6eanTbes, YTO MaTPUKC KOHTPOJIbHOrO Martepuania
NPUrofleH A1 UCNosb30BaHWs B TeCTe B COOTBETCTBUM C
MHCTPYKLMEA MO NPUMEHEHNIO K TECTY.

PekomeHfaLuy no npoueaype KOHTPONS KayecTsa
PekomeHgaumy no npouegypam KOHTPO/s kavecTsa nadoparopun
cm. B "Basic QC Practices”, James O Westgard, Ph.D."*
MoaTBeprkaeHne 3asB/1eHHbIX XapakTepucTrk Tecta

MpoTOKO/bI /151 NOATBEPXKAEHUA 3asiBNIEHHBIX B MHCTPYKLUN

no NPUMEHEHNI0 XapaKkTePUCTUK TecTa cM. B PykoBoacTse

no akcnnyatauuu Aiinity ci-series. Pasgen "MoatsepxaeHve
3asB/IEHHbIX XapakTepucTuk tecta'.

m PE3Y/IbTATDbI

Pacuet

TecT Aiinity i FSH ncnonb3yeT yeTbipexnapameTpuyeckuii
norucTuyeckuii MeTog annpokcumauun kpusoii (4PLC,
Y-B3BeLLEHHasA KpuBas) /11 NOMyYeHUs KanMbpoBOYHOW KpUBOI U
pesybTaTos.

ViHdhopmaumio 06 anbTepHATUBHBIX eAuHULaX N3MepeHust
pe3ynbTaToB Tecta cm. B pasgene NMPOUEAYPA PABOTDI

HA AHAJI3ATOPE, "AnbTepHaTvBHbIE efUHULbI U3MEepPeHns
pe3ynbTaToB” faHHOW MHCTPYKLUM NO NPUMEHEHMIO.

cnarn

Pe3ynbTaTbl HEKOTOPbIX TECTOB MOTYT COMPOBOXAATHCA
nHdopmauueli B none "®narn”. OnucaHne naros, KOTopble MoOryT
nosIBNATLCA B 3TOM Mosie, cM. B PYKOBOACTBE MO aKcnayaTauum
Alinity ci-series, Pasgen 5.

VIHTepBan namepeHumnsa

VHTepBan M3mMepeHus onpegensieTcs kak fuanasoH 3HauyeHuii B
mlU/mL (IU/L), KoTopblii COOTBETCTBYET rpaHMLaM nNpuemiembix
pabounx xapaKkTepucTuK As IMHEAHOCTU, BOCMPOU3BOAUMOCTU 1
OTK/IOHEHMSA.

VHTepBan nsmepexus tecta Aiinity i FSH coctasnset ot 0.11 go
150.00 miU/mL (ot 0.11 go 150.00 IU/L).

BOrPAHVNYEHNSA MPOLEAYPHI

e B [MArHOCTUYECKUX Lensax pesynbTatbl crefyet
MHTEepnpeTupoBaTb C y4eTOM APYrX AaHHbIX; Hanpumep,
cuMnToMamu, pesynbTatamu Apyrux UccnefoBaHuii,
KTMHUYECKUMW HaBNOAEHUAMN U T.A4.

* Ecnu pesynbtatbl Tecta Ha ®CI He COOTBETCTBYIOT
KTMHUYECKOI KapTUHe, peKoMeHAYeTCsi NPOBOAUTL
[ONOSHUTENIbHOE TECTUPOBAHUE /19 NOATBEPXAEHNS
pesynbTartos.

« O6pa3subl, NONyYEHHbIE OT NALMUEHTOB, KOTOPbIE MPUHUMAIN
npenaparbl, U3roTOB/IEHHbIE HA OCHOBE MOHOK/TOH&/IbHbIX
MbILUNHBIX @HTUTEN, B ANArHOCTUYECKMUX WU TepaneBTUYeCcKnx
Lensix, MoryT cofiepxaTb YesioBeveckne aHtutena npotus
MbIWKWHbIX aHTuTen (HAMA). Mogo6Hble obpasubl npu
nccnefoBaHUM B TecTax, UCMOosb3YHLWMX MOHOK/I0Ha/bHbIE
MbILWKMHbIE aHTUTena, Takux Kak Aiinity i FSH, moryt
[E€MOHCTPMPOBATL JIOXKHO 3aBblLLEHHbIE W/ JIOXHO 3aHWXEHHbIEe
pesynbTaTbl. [19 NOCTAaHOBKM AMarHo3a MOXeT norpebosarbcs
[0MNoSHNUTeNIbHasA MHdopMauys.'®"'®

« TleTepodw/ibHble aHTUTeNa B CbIBOPOTKE KPOBU YesioBeKa
MOryT BCTynaTb B peakuuio ¢ UMMYHOI106y/IMHamMi peareHTa,
nHTepdepupyst B UMMyHoaHanmse In Vitro. MayueHTsl,
HaxogsAlmecs B NPUBLIYHOM KOHTAKTe € XMBOTHbIMU /IM60
C NpoayKTaMu CbIBOPOTKW KPOBW XUBOTHbIX, B GOJbLUEN
cTeneHy NoABepXeHbl NoA06HON NHTepdepeHLuun. ns
NOCTAHOBKM AMarHo3a MoXeT notpebosaTbCs A0MNO/HUTENbHASA
MHhopMaLA.E®
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1 OKNOAEMbIE 3HAYEHNA

[aHHoe nccnefosBaHve npoBoawnoch Ha cucteme ARCHITECT i
System.

B gaHHOM pasfene npefcras/ieHbl AaHHble N0 penpeseHTaTuBHbIM
pabounm xapakTepucTukaMm. PesynbTarbl, MoJlyYeHHble B OTAe/bHbIX
nabopatopusx, MOryT OT/IMYATLCA OT MPUBEAEHHbIX AaHHbIX.
Kaxgoli naGopatopun pekoMeHAyeTcs ycTaHaBMBaTb COOGCTBEHHbIN
pehbepeHCHbI AnanasoH, OCHOBaHHLIN Ha creuudvke pervioHa v
XapakTepucTkax nonynsaumu.

PekomeHayeMmblli anana3oH HOpMasibHbIX 3HaueHuid Cr

ons Tecta ARCHITECT FSH 6bin ycTaHOB/EH Ha mMatepuane
06pasLoB, NosyYeHHbIX 0T 150 340POBbLIX MYXUMH, 34 XEHLUH B
nocTMeHonayse (He NPOXOASALMX 3aMeCTUTESIbHYIO TOPMOHa/IbHYI0
Tepanuio) 1 44 XeHLWWH C HOPMa/IbHbIM MEHCTPYasIbHbIM LIMK/IOM,
hoNUKyNApHyto dhasy /18 JaHHOTO aHan3a onpeaenuny Kak
nepuog ¢ 10 no 4 geHb A0 cepeAnHbl UMkna. JlloTenHosyo dasy
onpeaenuau Kak nepvof ¢ 4 no 10 feHb nocne cepefuHbl LmKNa.
LIMK/bI b1 CUHXPOHU3UPOBAHbI MO CepeHe MEHCTPYasibHOro
uMKna (OHI MakCUMaslbHON KoHUeHTpauuu NITN). Pesynbtatbl
npeactasnexbl B Tabnuue Huxe. (MPUMEYAHUE: 44 XeHLW HbI
y4acTBOBa/IM B CEPUIIHOI KpoBojaye B paMkax uccrefoBaHusi. K
MOMEHTY TecTMpoBaHusi ¢ nomolbio Tecta ARCHITECT FSH 6binu
[OCTYNHbI 06pasLbl KPOBU TOMbKO 42 XEHLUH B CepeayHe UmKna.
O6pasubl, NonyyYeHHble OT BCeX 44 XEHLWH, GblNn BKIKYEHbI B
pesynbTaTbl 0XUAAEMbIX 3HAYEHWI (DONNMKYNAPHOW 1 NIOTEMHOBOM
pasbl.)

3HauyeHne ®CIr (mlu/mL)

Avana3oH
(WeHTpanbHbI
Kon-so CpepgHee 95%)

My>XXUmHbI 150 3.37 0.95-11.95
JKEHLLWHBI C HOPMaUTbHBIM
MEHCTPYa/TbHbIM LIMK/IOM
honnmkynspHas desa 144 4.95. 3.03 - 8.08
CepegyHa uykna 42 9.62 2.55-16.69
NioTevHosasA doasa 138 275 1.38-5.47
JKeHLLHbI, nocTMeHonay3a 34 59.71 26.72- 133.41

ICNEUNOUNYECKUNE PABOUVE
XAPAKTEPUCTUKIN

B AaHHOM pasgenie npeAcTas/ieHbl AaHHble N0 penpe3eHTaTUBHbIM
pabounm xapakTepucTukam. Pe3ynbTaTbl, NOMyYEHHbIE B OTAEMbHbIX
na6opaTopuax, MOryT OT/IMYATLCS OT MPUBEAEHHbIX AaHHbIX.

Ha ananusatopax Aiinity i n APCHITECT i System ucnonb3ytoTtcs
O[HN U Te Xe peareHTbl ¥ COOTHOLWEHUA obpa3ua/peareHTa.

Ecnu He ykasaHo fpyroe, BCe UCCNeA0BaHUA NMPOBOAUINCL HA
aHanusatope Aiinity i.

BocnpoussoanmocTb

Bocnpoun3BoguMoCcTb BHYTPW nabopatopum

Bbifo NpoBeAeHo vccnefoBaHne B COOTBETCTBUM C
pekomeHfauuamm fokymeHta EP05-A2 CLSI.® WccneposaHue
npoBoAuNOChL ¢ ncnonb3oBaHnem 1 cepum ®CI PeareHToB (Aiinity
i FSH Reagent Kit), 1 cepun ®CI" Kanubpatopos (Aiinity i FSH
Calibrators) n 1 cepun CI' KoHTponbHbIX Matepuanos (Aiinity i
FSH Controls) Ha 1 aHanu3artope. MaHenb ¢ Tpema obpasuamu
CbIBOPOTKM KPOBW TeNAT Gblna NpoTecTMpoBaHa He MeHee Yem B 2
noBTopax 2 pasa B fieHb B TeyeHune 20 fHeil.

CpepHee BHyTpyn cepumn (noBTo-  BHyTpu naboparopum
Kon-  miu/mL PSIEMOCTb) (obuee)'
O6paseL, BO (UL CKO %KB CKO %KB
Marens 1 115 5.07 0.091 18 0,097 19
MaHens 2 120 25.73 0.435 17 0,496 19
Manens 3 120 79.77 1.785 22 2.136 27

®Bk/ouaeT BaprabenbHOCTb BHYTPY CEpUM, Mexy CepusiMm
MEXAY LHAMM.
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TOYHOCTb OTKPbITUA

JaHHoe uccnegosaHue nposoaunock Ha cucteme ARCHITECT |
System.

V3BeCcTHble KOHLEeHTpaLun nepsoro MexayHapogHOro craHgapTa
®CT 92/510 BcemupHolt opraHusaumm 3apaBooxpaHeHust (BO3)
BHOCW/IM B 11 a/IMKBOT CbIBOPOTKM KPOBW YesioBeKa Ha 2 YpPOBHSX
KoHUeHTpauun (20 mliu/mL n 40 miU/mL). KoHueHTpauuto chCIr
ycTaHasnvBanu ¢ ucnosnb3osaHnem Tecta ARCHITECT FSH. Bbixog
nepeoro MexpayHapogHoro ctaHgapta CI coctasun 96.05%.

Hu)KHMe rpaHnLbl n3mepeHuns

Bbino nposefieHO nccneoBaHWe B COOTBETCTBUM C
pekomeHgaumamMn gokymeHta EP17-A2 CLSIM WccneposaHue
NpoBOAWIOCH C UCMofb3oBaHneM 3 cepuii (OCI PeareHtos (Alinity |
FSH Reagent Kit) Ha 2 aHanu3atopax B Te4yeHne He MeHee 3 gHell.
Haubonee Bbicokve 3HauveHus npegena 6naxka (MB), npegena
o6HapyxeHus (MO) 1 npegena KONNMYECTBEHHOTO onpefenieHns
(MKO) npuBeaeHbl HuxXe.

mlu/mL (lU/L)
e 0.01
nob 0.02
MnKo* o-lI"

A B onpefeneH Kak 95-ii NpoueHTUNbL NO pesynbTatam
nccnefoBaHnsi 06pasLoB C HyNEBOW KOHLEHTpauueil aHannta B n
r 60 nosTopax.

MO onpeneneH kak camas HU3Kasi KOHLEHTpaums, npyu KOTopoii
aHaNUT MOXET OblITb BbISIBNIEH C 95%-I/i BEPOATHOCTBLIO MO
pesynbTartam UccnefoBaHus 06pasLoB C HASKUMU YPOBHAMMU
KOHUeHTpauun aHanta B n a 60 nosTopax.

MKO onpefeneH kak camasi HU3kas KOHLeHTpauusa ¢ obLuei
[onycTuMoli owmnbkoi 23% no pesynbtaTam UCCnefoBaHNs
06pasLoB C HU3KMMUW YPOBHAMM KOHLIEHTpauun adannta s nr 60
noBTOpax.

MKO 0.11 mlU/mL (0.11 IU/L) oTpaxaeT MakcumasnibHoe
Habnogaemoe 3HaveHve MNKO 6e3 yuyeTa eQMHCTBEHHOrO
ncknoYeHHoro o60co6a1eHHoro nosTopa ¢ pesynstatom 0.5 miU/mL
(0.5 1U/L) Ha naHenb, NOMyYeHHOro B AA@HHOM WCCrefoBaHuu.
MakcumanbHoe Habnwogaemoe 3HaveHne MKO ¢ yuyeTtom
e[IMHCTBEHHOro 06oco6neHHoro nostopa coctasuio 0.20 miu/mL
(0.20 1UL).

JInHeliHOCTb

Bblno nposBefeHo nccnegosaHne B COOTBETCTBUM C
pekomMeHpaunsammn gokymeHta EP06-A CLSIM

JIHeliHOCTb A@aHHOTo TecTa COXpaHseTCs B MHTepBasie M3MepeHus
ot 0.11 go 150.00 mlU/mL (ot 0.11 go 150.00 IU/L).

Kpocc-peakTaHTbl

JaHHoe uccneposaHue nposoaunock Ha cucteme ARCHITECT |
System.

CneumndunyHoctb Tecta ARCHITECT FSH ycTaHasnmsanack no
pesynbTaram UccnefoBaHus Kpocc-peaktusHocTn JIT, TTI n XY,

K anvkBoTam 06paboTaHHON CbIBOPOTKM Oblubeli KpoBW [06aBNsSIN
250 mIU/mL /I, 100 plu/mL TTI n 200 000 mlU/mL XrY, nocne
yero nposogusncs TecT Ha PCI. Kpocc-peakTUBHOCTb Oblna
paccumTaHa Kak MpoLeHT Kpocc-peakTUBHOCTKU U cocTasmna 0.002%
ona Jr, 0.043% pna TTI n 0.001% pna Xry.

VHTepdepeHums

MoTeHUManbHO MHTEpdepUpyoLLe 3HAOreHHble BellecTsa
[aHHoe nccnepoBaHne npoBoauniock Ha cucteme ARCHITECT i
System.

MoTeHumanbHaa uHTepepeHuma remornobuHa, 6unupyouHa,
Tpurnuuepugos n 6enka bolna nccnegosaHa B Tecte ARCHITECT
FSH. [laHHble coeauHeHnsi npoAeMoHCcTpupoBasin s 10%
MHTepdepeHLnn Npy ykasaHHbIX ypoBHsX B TecTe ARCHITECT FSH.
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MoTeHuManbHO UHTEpPdepupyoLne

BellecTsa KoHLeHTpayus uHteptepeHTa
emornobvH < 500 mg/dL

Bunmpy6mH < 20 mg/dL

Tpurnuuepuapl < 3000 mg/dL

Bernok <12g/dL

CpaBHeHMVe MeToA0B

Bbino npoBefeHo nccnefoBaHne B COOTBETCTBUM C
pekomeHgauuaMn fokymeHnta EP09-A3 CLSI ¢ mcnosib3oBaHuem
meTofa perpeccun Passing-Bablok.M

Koachdh. [nanasoH
Tvn EanHn- Kon- koppens- [lepece- Ha-  KoHUeHTpa-
o6pasua Ul BO umn YeHue  KIIOH uumn
Alinity i FSH Cobopotka mlU/mL 136 1.00 0.09 098 0.25-146.84
B CpaBH. C  KpoBu (UL
ARCHITECT
FsH
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dopmart uucen:

e B kauecTBe pasgenurens ThiCsiY UCMoNb3yeTcs Npoben (npumep:

10 000 o6pa3uos).

* B kayecTBe pasgenuTensi 4eCATUYHbIX 3HAKOB UCMO/b3yeTcst
Touka (npumep: 3.12%).
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NMPUNOXEHUE
K MHCTPYKUMM no npumeHeHnto ®CIT PeareHTobl (Alinity i FSH Reagent Kit) ans Poccun

YCNoBUNA TPAHCIOPTUPOBKW n XPAHEHWA

M3penne pekomeHAyeTcsi TPaHCMOPTUPOBATb W XpaHWTb Mpu TemnepaTtype 2-8°C. MeAMUMHCKME W3Aennst AOSKHbI
XPaHUTCA B XONOAU/IbHLIX Kamepax WM B XOMOAM/IbHUKAX, 06ecneunBaiolnx pernaMeHTUpPoBaHHbI TemnepaTypHbIi
PEXVM C eXeAHEBHOI perucTpauymeit Temneparypb.

TpaHCNopTMBKA [A0/HKHA  OCYLIECTBAATLCA B TEPMOKOHTElHepax OfIHOPa30BOro  MO/b30BaHWS,  COAEpPXaluxX
XNaf03M1eMEHTbl, WM B TEPMOKOHTEiHepax MHOrOKPaTHOTrO MNPUMEHEHUS C aBTOMaTMYecku noAfAepXUBaemoi
TemnepaTtypoii uiu B aBTopedpmkepaTopax ¢ Ucrnosib3oBaHneM TePMOUHAVMKATOPOB.

M3genve ocTaeTcst CTabu/bHbIM 40 OKOHYAHWSI CPOKA FOAHOCTU, YKa3aHHOTO Ha yrnakoBKe.

Mpn TpaHCMOPTMPOBAHWM C HApyLIEHMEM TeMrnepaTypHOro pexuMa u3genMe He NOANEXUT  NPUMEHEHWUIO.
TpaHCNopTMPOBKA OCYLLECTBMSIETCS BCEMM BUAAMM TPAHCMOPTA B KPbITbIX TPAHCNOPTHLIX CPEACTBaxX B COOTBETCTBUM C
npaBuIamMn NepeBo3kn rpy3oB, AeNCTBYIOLMMU HA KaXXAOM Buae TpaHcnopTa

FTAPAHTUNHBIE OBA3ATE/IbCTBA

Mpou3BoauTens rapaHTUpyeT, UYTO NpY MNpPaBWIbHOM XpaHEeHUM W O06palleHUM Uu3genue ocTaeTcsl CTabWbHbIM A0
MCTEUYEHUs1 CpoKa roAHOCTU. MaKCMMasibHbIA CPOK roAHOCTY;

®CI PeareHTbl (Alinity i FSH Reagent Kit) - He 6onee 12 mecsiueB ¢ gaTbl NPOM3BOACTBA,;

TEXHNYECKOE OBCNY>XXNBAHWE
He TpebyeTcs.

TEeKYyW il peMOHT
He TpebyeTcs.

OAHHBIE ANA YTUAN3ALUNN N YHUYTOXEHNA MEANLMHCKOIO U3AENNA

MegnumHcKkoe nsgenve yTUansnpyoT U YHUUTOXAalOT B COOTBETCTBMK C NpasuiaMu obpalleHns ¢ MeguLUHCKUMU
otxogamu no Canluu 2.1.7.2790-10 ot 12.12.2010 «CaHUTapHO-aNMaeMMoiornyeckne TpebosaHmst K 06paleHmto
C MEAMUMHCKAMMN OTX04aMMn».

HeOﬁXO,CI,I/IMO cnepoBatb HauMOHa/IbHbIM CTaHAapTam npu nepegayvye n ythnnsaummnm n3pennsd, ero KOMnoHeHToB U
ynakoBKWU.

MEPEYEHb CTAHOAPTOB, KOTOPbIM COOTBETCTBYET MEANUWMHCKOE N3AE/NE

98/79/EC, 1272/2008/EC (CLP), 1907/2006/EC (REACH), 80/181/EEC, 2009/3/EC, 1069/2009, Regulation (EC)
142/2011, CLASS 2013, WHSR Part 7.1, EN 1SO 9001, I1SO 13485, EN ISO 14971, EN 13641, EN 13612, EN ISO
15223-1, EN 980 EN ISO 18113-1, EN ISO 18113-2, EN ISO 18113-3, EN ISO 23640, EN SO 20776-1, EN 13975,
EN 1SO 17511, EN ISO 15194, ISO 80000-1

MOTEHUMANLHbLIN MOTPEBUTE/b

MeganumHckoe wmsgenve OCI PeareHtbl (Alinity i FSH Reagent Kit) npegHasHayeHO AN WUCMNOMb30BaHUSA B
pasfINYHbIX KTMHWUKO-1Ta60paTopHbIX YCNOBUSX, BKIOYas, 63 orpaHnueHuns, 601bHULbI, AUAarHOCTUYECKME LIeHTPbI,
pechepeHTHble labopaTopun ¥ yupexzaeHus nepenvBaHusi KPoOBM MO BCEMY MUPY, MEPCOHaN KOTOPbIX NpoLuesn
o6yyeHVe No ncnosb3oBaHMo aHanmusaTopa Alinity i.

VMH®OPMALMA O HANNYNX B MEONLUNHCKOM N3OENNN NEKAPCTBEHHOIO CPEACTBA
He copepxut

CTEPUNBHOCTb
MocTaBnsieTcs B HeCTepunibHOM Buae. CTepunusauus nepes npUMeHeHnemM He TpebyeTcs.

MHPOPMALNA O BO3MOXHOCTW NMOBTOPHOIO NPUMEHEHWA
He noafexuT noBTOPHOMY MPUMEHEHWIO.

MATEPWAJIbl XXBOTHOI'O MNMPONCXOXAEHNA

Matepuarnbl XMBOTHOTO MNPOWUCXOXAEHUS TMNPOBEPEHbI W PUCKM NpUMeHeHMss MW ykasaHbl B [lacnopTe
6e3onacHocTu. Macnopta 6e30MacHOCTM MOXHO HaliTu Ha caiTe www.abbottdiagnostics.com wnn obpatutecb K
MeCTHOMY NpeACTaBUTEN!o.

MOKA3AHNA N MPOTUBOMOKA3AHNA K MPUMEHEHNIO
He npumeHumo.
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TEXHNYECKVE XAPAKTEPUCTUKN
MuKpoyacTuLbl:

3HaueHue pH npu 20 °C: 6

MnoTtHocTb npun 20 °C: 1.076 r/cT3

KoHbtorat
3HauyeHue pH npu 20 °C: 6.3
MnoTtHocTb npu 20 °C: 1.009 r/cT3

CBEAEHNA OB W3BECTHbIX OMPAHWYEHMAX MO COBMECTHOMY MPUMEHEHUIO MEAUUUHCKUX W3AEAUA MO
HA3HAYEHWIO

OTCyTCTBYIOT.
LIBET 1 3AMAX

MukpoyacTuubl: KopryHeBbIii 1 XapaKTepHblii
KoHbtorat: becuBeTHbIn 1 6e3 3anaxa
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SUGO CHAMBER OF COMMERCE (INC)
CERTIFIED CORRECT IN ALL GOOD FAITH
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3660TT MpnaHams, T: +353 43 3331000

JmarHoctuyeckoe dakc: +353 43 3331001
rogpasgeneHve
JNncHemak, JloHrdopa
I"padcTBO JOHrhopA,
VipnaHaus.
MoanucaHo: /nognucaHo/ [Oata: 3 gekabpsa 2019r.

Onusua Mannen (Olivia Mullen),

CneuunanueT No HOPMaTUBHO-NPABOBOMY PeryiMpoBaHuio
2660TT NpnaHaus,

[unarHocTuyeckoe nogpasgeneHue

NuncHemak, JTIoHrqopsa

MpagcTBO JIOHT(YOPA,

WpnaHgns.

/MevaTb: TOPTOBAS MAJIATA CNAVTO (UHK)
noannnnocCTb SACBUAETENBCTBOBAHA JOBPOCOBECTHO
YnonnomoyenHoe nnuyo /nognucaHo/ 04.12.2019 r./

/MevyaTb: AnarHocTn4eckoe
nogpasfeneHne 9660TT,
NoHrdopa/

/MevyaTb: TOPFOBAA MANATA CNANTO (MHK)
3ABEPEHHbIN CEPTUDUVKAT O MPOUCXOXAEHWNIA/

/MognucaHo: Onueua Mannen (Olivia Mullen) 3 peka6ps 2019 r./

TeKCT B [OKYMeHTe «V/IHCTPYKUMS MO NMPUMEHEHMIO» HA aHIMACKOM U PYCCKOM fA3blKax
NOMHOCTbO COBNaAaeT.

MepeBof C aHrMACKOTO A3blKa Ha PYCCKWMIA A3bIK BbIMNOMHEH MEPEeBOAYMKOM UYMCTSKOBOV
BukTOpuein AMMTpUeBHOIA.
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Poccwiickas degepayums. Nopog Mocksa.

LWecTHaguaToOro gekabpsa Ase ThicAuM AeBATHaALATOro roja.

A, BopoHuHa EBreHusi BnagumMmpoBHa, BPEMEHHO UCMOJHSALWAs 06513aHHOCTU HoTapuyca
r. MockeBbl bBbaxTagse O3nbmupbl HOpbeBHbI, CBUAETENLCTBYIO MNOA/MHHOCTL NOAMNUCK
nepeBoAyMka YnctsikoBo Buktopuun MUTPUEBHDI.

Moanuck caenaHa B MOEM MPUCYTCTBUMN.
JINYHOCTb MOANMCABLLIETO AOKYMEHT YCTaHOB/EHA.

3apeructpuposaHo B peectpe: Ne77/52-H/77-201"- $-
B3bickaHo Mo Tapudy 100 py6.

Ynna4yeHo 3a okasaHue ycnyr NpaBoBOro U TEXHNYECKOro Xapakrepa: --

E.B. bopoHuHa

Bcero npowHyposaHo, npoHymepoBaHo™
M CKpervieHo nedvart”™., .JmncT..Nie
BPVIO HoTapMW/H2jj~QIrMA veer)
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