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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 Instruction for Use. These documents are in a full
accordance with actual manuals of manufacturer.

A, Onueua MynneH, Cneynannct perynsTtopHoro otaena, 3660TT [uarHOCTUYeCKOe
MoppaspeneHne Wpnanams, JoHrdopa, Mpnadams (Olivia Mullen, Regulatory Affairs
Specialist, Abbott Ireland Diagnostics Division, Longford, Ireland), HacToswwmm
YAOCTOBEPSAD, YTO MpWiaraeMble AOKYMEHTbI B HWXENPUBEAEHHOM 06beme CTpaHuL,
AB/IAKOTCA UHCTPYKLMAMM MO NPUMEHEHUIO. ST LOKYMEHTbI MOTHOCTLIO COOTBETCTBYIOT
(haKTUYECKON [OKYMEHTALMMN NPOV3BOANTENS.

WHCTpYKLMA No npuMeHeHWto Ha meguumHckoe msgenue (Instruction for Use for
medical devise)

Ha6op  peareHToB  ANnd  KONUYECTBEHHOTO  OMNpefeneHns  3cTpaguona
VMMYHOXEMUTIOMUHCCLEHTHLIM METO/ZIOM B CbIBOPOTKE M Ma3Me KPOBW Ye/lOoBeKa

Ha MMMYHOXMMUYeCKMX aHanmnsaTopax Alinity i «3cTpagnon PeareHTbl (Alinity i
Estradiol Reagent Kit)»

lio TEKCTY WHCTPYKLUMK BCTPEYarTCA BapUaHThbI HaVMeHOBaHWiA MEANLNHCKNX I/I3,£I|EJ'II/IIZ,
npueeneHHbIE B Ta6m/|u,e HWXXe, KOTOpble ABNAKTCA cnpaBeainMBbiMi W paBHO3HaYHbIMU

(Instruction for Use includes the followings true and equivalent short names of medical devices
listed in table):

HavmeHoBaHue HavmeHoBaHWe MeAWLMHCKOro U3Aens Ha CokpalleHHoe
Ha aHr IMACKOM PYCCKOM fi3blKe HammeHoBaHue (no
A3blKe TEKCTY [OKYMeHTa)

Alinity i Habop peareHTOB f/19 KO/IMYECTBEHHOIO ScTpagmon
Estradiol ornpejeneHus acTpagmona UMMyHoO- PeareHTbl (Alinity i
Reagent Kit XeMUNIOMUHECLEHTHbIM METOA0M B CbIBOPOTKE U Estradiol ~Reagent

nnasme KpoBU YesoBeKa Ha UMMYHOXMMUYECKMX Kit)

aHanunsatopax Alinity i «3cTpaanon PeareHTbl

(Alinity i Estradiol Reagent Kit)»
Alinity i Kanubpatopbl g1 obecrnevyeHUs MpasuabHOCTM  3CTPaAMON
Estradiol KOMIMYECTBEHHOrO  ompefeneHns  acTpaguona Kanubpatopbl

Calibrators)

UMMYHOXEMWUTIIOMUHECLEHTHBIM METOZOM B
CbIBOPOTKE W MjasMe KpuvBM  YefoBeka  Ha
UMMYHOXUMUYECKMX  aHanm3aTopax  Alinity i
«9cTpaguon Kanubpatopbl (Alinity i Estradiol
Calibrators)»

(Alinity i Estradiol
Calibrators)

(Alinity i KOHTponbHble MaTepuanibl AN MOATBEPXKAEHUS  DCTpaamon
Estradiol BOCMPOW3BOAMMOCTM 7 MPaBUAbHOCTM  KOHTPO/bHbIE
Controls KOJINYECTBEHHOIO onpeneneHus acTpaguona Matepuasl (Alinity

MMMYHOXEMUIOMUHECLEHTHBIM MEeTO40M B
CbIBOPOTKE M MNJila3Me KpOBM  4Ye/loBEeKa  Ha
UMMYHOXMMWUYECKMX  aHanmsaTopax Alinity i
«3cTpagmon KoHTposnbHble Matepuansl (Alinity i
Estradiol Controls)»

MEKTPOHHAS KONUS OGOPMAEHA LIEHTPOM WCTILITAHMI 1 PETHCTPALIMH MELMLIMHCKUX U3AEM

i Estradiol
Controls)
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Alinity i
Estradiol Reagent Kit

Read Highlighted Changn: Re\dsed May 2019.

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

I NAME
Alinity | Estradiol Reagent Kit

m INTENDED USE

The Alinity ! E*radiol assay is a chemiluminescent microparticle
Immunoassay (CMIA) used for the quantit®ive determination of
estradiol in serum and plasma on the Alinity i an*yzer,

I SUMMARY AND EXPLANATION OF THE TEST

Estradiol is the most potent natural estrogen in humans. It regulates
reproductive tunclion In femaies, and, with progesterone, maintains
pregnancy. Most esbadlol is secreted by the ovaries (non-pregnant
women], although the testes (in men) and adrenal cortex (in men
and women) secrete small amounts. During pregnancy, the placenta
produces most ol the circulating estradiol.

Estradiol and estrone Inlercomert in vivo. In normal non-pregnant
women, estradiol synthesized by the ovary is the predominant source
of both estrone and eslriol.

Virtually all circulating estradiol Is protein-bound. Reported
association constaros for estradiol with sex hormone binding globulin
and serum albumin are, respectively, 6.8 x 10" and 6 x 10*." One
consequence of this binding is that the conditior’s of any assay

for serum estradiol must release this steroid quantitatively from Its
binding partners. The amount and proportion of protein-bound and
free estradiol vary by gender, and with pregnancy and menstrual
phase In women.’

Normal estradiol levels are lowest at menses and Into the early
follicular phase (26-75 pg/mL) and then rise in the late follicular
phase to a peak of 200-600 pg/mL |ust before the LH surge, which
Is normally followed immediately by ovulation. As LH peaks, estradiol
begins to decrease before rising again during the luteal phase
(100-XX0 pg/mL). If conception does not take place, estradiol falls
further to Its lowest levels, and menses begins shortly ihereafter.A'?
If conception occurs, estradiol levels continue to rise, reaching levels
of 1000-5000 pg/mL during the first trimester, 5000-15 000 pg/mL
during second bimesler, and 10 000-40 000 pg/mL during third
trimests'.”~ At menopause, estradiol levels remain fow.”

Because the ovaries produce most estradiol in normal women,
estimation of this hormone is sometimes a gauge of ovarian
function.* In addition, monitoring estradiol levels is important In
evaluating amenorrhea, precocious puberty, the onset of menopause,
and infertility In men and women. Monitoring estradiol levels is
essential during fo vffro fertilization, because the timing of recovery
of oocytes depends on follicular development, which in turn depends
on the estradiol fovei.

m BIOLOGICAL PRINCIPLES OF THE PROCEDURE
This assay is a delayed oTe-stop immunoassay for the quantitative
determination of estradiol in human serum and plasma using
chemiluminescent microparticle Immunoassay (CMIA) technology.
Sample, anti-estradiol (rabbit, monoclonal) coated paramagnetic
microparticies, specimen diluent, and assay diluent are combined
and incubated. The estradiol present in the sample binds to the
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Estradiol
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G71176R06

B7P500

1»" 07P5020
07P5030

anti-estradiol coated microparticles. Estradiol acridinlum-laboled
conjugate Is added to create a reaction mixture. The reaction
mixture is incubated. Following a wash cycle, Pre-Trigger and Trigger
Solutions are added.

The resulting chemiluminescent reaction Is measured as relative light
units (RLUs). There Is an inverse relationship between the amount of
estradiol 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, Sectlexi 3.

I REAGENTS

Kit Contents

Alinity | Estradiol Reagent Kit 07P50

NOTE: Some kit sizes are not available In all countries. Please
contact your local distributor.

NOTE: This product is composed of 4 components, which are
packaged as a 2 cartridge reagent set. Both cartridges are required
to perform the assay.

Volumes (mL) listed In the table below indicate the volume per
cartridge set.

07PS020 07P5030
Tests per cartridge set 100 500
Number of cartridge 5 5
sets per kit
Tests per kit 200 1000
[tMciioMimeLis 1 8.3 mL 33.8 mL
| coNJua«nj 6.1 mL 26.5 mL
IASMVDNiMNT! 81 mL 26.5 mL
ISHCUMM OtLUINT 1 10.4 mL 47.1 mL

|weron*ntIC11»] Anti-Estradiol (rabbit, monoclonal) coated
microparticles in TRIS/BIS-TRIS buffer with protein (rabbit) stabilizer.
Minimum concentration: 0.0657% solids. Preservatfve: ProClin.

|coHJuawa| Estradiol acridinium-labeled conjugate in citrate buffer
with surfactant stabilizer. Minimum concentration: 63.36 ng/mL.
Preservative: ProClin.

MMVCMIUSIfr gy rfactant in citrate buffer. Preservatives ProClin.

leeecw n wuc iit|jris buffer with protein (bovine) stabilizer.
Preservative: sodium azide.

Vtemings and Precautions
¢ ®

= For In Vitro Diagnostic Use

Safety Precautions

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



The followlna warnings and precautions apply to: I*«c*op*irnctiaj j
coMJueeral " Jassay atuMwrj

WARNING Contains methylisothiozolones.

H317 May cause an allergic skin reaction.

Pre~nllon

P261 Avoid breathing mist / vapors / spray.

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

P280 Wear protective gloves / protective
clothing / ew protection.

Rasponee

P302-TP362 IF ON SKIN: Wash with plenty of water.

P333+P313 If skin irritation or rash occurs; Get
medical advice / attention.

P382*P364 Take off contaminated clolhing and wash
It before reuse.

Disposal

P501 Dispose of contents / container in

accordance with local regulations.

The following wamir\gs and precautions apply to; 1*/* ** *muwenTj

4 >

WARNING Contains dlethylenetrlamine-pentaeceUc
acid and sodium azide.

H361 Suspected of damaging fertility or the
unborn child.

H316* Causes mild skin Irritation.

EUH032 Contact with acids liberates very toxic gas.

Prevention

P201 Obtain special Instructions before use.

P280 Wear protective gloves / protective
clothing / eye protection.

Response

P308+P313 IF exposed or concerned: Get medical
advice / attention.

P332+P313* If skin irritation occurs: Get medical
advice / attention.

Dlispoeal

P501 Dispose of contents / container In

accordance with local regulabons.

* Not appUcabla where regulation EC 1278/2008 (CLP) or OSHA
Hazaitl Cornmunlcetion 2S CFR 1910.1200 (KCS) 2012 have been
impiemented.

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

For a detailed discussion of safety precautions during system
operation, refer to the Allnity cl-sories Operations Manual, Section 8.

Reager>t Handling

NOTE: Alinity | Estradiol Conjugate and Assay Diluent bottles do not
contain a septum by design,
= 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 S 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.
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= After mixing, place reagent cartridges in an upright position for
B hours 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 Allnity ci-serles Operations Manual,

Section 7.

Reagent Storage

storage Maximum Additional Storage
Temperature  Storage Time Instructions
Urwperwd 21to 6'C until Store in upright position,
expiration H cartridge does not
dale remain upright gently
invert the cartridge 10
times and place in an
upright position for B hours
before use.
On board System 30 days
Temperature
Opened 2to8'C Until Store in upright position,
expiration if cartridge does not
date remain upright during
storage, discard the
cartridge.

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

Reagents may be stored on or off the system. If removed from the
system, store reagents with new replacement caps In an upright
position at 2 to B'C. Rk reagents stored off the sy”em, it is
recommended that they be stored in their original trays or boxes to
ensure they remain upright.

For information on unloading reagents, refer to the Allnity cl-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 tost results are invalid, and samples must be retested.
Assay recalibration may be necessary.

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

m INSTRUMENT PROCEDURE

The Allnity i Estradiol assay requires that the Allnity IHgger
Solution be stored orv-board tor no longer than 10 days alter the
day the reagent Is Installed. Tha system automatically tracks the
on-board Btability of the Trigger solution In the replacement bottle
and the reservoir.

NOTE: If the on-board stability for the Trigger solution expires
perform the Empty the bulk solution reservoirs (I-serles)
procedure found In Section 10 of the Operations Manual.

The Alinity | Estradiol assay file must be Installed on the Allnity |
analyzer prior to performing the assay.

For detailed information on assay file installation and viewing and
editing assay parameters, refer to the Allnity cl-serles Operations
Manual. Section 2.



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

For 8 detailed description of system procedures, refer to the Alinity
ci-serles Operations Manual.

Alternate Result Units

Edit assay parameter 'Result Units* to select an alternate unit.
Conversion formula;

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

Default Result Unit
pg/mL

Cortverslon Factor
3.87
0.00387

Alternate Result Unit
pmoi/L
nmol/L

I SPECIMEN COLLECTION AND PREPARATION
FOR ANALYSIS

Specimen Types

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

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

Specimen Types Collection Tubes

Serum Serum
Serum separator
Plasma Lithium heparin

Piasma separator
Potassium EDTA

= Performance has not been established fur the use of cadaveric
specimens or the use of bodily fluids other than human serum
or plasma.

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

Specimen Conditions

» Do not uso:

- heat-inactivated specimens
specimens with obvious microbial contamination

> For accurate results, serum and plasma specimens should be
free of fibrin, red blood cells, and other par~ulate matter. Serum
specimens from patients receiving anticoagulant or thrombolytic
therapy may contain fibrir) due to incomplete clot formaOon.

« To prevent cross contamination, use of disposable pipettes or
pipette tips Is recommended.

Preparation for Analysis

« Follow the tube manufacturer's processing instructions tor
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.

To ensure consistency ir* results, recontrifuge specimens prior to

testing if

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

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

observed, mix by low speed vortex or by gently inverting prior to
recentrlfugation.

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.
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= 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.

« Recentrlfuge specimens.

Recentrlfugation 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 tipid la”r, transfer
only the clarified specimen and not the lipemic materia!.

Specimen Storage

Maximum
specimen Type Tempewtura Storage Time Special Irrstructlons
Serum/Plasma 2 to 8X 7 days W testing will be

delayed more than 24
hours, remove serum
or plasma from the
clot, separator, or red
blood cells and store
at 2-8'C.

If testing will be delayed more than 7 days, specimens should be
frozen at -20'C or colder.””

Avoid multiple freeze/thaw cycles.
Specimen Shipping
Package and label specimens in compliance with applicable state,

federal, and Intemaiional regulations covering the transport of clinical
specimens and Infectious substances.

I PROCEDURE

Materials Provided
07PS0 Alinity i Estradiol Reagent Kit

Materials Required but not Provided
= Alinity | Estradiol assay file
= 07P5001 Alinity i Estradiol C<dlbrators
= 07P5010 Alinity i Estradiol Controls or other commercialty
available cortirols
= 07P5040 Alinity i Estradiol Manual Dihjent Kit
<« Alinity Trigger Solution
Alinity FTe-Trigger Solution
Alinity i-series Concentrated Wash Buffer
For information on materials required for operation of the instrumern,
refer to the Alinity ci-series Operations Manual, Section 1
For information on materials required for maintenance procedures,
rofor to the Alinity cl-series Operations Manual, Section 9.
Assay Procedure
The Allnity | Estradiol assay requires that the Allnity Trigger
Solution be stored orvbosrd for rto lortger thsrt 10 days after the
day the reagent is Installed. The system automatically tracks the
on-board stability of the Trigger solution In the replacement bottle
and the reservoir.
NOTE: If the on-board stability for the Trigger »Hutiort expires
perform the Empty the bulk solution reserwlrs (I-series)
procedure found In Section to of the Operatlor» Manual.
For a detailed description of how to run an assay refer to the Allnity
cl-serles 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 lo running the test.



« Maximum number of replicates sampled from the same sample
cup: d
Priority;
« Sample volume for first test: 200 pL
« Sample vohjme for each additional lest from same sample
cup: ISO pL
s 3 hours on (he reagent and sample manager
« Sample volume tor first test; 200 pL
« Sample volume for each additional test from same sample
cup: 150 pL
> 3 hours on the reagent and sample manager:
Replace with a fresh aliquot of sample.
< Refer to the Alinity | Estradiol calibrator package Insen and Allnity
i Estradiol control package insert for preparation and usage.
m  For general operating procedures, rofor to the Alinity ci-series
Operations Manual, Section 5.
= For optimal performance, it is important to perform routine
maintenance as described in the Alinity cl-sertes Operations
Manual, Section 9. Perform maintenance more frequently when
required by laboratory procedures.

Sample Dilution Procedures

Samples with an estradiol value oxcooding

1000 pg/mL (3670 pmot/L) are flagged vrith the code *> 1000 pg/mL*
(> 3670 pmol/L) and may be dikjted with either the Automated
Dilition Protocol or the Manual DHution Procedure.

Automated Dilution Protocol

The system performs a 1:5 dilution of the sample and automatically
calculates the concentration by multiplying the result by the dilution
factor.

After the automatic dilution Is performed, if the sample concentration
Is > 5000 pg/mL (> 18 350 pmol/L), dilute the sample 1:10 and run
using the Manual DHuHon Procedure.

Manual Dilution Procedure

Suggested dilution: 1:10

Add 20 pL of the sample lo IBO pL of Allnity | Estradiol Manual
Diluenl.

The operator must enter the dilution factor In the Specimen or
Control tab of the Create Order screen. The system will use this
dilution (actor to automatically calculate the concentration of the
sample and report the result. The resuh should be > 100 pg/mL
(367 pmol/L) before the dilution factor Is applied,

if the operator doos 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 100 pg/mL
(367 pmol/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 cl-

serles Operations Manual. Section 5.

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

Once a calibration is accepted and stored, all subsequent samples

may be tested without further calibration unless:

= A reagent kit with a new lot number Is used.

« Daily quality control results are outside of statistically-based
quality central 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
recalibralion frequency.

This assay may require recalibration after maintenance to critical

parts or subsystems or after service procedures have been

performed-

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

Quality Control Procedures

The recommended control reguiretnent for the Alinity | Estradiol

assay Is that a single sample <A each control level be tested once

every 24 hours each day of use.

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

ar~d/or federal regulations or accreditation requirements and your

laboratory's quality control policy.

To establish statlsticatly-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 se>roral (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 mckide:

« Multiple stored calibrations

= Multiple reagent lots

« Muttiple calibrator lots

« Multiple processing modules (if applicable)

« Data points collected at different times of the day

Refer to published guidelines tor Information or general control

recommendation, for example Clinical and Laboratory Standards

Institute (CLS1) Document C24-A3 or other published guidelines, for

general quality control recommendafiorts.'?

m if more frequent control monitoring is required, follow the
established quality control procedures (or 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 yewr
laboratory. Recalibration may be rwcessary. For troubleshooting
information, refer to the Alinity ci-series Operations Manual,
Section 10.

< Re”ew quality control results and ecceptarwe criteria followir® 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 Claims

For protocols to verify package Insert claims, refer to Veritlcation of

Assay Claims In the Alinity ci-serles Operations Manual.

I RESULTS

Calculation

The Allnity | Estradiol assay utilizes a 4 Parameter Logistic Curve fit
data reduction method (4PLC, Y-welghted] 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 (lags that may appear in this field, refer to the
Alinity cl-series Operatlcms Manual, Section S.

Measuring Interval
Measuring interval Is defined as the range of values In pg/mL

(pmol/L) which meets the limits of acceptable performance tor
linearity, Imprecision, and bias.

The measuring interval of the Allnity | Estradiol assay is 24 to
1(X)0 pg/mL (66 to 3670 pmol*.).



I 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 estradiol results are Inconsistent with clinical evidence,
additional testing Is suggested to confirm the result.

= Helerophlllc 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
bo prone to this intorforonce, and anomalous values may be
observed. Additional information may be required for diagnosis.

I EXPECTED VALUES
This study was performed on the AACHITECT | System.

Representative performance data are provided in this section.
Results obtained In indMduc” laboratories may vary,

it Is recommended that each laboratory determine its own reference

range basod upon Its particular locaio and population characteristics.

The expected ranges for the ARCHITECT Estradiol assay were
obtained by testing specimens drawn from 101 males, 72
posimenopausal females and normal menstruating females. For the
normal menstruating female ranges, specimens were obtained from
36 women drawn throughout their cycle, resulting in a total of 956
specimens. Variations In cycle length were normalized by aligning
the cycles based on Day O as the day of the LH peak (same day as

ARCHLtTECT Estradloi Profile During the Normal Menstrual Cycle

Cycle Diy ) Medial
EsMol Cencentntion (psyml) -a - o
95%
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the FSH peak and same day or one day after the estradiol peak).
To establish cycle-specific reference ranges, the specimens were
categorized as follicular phase, mid-cycle phase and luteal phase.
Follicular phase was defined as the period of time from 1S days to
2 days prior (-15 to -2) to the period of the mid-cycle gonadotropin
surge (Days -1 to w*1]. The luteal phase was defined as *2 days to
+15 days.’*

All cycles included In establishing reference ranges were ovulatory.
The results are presented below.

Eatndlol ConcanlraUoe ¥ iim

Median  Cetrtral 95% Range
PopulMion n (PO/iRI) (pghnL)
Normal Menstruating Females.
FoHtcular Phase 385 54 21 « 251
Mid-Cycle Phase 105 196 38 - 649
Luteal Phase 466 9 21-312
Postmenopausal Females not on HRT 50 <10 <10-26
Postmenopausal Females on HRT* 22 26 <10-144
Males 101 23 11-44

HRT - Hormone Heplacemont Therapy
«For n-22, the central 95% range Is the same as the range from
minimum to maximum.



| SPECIFIC PERFORMANCE CHARACTERISTICS
Representative periormance data are provided In this section. Results
obtained in individual laboratories may vary.
The Alinity i analyzer and the AACHITECTI System utilize the same
reagents and sample/reagent ratios.
Unless otherwise specified, all studies were performed on the Alinity
| analyzer.

Precision

Within-labofatory Precision

A study was performed based on guidance from CLSI EP05-A2."*
Testing was conducted using 1 lot of the Alinity i Estradiol Reagent
Kit. 1 lot of the Alinity i Estradiol Calibrators, and t lot of the Alinity i
Estradiol Controls and 1 instrument. Three controls were assayed In a
minimum of 2 replicates at 2 separate times per day on 20 different
days.

WKMfl-flu ewinyreontory
Msn (ReptMabrey) (Tow
Sanstt n (purmi) D v so Y%cv
Low ContDl 129 el 35 71 38 7
Medium 120 IBS 4S 24 49 26
Control
HigtiContraf 120 5374 128 22 152 26
m Includes within-run. between-run, and beiween-day variability.
WFINn-Run WMtin-LN\iMory
MMl (Tortiy
SSTeM n (poM) S0 9wV D eV
LowComroi 120 180 130 72 139 77
Medium 120 w 164 24 17.9 26
Control
HighControl 120 2156 471 22 %9 28

* Includes within-run, betvreen-rua and between-day variability.

Lower Limits of Measurement

A study was performed based on guidance from CLSI EP17-A2.~
Testing vras conducted using 3 lots of the Alinity iEstradiol Reagent
KlIl on each of 2 instruments over a minimum of 3 days. The
maximum observed Limit of Blank (LoB). Limit of Detection (LoO),
and Limit of Quantitation (LoQ) values are summarized below.

SOM pnell
LoB* 13 B
w* 20 3
LoQ" 2 8

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

The LoD represents the lowest concentration at which the analyte
can be detected with 95% probability based on n 2 60 replicates of
k>w-anafyte level samples.

AThe LoQ was determined from n 2 60 replicates of low-analyte
level samples and Is defined as the lowest concentration at which a
maximum allowable precision of 20 %CV was met.

Linearity

A study was performed based on guidance from CLSI EPO6-A"
This assay Is linear across the measuring interval of 24 to

1000 pg/mL (88 to 3670 pmol/L).

Analytical Speciflcity

This study was performed on the ARCHITECT | System.

The specificity of the ABCUTTECT Estradiol assay was determined
by studying the compounds listed below In either the absence or
presence of estradiol using guidance from CLSI protocol EP7-A.A
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Table A

A study was performed in which synNeetic specimens containing
essentially no residual estradiol were supplemented with potential
cross reactants at the concentrations listed and tested for estradiol.
The percent cross reactiviTy is shown below:

Cwicwilrtfoe Crott

dwtRsKum Resctad %Cress RwdMtv
176-Estrsdld3-$ulfate SOnom 0.1%
Estrone 1SO0pgfmL 0.7%

Cross Reactivity of the following compounds was undetectable at the
concentrations listed below:

ANVBRSKUNI Conception Cress Rsactaet
Aldosterone I0ugmL
50-Androstan>38.17Mol 100(~mL
5a-And(Ostarkbone 1QniytnL
Androstenedione 100niytrl
CkKrtphene otrete uivmL
Cordcesterene 570 ntymL
Corosone SOOniymL
Oeoiycortlcosterone ecetate 500niymL
11-DeoxycorOsol 500ngTmL
Oexamethssone 12 770 ntymL
OHEA 120 ng/mL
OHEAS BPArT
56*Dnydrocort)cy»taron« SOOngrmL
DHT (MiydretestDsterene) 2ngftnL
Equiln 0.6niymL
Equlin Butlale SngTml.
Estelrol 2.4 ngrmL
17q Estradiol Qai
17B-Estraillol-3-glucuronicke 48N »
175-Estradiol t7-valerati 1
17B-Estradlol 17-propionate 1 ng/mL
17B-Estrsdlol 3-5ulf2te17-glucuronide 50ng7mL
Estnoi 2500 pg/mL
Fstnol 16Q-{B-D<gliicuronidej 106 ng/mL
Estrlol 3-sulfate 300 ng/mL
Estrtol S-fB-O-sLcuronide) 106 ng/mL
Estrone 3-sulfaie 0.4n~mL
Eihynodioi diacetatt 1 pg/ml
Ethynylestradioi 0.4 ng/mL
Hydrocortsone SOOn~mL
16a-Hydroxyestrone 1 ng/mL
17a-Hydroxypregnanolons 480 ng/mL
17Q-HydroxyprogesiarQni 1200ntfiTiL
Medroxyprogesterone 12.3 ng/mL
Mestranol 0.4n~mL
Norelhmdrone 16 ntymL
NorethindrDne acetate (Norethisterona 14 n~NmL
acetate)

Pregnanolorie 59 ng/mL
Progesterone 500 ng/mL
Tamoxifen 183 ng/mL
Testosterone 20 ng'mL

This assay should NOT be used to assess estradiol lavelt for
patients undergoing FHjivestrant or Mifei*letone treatment Strucajral
and functINi® analo”es of steroid hormones, Inctu” the estradiol
molecule, have Nee potential to cause interferenoe/cross reactivity
with the ANefty | Estradiol assay. Semples from patients administered
medications w”ich Mtibtt tumour ceU prolliraHon (e”i. CDK 4/8
inhibitors) may be subject to Interference/cross reactivity with the
Alinity i Estmdioi assay. In addition, drugs which hterfere wtNe or
activate production of steroid honnones (e.g. Aromatase Inhibitors)
may also Interfere or cross react witii the Alinity | Estradiol assay. In
such cases, an alternate method such as chromatography should be
used.



Table B

Tbe ARCHITECT Estradiol assay recovery in the presence of the
following compounds is 100 + 40% at the concentrations listed below:
A study was performed In which synthetic specimens corrtalning
estradiol (600 pg/mL) were supplemented with potential interferents
at the concentrations listed and tested for estradiol. The percent
recovery Is shown below:

Inlerferenl ConeeRirallon Irtlerleranl %Recovery
Equiii 1.2ng/mL 98.4
Equiln Sulfate 10n(/mL 92.6
EthynylestTBdkri 0.8 ng/ml 88.6
Mestranol 0 8hfl/mL 1005
Norethirdrone 32 tigrtriL 76.9
Norathinctnjne acetate 28 ng/mL 99.5
(NorethisUrorre acetate)

The ARCHITECT Estradiol assay recovery in the presence of the
following compounds is 100 + 10% at the concentrations listed below:
A study was performed In which synthetic specimens containing
estradiol (600 pg/mL) were supplemented with potential interferents
at the concentrations listed and tested for estradiol. The percent
recovery is shown below;

Inlerferenl

Concentration Inlerlerenl 9% Recovery

AlQosierone 10pa/hiL 100.1
5a-Anclrostan-38.178-di(™ 10 ngfmL 98.8
6Ga-fviilrostandione 10 ng/ml 99.6
Androstenediore 100ng~mL 100.1
Ciomiphene citrate 60 ng/ml 98.8
Corticosterone 570 ng/ml 99,1
Cortisffiie 500 nyml 98.4
Deoi”cortlcosterohe acetate MOnchTLL 98.9
11-beoxycort)sol SOOntyml 100.4
Dex/etiiasone 12 770 ng/ml 100.5
DHEA 120 nj™ml 99.8
DHEAS 8lig/mL 100.2
sp-Dihyfirocorticosterone 500 rtg/ml 100.9
DHT (Oihydrotestosterone) 2 ng/ml 100.9
Estetrol 2.0 ng/ml 93.0
170 Estradiol 0.3 ng/ml 100.7
178-Esiradld-3-gluUironide 4.8 ng/ml 98.8
|7Hstradioil7-vaterata 1ng/ml 1004
178-E5tradio( 17-pro(»onate in~L 100.1
17Hstrad|(4 3-sulfate 50n(yT1 105.1
178-EsBadiol3-s#atel7- 50 ng/ml 99.6
gkicuronkle

Estrid iSo-iB-C-ghicte’orride) 106 ng/ml 101.3
Estriol 3-sul(ate 300 ng/ml 97.9
Esciol S4™O-glucurontde) 106ngNaL 100.1
Estrone 3-suttate 0.4n{yT1 100.1
Eteynodid diacetate 1 ug/ml 97.7
Hydoewfisone KWnjymL 89.4
1604fydroxy9strone 1 ng/ml 100.2
1704lydtoxypregnaiiolone 480 ng/ml 100.0
17a-HydroxyDrogterone 1200ng'mL 98.9
Medrraypmoesterone 12,3 ng/ml 991
Pregrunolone 59 ng/ml 100.2
Progesterone 500 nft/iTiL 100.5
Tamodlen 183n ™| 100.9
Testosterone 20 ng/ml 9.1

This assay should NCTT be used to assess estradiol levels for
patients undergoing Putvestrant or Mifepristone treatment. Structural
=nd functional anaioguM of steroid hormones. Including the estradiol
molacule. have the potential to cause Interferance/cross reactivity
iMdi the Allnity | Estradiol assay. Samples from patients administered
medoaltons which Inhibit tumour cel) proliferation (e.g. CDK 4/6
InWbcors) may be subject to Interference/cross reactivity with the
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Alinity 1Estradiol assay. In addidon, drugs which interfere with or
activate pradt”iwi of steroid htHtnonee (e.g. Aromatase Inhlbihrs)
may also Irtteifare or cross reactwlNe the MInity | Estradiol assi® tO
such cases, an alternate method such as chromatograi” should be
used.

Table C

The ARCHITECT Estradiol assay recovery in the presence of the
following compounds is 100 + 10% at the concentrations listed below:
A study was performed in which synthetic specimens containing
estradiol (concentrations listed below) were supplemented with
potential interferents at the concentrations listed and tested tor
estradiol. The percent recovery is shown below:

Concentration Concentration
Iniartertnt Eilradlol Inierforeni % Recovery
Estrone 750 pg/ml 300 pg/ml 93.9
Estrone 4000 pg/mL 1500 pg/ml 92.8
Estriol 4000 pg/ml 1500 pg/ml 98.4
Estricl 150 pg/ml 2500 pg/mL 921
Interference

This study was performed on the ARCHITECT | System.
Potenli*ly Interfering Endogenous Substances

Potential interference Inthe ARCHITECT Estradiol assay from
hemoglobin, bilirubin, triglycerides, protein, and cholesterol at the
levels indicated below Is s 10%. Interference was evaluated in a
stucfy based on guidance from CLSI protocol EP7-A.*

Interferenl Level

Poloriiriily InlefIBriftfl Suhtlanee Conventional Units
HRTioglobin SOOmvdL
Slnubln ZOmpruL
Triglyterides 1000 nvVdL
Protrin 4and12g/dl
Cholesterol 240mtydL

Method Comparison

A study was performed based on guidance from CLSi EP09-A3 using
the Passing-Bablok regression method.”

Correlation CottceiMrelkm

Units  n  CoetlicieRt Intercept sirew tange

AliNtyl Serum  pg/ml 120 0.99 297 1,07 12-873

Estrsdioivs (pmot/L) (10.68) (44-3202)
ARCHITECT
Estradiol
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Note (or 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
pan of a number written in decimal form (example: 3.124).
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Key to Symbols

1SO 15223 Symbols

V

Consult instruclions tor use

Manufacturer

Sufficienl for

Temperature limitation

2 Use by/Exptratlon date

H In Vitm Diagnostic Medical
Device

sl Lot Number
List Number

Serial number

Other Symbols

'‘«“MAYoi1Lu~'1 Assay Diluent

ieoiuiMATIl Conjugate

CONTAINS! AZietl Contains Sodium Azide. Contact
with acids liberates very toxic
gas.

.mamiauno aithe usa bv | Distributed In the USA by

Information needed tor Unned
States of America only

Wweewmew FO*uUsAewty 1

Imvinaioin mkponusb | Inversions Performed

[>aqw>»Aitncul Microparticles

IFweever OFBtsuuie 1 Product of Ireland

iKxOMUTI For use by or on the order of a
physician only (applicable to USA
classlficalion only).
isFeciiiaiiBiiuaiiTl Specimen Diluent

Alinrty and ARCHITECT are trademarks of Abbott Laboratories in
various jurisdictions. All other trademarks are property ol their
respective owners.
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or find country-apeclfic contact Information on
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ADDENDUM
to the Iretrucbon for Use Alinty i Estradiol Reagent Kt (for Rusaa)
SHIPPING

RecoimterxJed shipping eorxJiSons for de»4® is 2-B in sin®e-use fhermo osmainers
wntanng coaant elements, or in reusatHe thermo contains with automaticaty
maimained lerrperature win eutorefngeratorausing therrretindc”rn. Devi® is stable
until the expiration date incS®ted on the package Oeu® is no longer suitable for use
ii BNpping temperature limits have been viderttd. Ship In an «<idosed carter veNda of
any kiml In eccordancswith shipping rules, apfriicable to therespacSvo®rriar

WARRANTY

Manufactuar guarantaas that devi® lamai® «LL e witil the explraSon diHe when
stored and handled as drectad The maximum shelf life of the rredical devi® is a
months from date of rrsnufactuiing. Devi® must be dB®rted if stored wito deviatio®
in rrenulacturai's requirerrents.

M>UNTEN>U"CE
Not required
REPAIRS
Not regiired,

DESTRUCTION AND DISPOSAL OF A MEDICAL DEVICE

Destrucl and d s a of a medic» device in accordan® with the reqdramants of
SanRn 21.7,2790-10 ®tad OemTber 12. 2010 "Saiitary-epiWiTioiogicai
Requirements tor the Management of Medic» Wasle*.

Transrnt and depose of e product end its corrpwrents and packaging In accordarr®
withtoe» reguafions

LISTOF APPLICABLE STANDARDS
NNeon» Russian standards and normative documentation iptfikvi to MD

GOST R 51352-204, GOST R EN 13612-2010, GOST R ISO 23640-2015, GOST R
18113-1-2015, GOST RISC 10113-2-2015, GOST R IS 015223-1-2014, Government
Regulation Ne1416 «On Uie approv» of the niles of slate registration of metS®!
eev)®s Order of the Ministry of Health of Russia dated 06/06/2012 No. 4n. Order of
the Ministry <4Health of Rus»a dated 01/08/2014. No. 2n, Or®r of the Mimstiy of
He»thof the Russian Federation No 11n of January 19, 2017

Ne1416

POTENTIAL USER

The AliNty i Estiadol Reagent Wt Is intended to be used In s vanety of dintc» and
laboratory canddons. inctudng, without limiation, hospitds and iaboratorl®, viho®
personnel have been tianed in toe u® of the Alirtity | endyzer.

INFORMATION ABOUT PRESENCE OF DRUGS IN
COMPOSITION OF MEDICAL DEVICE

Dws not contan any drugs

STERILIZATION

Medical devi® « wHrewired to be sterile.

INFORMATION ABOUT POSSIBILITY OF MULTIPLE
APPLICATION

Uedicd dew® ®nnol ® ra-ar*iad

MATERIALS OF ANIMAL ORIGIN

Matan»s of simel oh”n ere tested end ri»(s of using MD aro Indcatod in SDS. Safety
Data Sheets are awl3bie at www.abbottdiagnosll® ®m w contact your loc»
representative,

INDICATIONS
The Allnity i Estradi» assay Is a cheirskxTinescenf rriorDpenicSe Immixioassay

(CMiA) used for toe quaniitaive detomiMtion of estiadio! In serum and plasma
® theMnityian»y®r.

CONTRATINDICATIONS FOR USE

Not appH®He.

STORAGE AND USE CONDITION

Storage of Me»c» devi® ata temperature of 2 ‘C to 8 *C should be earned oii Incod
rooms or in refrigerates providing a regulated temperature regime with a daily
terrperalure recort.
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Alinity i

Actpagnon PeareHtbl (Alinity i Estradiol Reagent Kit)

Cm. BbieeHHble NLeHeHWs. Pepakuyis: maii 2019 .

Heo6X04MMO TOMHO CnefoBaTb WHCTPYKUUBM. TMpuU OTKIOHEHWUMW OT
MHCTPYKUMIA HAleX)KHOCTb PE3yNbTaToOB TECTa He rapaHTUpyeTcs.

s HAUMEHOBAHMWE (CokpalyieHHoe)

3cTtpaaunon PeareHnTbl (Alinity | Estradiol Reagent Kit)

I HABHAYEHWE

TecT ¢ ncnonb3osaHuem 3ctpagunon PeareHTtbl (Alinity | Estradiol
Reagent Kit) sBnseTcs XeMUIlOMUHECLLEHTHbIM UMMYHOAHaNN30M

Ha MukKpouactuyax (CMIA) gns KONMYECTBEHHOTO onpejeneHns
acTpaguona e cbiBOPOTKE U nNna3me KpoBu Ha aHanusatope Alinity i.

| KPATKOE OMUCAHWE TECTA

3cTpagnon - Hanbonee akTUBHLIN HaTypanbHblli 3CTPOreH YenoBeka.
Y XEeHLWWH OH perynupyeT penpoAyKTUBHYIO PYHKLUUIO U Hapsigy

C nporecTepoHoMm o6ecneynBaeT HOpMalbHOE MpoTeKaHue
6epemeHHocTU. OCHOBHAasA 4YacTb 3CTpajmona CUHTe3npyeTcs B
ANYHUKaX (y HebepeMeHHbIX XXEHLUH), XOT ANYKN (Y MY>XKXUUH) 1
Kopa HaAMoYeYHUKOB (Y MYXUMH U MPHLMH) TAKXKE CUHTE3UPYIOT
He6o/bIvoe KOANYeCcTBO TOPMOHOB. Bo Bpemsi 6epeMeHHOCTU
nnayeHTa CMHTE3NpyeT HanbOoNbLUYI YacTb LUPKYIMPYHOLLErO
acTpaguona.

B opraHu3me venoseka, In Vivo, actpagnon n acTpoH
asavmonpeepallaemMbl. B Hopme y HeGepeMeHHbIX XEHLNH
3CTPaANoN, CUHTE3UPYEMbIli B IMMHUKAX, SIBASETCA rNaBHbIM
MCTOYHWKOM 3CTPOHA W acTpuona.

MpakTuyeckn BeCb LMPKYNMPYIOLWUIA 3CTPagMon HaxoanTcs

B CBA3aHHOM C 6€/1KamMu COCTOSIHUU. U3BECTHbIE KOHCTaHTbI
accouynauun actpaguona ¢ rno6ynMHOM, CBA3YIOLWMM NONOBble
rOPMOHbI, U alb6YMUHOM B CbIBOPOTKE KPOBW COCTaBASAIOT,
CcoOTBETCTBEHHO, 6.8 x 10* n 6 x 10*.' BcneactBue flaHHoOro cakropa
no6oil MeToh aHanMsa acTpajvona Ha matepuane CbiIBOPOTKU
KPOBU AO/MKEH GbITb OCHOBaH Ha NPUHLKMNE KONNYECTBEHHOro
BbICBOOOX/leHNA JaHHOro cteponja. Konmuectso u gons
CcBO60O/JHOTO U CBA3AHHOro ¢ 6enkamu acTpagvona 3aBUCUT OT nona,
a Y XKEeHUMUH =Takxd 0T 6epeMeHHOCTU U (ha3bl MeHCTpyanbHOro
uukna.'

B HOpMe y >XEHLIUH YpOBEHb 3CTPajnona MUHUMANEH BO BpeMs
MeHCcTpyauun n B Havane onnmkynspHoli asbl (25 «75 pg/mL)
3aTeM B KOHUeE (hONMMKYTMNPHOW (hasbl OH HauMHaeT yBenninsaTbCs
n gocturaet nuka 200 =600 pg/mL nepej HayanoM MacCUBHOTO
Bbl6poca /I, 3a KOTOpPbIM 06bIYHO HEME[NEHHO chnefyeT OBYTULMS.
Mocne nuka ypoBHS /1T KOHUEHTpPauusa acTpagmona HaunHaet
CHMXATbCS [0 CNeAyloLLero roabllWeHns BO BpeMs NIOTENHOBOMR
¢asbl (100 =300 pg/mL). & nn 3a4atms He NPOM3OLUNO, YPOBEHb
acTpajnona npojomKaeT CHUXKATbCA 40 MUHUMYMA, U BCKOpe 3a
3TUM HauyMHaeTCa MeHCTpyauus.*'* Ecanm npoucxoauT 3avartue,
ypOBeHb 3CTpajnona npoAomKalT yBenmumsartbcs, gocturasa 1000
- 5000 pg/mL BO Bpemsi nepBoro TpumecTtpa. 5000 -15 000 pg/mL
BO Bpems BTOporo Tpumectpa u 10 000 «40 000 pg/mL Bo Bpems
TpeTbero TpumecTtpa.*'* B meHonay3e ypoBeHb acTpaguona
0OCTaeTcsl HU3KUM.*

MocKoNbKy ANYHUKN BblpabaTtbiBaloT Hanbonblliee KonmyecTso
acTpajmona y 340pOBbIX XEHLWUH onpejeneHne KOHLeHTpanum
3TOro ropMoHa MHOrAa MOXEeT CNyXXUTb nokasatenem (yHKLUn
ANYHUKOB.® Kpome TOro, MOHWTOPWHI YPOBHe acTpajuona urpaet
Ba)KHYI0 poNb a 06cneoBaHMmM Mpu aMmeHopee, npexaeBpeMeHHOM
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Estradiol
07P50
G76392R06
B7P50R

® 07P5020
Nn5407P5030

NoNOBOM PasBUTUK, GecnaoxMm y My>XUuMH U XKEHLMH, a Takxe Ans
OLEHKM Havyana MeHornaysbl. MOHUTOPVHT ypOBHel 3cTpajnona
ABNSETCA HEOBXOAUMbLIM NpU oniogoTeopeHun In Uyra, Tak Kak
N3BNEYEHNE OOLMTOB NPOBOAWTCA B ONPEAENeHHOl (hase pas3Butus
honnankyna, 4To B CBOIO OuYepefb CBS3aHO C ypOBHEM acTpaguona.

I BUWONOTUYECKWE MPUHLUWMbI MPOLEAYPbI
[aHHbIA TECT ABNSETCA OTNOXKEHHBLIM OfHOCTYNEeHYaTbIM
MMMYHOQHaNN30M AR OnpefeneHns acTpajnona B CbiIBOPOTKE
n nnasme KpoBy Ha OCHOBE TEXHO/IOTUN XEMUNKOMUHECLEHTHOIO
MMMyHOaHanm3a Ha Mukpoyactuuax (CMtA).

CmellmnBaloTCA U UHKY6GUpytoTcs obpasel, napamarHuTHble
MuUKpo4vacTuybl, CeHCI/IﬁVIIWICiVIpOBaHHbIE aHTuTenamMun K actpagumony
(KpONMYbMMU, MOHOKNOHaNbHbMMW), ANNIOEHT 06pa3sLua u AUNK0EHT
Tecta. 9cTpajmon, NpUcyTCTBYOWMNIA B o6pasLe, cBA3bIBAeTCA

C MUKpoYacTULaMun, CEHCUBUININPOBILLHLIMKU aHTUTeNamMmmn K
acTpaguony. ina co3gaHus peakuMoHHOI cMecu go6asnseTcs
aKpuAnH'MeyeHblli KOHblOraT acTpagmona. PeakunMoHHas cmech
MHKyﬁMpyeTCﬂ. Mocne LuuKna npomMbIBKN K peaKLLMOHHOﬁ cmMmecun
fobasniitoTca pacTBopbl Npe-Tpurrepa v Tpurrepa.

Monyyaemas B pesynbTate XeMUNIOMUHECLEHTHAA peakuus

M3MepseTcs B OTHOCUTENbHbIX CBETOBbIX eanHuuax (L ). Mexay
KONM4YecTBOM 3cTpajgmona B obpasue n RLU, AeTeKTUPOBaHHbLIMU
onTUKon CUCTeMBbI, cyuiecTtByeT OﬁpaTHaﬂ 3aBUCUMOCTb.
Mogpo6bHyto MHhopMaLmio 0 CUCTEME U TEXHONOTUM aHanu3a cM B
PykoBogcTBe no akcnnyatauuu Alinity ci-serles. Pa3gen 3.

m PEATEHTbI

Cofep>kmmoe Habopa

3ctpaauon PearenTtbl (Alinity i Estradiol Reagent Kit) 07PS0O
NMPUMEYAHWE: HekoTopble hbacoBKM AOCTYMHbI HE BO BCEX CTpaHax.
O6patuTtech K Ballemy MeCcTHOMY AUCTPMGLIOTOPY.

NMPUMEYAHWE: [laHHbI NPOAYKT COCTOUT U3 4 KOMMOHEHTOB,
KOTOpble MOCTaBASIOTCA Kak HAbop peareHToB € fABYMS
KapTpugpkamu. [ns BbINONHEHNUS TecTa Heo6XoAuMbl 06a
KapTpumpKa.

O6bembl (ML), ykasaHHble B Tabnuue Hmwke, 0603Ha4YadT 06bEM B
OfiHOM Habope KapTpuzxXei.

i»] 07P5020 07PS030
KonnuecTtBo Tectos

B OXMOM Ha6ope 100 500
KapTpuaxe

KonuuecTtso

KapTpuaxeii B Habope

Konnuectso TecTtoB B

Habope 200 1000

|VUM«OMLrkn*| 8.3 mL 33.8 mL
fcoiwuacnl 81 mL 26.5 mL
|ASACON1BKT| 81 mL 26.5 mL
rakcrmucH IMLUINT | 10.4 mL 47.1 mL

F

nwm



07P5020 07PS030

[fciwwTicijitl MukponacTtuubl, ceHCNBUIN3NPOBaHHbIE
aHTUTenamMu K actpagunony (KpoamibMMu, MOHOKNOHaNbHbLIMY),
B TRIS/BIS-TRIS-6yhBpB C NPOTENMHOBBLIMU (KPOANYLUMU)
ctabunusatopamu. MUHUManbHas KoHueHTpauus; 0.066TYo
TBepooro BeuwectBa. KoHcepsaHT: ProClin.

leomw tnl AKpuaNH-MeUeHblii KOHblOraT acTpagmona B LUTPaTHOM
6ytepe ¢ crhakKTaHTHbIM cTabunmsaropomMm. MuHnManbHas
KOoHUeHTpanns: 63.36 ng/mL KoHcepsaHr ProClin.

imaypiuieMT cyppakrant B untpatHoMm Bydepe. KoHcepBaHT:
ProClin.

IBpeomem wmeifT|TRIS-6ychep ¢ npotenHoBbIM ("UbUM)
ctabunusatopom. KoTcepBaHT: a3uj HaTpum.

Mpesnynpe>KaeHrs 1 Mepbl NPELOCTOPOSICHOCTM
n

= [ns guarHoctuku In Vitro

Mepbl NPeaocTopo)KHOCTH

BHUMAHWE; fJaHHbI NnpofyKT npegnonaraet pa6oTy ¢
ob6pasyamu, NoNy4eHHbIMKU OT YenosBeka. PekomMmeHayeTcsi cumTaTh
BCe MaTepuanbl, Nosy4YeHHble OT YenoBeka, NoTeHunanbHo
VNHMEKLMOHHbIMUN 1 ob6paujaTbCs C HUMU B COOTBETCTBUN

co CTaHAapTOM MO 06paLLeHUt0 ¢ reMOKOHTaKTHbIMMN
natoreHamu, paspaboTaHHbIM YnpasneHvem CLUA no oxpaHe
Tpyga v NpoMbllUNeHHOl rurneHe (OSHA). Mpwu pa6oTe ¢
Marepuanamu, CofepxxaluMmu uim npeanonoXxXunTensHo
cofiep>allMn MHGEKLNOHHbIe areHTbl, cnegyet cobnojatb
npasuna 6uonornyeckoin 6e30nacHoOCTU, YpoBEHb 2, UK apyrue
CcOoOTBeTCTBYWOLWME NpaBuna 6ruonornyeckoii 6esonacHoctn. ®*

Cnegylouine npegynoexkaeHus N Mepbl NOE00CTOO0XKHOCTH
oTHocsiTea K iIMK>«oe«Twus|/jeotwweaTi|/ |«$aymw nn!

NMPEAYNPEXAEHWE Cofep>XXUT MeTUNM30TMa30N0HbI.

H317 MO>KeT BbI3blBaTb aniepruyeckyto
KOXHYIO peakLuio.

MpepoTBpalyeHue

P281 N36eratb BAbIXaHUs TymaHa/napos/
aspo3soneil.

pP272 He BbIHOCUTL 3arpsA3HEHHYIO oAexiy C
pabouero mecra.

P280 MNonb3oBartbCA 3aWUTHBIMU NepyaTkamu/
3alWnTHON ofexxaoii/cpeacTBaMmn 3aliunTbl
rnas.

Pcermpomuune

P302*P352 NP NONALAHUW HA KC»KY; NpombITe
60/bLINM KONMYECTBOM BOfbI.

P3331P3T3 Mpun pasgpaXeHun KoXXn Uan NosiBNeHun
cbinu: O6paTUTbCA K Bpady.

P3821P3B4 CHATb 3arpA3HEHHYI0 ofexay u
BbICTUpPATb €e Nnepej UCNoNb30BaHNEM.

Ytunusaumsa

P601

YTUnusnpyiite cogepXxumoe/KoHTenHep B
COOTBETCTaun C CaHUTapHbLIMU HOpMamu
P¢ (CanlMunH 2.1.7.2790-10 ot 09.12.2010).

CMitYIOLLIMe npBaynoesiLeHnsi 1 Meobl MOE00CTOOOXKHOCTU
otocancs K
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NPEAYNPEXAEHWNE Copepxut
AN3TUNEHTPUAMUHMEHTAYKCYCHYIO

KWUCNOTY W asug HaTpus.

H381 MpefnonoXnTenbHO MOXET HaHecTn
yu,ep6 nNA0A0BMTOCTU UNN HEPaXNEHHOMY
pe6eHKy.

H318* Bbi3blBaeT nerkoe pasgpakeHne Koxu.

EnHoar Mpu KOHTakTe c kucnotamu obpasyercsa
ebICOKATOKCUYHbIN ras.

MpepoTBpalieHne

P201 MNepep ncnonb3oBaHMem NONyYnTb
crneuunanbHble UHCTPYKLUN.

P280 Monb3oBaTbCcAa 3alMTHbIMUK nepyaTkamn/
3aWnTHON ogexxkaoit/cpeacTBamMu 3aLUnTbl
rnas.

PearnpoBaHue

P308+P313 B CNYYAE BoO3jeiicTBuS nnmn
obecnokoeHHocTN: O6paTUTbCA K Bpauy.

P332+P313* Mpu pasgpaXeHnn KoOXn Unu rroaBneHnn
cbinu: O6paTuTbCs K Bpay.

Ytunusauynsa

P501

YTunusupyite copepxxmmoe/KokTeiiHep B
COOTBETCTBUM C CaHWUTAPHbIMWU HOpMamu
Pd (CanMuH 2.1.7.2790-10 ot 09.12.2010).

= He NpuMeHUMoO Ka TeppuTopumn aeicteua PernameHta EC

Ns 1272/2008 (C 1?) nnn CtaHgapTta onoselieHna 06 onacHocTn
YnpaBneHus CLUA no oxpaHe TpyAa v NMPOMbILLNEHHOW rurneHe
(OSHA) 29CPMM 1910.1200 (HCS) 2012.

MacnopTta 6e30MacHOCTU AOCTYMHbI Ha caiiTe
www.abbottdlagnostics.com nnu y mMecTHoro npeacrasurtens.
Mofpo6HYO MH(hopMaunio 0 HEOBXOANMbBIX Mepax
npeAoCcTOPOXKHOCTM Npu pa6oTe ¢ aHanM3aTopoM CM. a
PykoBoacTBe no akcnayatauun AKnity cl-serlea Pasgen 8.

O6palyeHune ¢ peareHTamu

NPUMEYAHWE: AusaitH thnakoHoB KoHblorata Alinity i Estradiol
Conjugate un guntoeHTa Alinity i Estradiol Assay Diluent He
npegycmarpmBaeTt Hannuune Kpblilek.

= Tlocne nonyyeHns Habopa pacnonoXXute HeBCKPbITYI0 K<"06KY
3€e/1eHOI NONOCOI CBEPXY U aKKypaTHO NepeBepHUTe K cebe
n ot ceb6sa (Ha 180 rpapycoB) 5 pa3. 3aTemM pacnonoxwure
KOPOG6KY 3eNeHOoli NoN0COW CHU3Y N CHOBa nepesepHUTe
K cebe n o1 cebs (Ha 180 rpagycoB) 5 pa3s. B pe3ynbTare
XXUAKOCTb GyaeT paBHOMEpPHO pacnpejeneHa no eHyrpeHHel
NOBEPXHOCTM (hNaKOHOB, HaXOAAWMXCA BHYTpU Kapdugka. Mpu
TPaHCNopTMPOBKE peareHToB MMUKpoYacTuubl MOTYT OCECTb He
MeM6paHy KpbILKW peareHTa.

- MoctaBbTE OTMETKY Ha ynakKoBKe peareHTta, o3Ha4darluyto,
4TO OHa 6bina nepesepHyTa B COOTBETCTBUU C
VHCTPYKLUAMN.

- Mocne nepemelwnBaHna n nepej ncnonb3oBaHnem octaBbTe
KapTpujK peareHta Ha 8 4acoB B BepTUKaNbHOM MONOXEHUN [0
NCYEe3HOBEHUA NYy3bIPbKOB, KOTOPbIE MOTI1N OﬁpaSOBaTbCH npn
nepemMelinBaHum.

m Ecnn kapTpuik peareHrta OnpoKuHy/cs, npusejute ero
B BepTuKanbHOe NOoN0>XKeHNe n oCTaBbTe Ha 1 yac Ao
NCYE3HOBEHWA My3bIPbKOB, KOTOPble MOMNKN 06pa3oBaTbCs.

= PeareHTbl nojBep>keHbl (HOPMUPOBAHUIO NEHbI U Ny3bIPbKOB.
My3bIpbKN B peareHTe MOryT nomeluarb onpejgeneHunio
YPOBHSI peareHTa B KapTpuke U NpuBeCcTU K He[0oCTaTo4HOW
acnmpaynun peareHta, Kotopasa MOXXeT 3Ha4YnTeNbHO BIUATbL Ha
npaBnNbHOCTb pe3ynbTatoB.

Noapo6Hy MHpopmaunio 06 o6palleHun ¢ peareHTamu npu

pa6oTe c aHanM3aTopoM cM. H PykoBogacTBe no akcnnyaTta(u

Alinity cl-series. Pa3gen 7.



XpaHeHune peareHToB

[lononHuTenbHble
VNHCTPYKLUUN No
XpaHeHuno

Temnepatypa MakcumanbHoe
KpaHEeHHs apams xpaHeHus

HeBCKpbITLIN 2 - 6'C
KapTpug)k

[lo OKOoHYaHus
CpoOKa rogHoctu

XpaHute B
BEPTMKANbHOM
NonoXeHuu.

Ecnn kaptpuk
XpaHuncs He
BEPTUKA/LHO,
aKkKypaTHO
nepesepHuTe
KapTpuapk 10

pa3 u nepej
ncnonb3oBaHnem
ocTaBbTe Ha B 4acoB
B BEPTUKabHOM
nonoXeHuu.

Ha 6opTy Temnepartypa 30 gHeit
e cucteme

BCKpbITbIN 2-8C
KapTpuax

[0 OKOHYaHuA  XpaHute B
BEPTUKaNbHOM

Nnono>XXeHnu.

CpoKa rogHocT1

Ecnn kaptpugx
xpaHu/ka e
BEPTUKA/BHO,
yTunusupyiTte
KapTpuax.

He ncnonb3”~te
NOBTOPHO
KPbILKK pearekTa
nsrotosutens

1NN 3aMeHsieMble
KPbILLUKA

BBUAY puUcka
KOHTaMUHaLun

1N BO3MOXHOCTU
HapyLleHuii paboumnx
XapaKTepucTuk
peareHTa.

PBareHrbl MOXHO XpaHUTb Kak Ha 60pTy CUCTeMbl, Tak U BHe

ee. Mocne V3BNEYEHUN peareHToB U3 CUCTEMbI XpaHUTE UX B
BepTUKa/lbHOM MNOJMIOXKEHUU C HaAeTbIMU HOBbIMWU 3aMeHAEMbIMU
KpblWKamMu npu temnepatype 2 - 6'C. PeareHTbl, XpaHswmecs

BHE CUCTEMbI, PEKOMEHAYeTCs XPLWnTb B PabpunyHbIX NO0TKax n
ynakoBkax gns obecneyeHus BEPTUKa/IbHOIO NOJIOXXKEeHUA.
MoApPO6GHYO UHHOPMALUIO O BbIFPy3Ke peareHToB W3 CUCTEMbI CM. B
PykoBogcTtee no akcnnyatauum Alinlly ci-serles, Pasgen 5.

NMokasaTtenn nop4yun peareHToB

Ownbka KanM6pPOBKM UNN BbIXOA 3HAYEHUA KOHTPONsA 3a npejenbl
AnanasoHa JonycTUMbIX 3Ha4YeHWii MOALIT CBUAETeNbCTBOBATL O
nopye peareHToB. Pe3ynbTaTbl COOTBETCTBYIOLLMX TECTOB cneayeT
cuynTaTb HeBepHbIMU, 06pasLbl JOMKHbI ObiTb MPOTECTNPOBAaHbI
noBTOPHO. MoXxeT noTpe6oBaTbCS MOBTCIOHAsA KanMbpoBKa TecTa.
NHpopmaumio 06 ycTpaHeHUN HeucnpaBHocTel cM. B PyxoBojcTBe
no akcnnyatayuun Almity ci-eeries, Pa3gen tO.

I MPOLUEAYPA PABOTblI HA AHANTM3ATOPE
PactBop Tpurrepa (Allnity lyigger Solution) mo>keT xpaHuTbCs
Ha 60pTy He Gonee 10 gHeli Nocne ycTaHOBKMW peareHTta npu
nposegeHunn Tecta Allnity | Estradiol. Cuctema aBTctatnyecku
oTcneAuBaeT cTabUNbHOCTbL pacTBopa Tpurrepa Ha 6opTy B
3amMeHsieMOM (hnakoHe 1 B pesepByape.

NMPUMEYAHMWE: Ecan cpok ctabunbHoCTU Ha 6opTy pacTBopa
Tpurrepa uctek, BbiNoNHUTe npoueaypy "Ytuansauusa
cogepXcumoro pesepByapoB pabounx pactsopos (l-serios)”, cm.
Pa3gen 10 PykoBoacTBa No akcnayatauumu.
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Heo6xogumo yctanoBun> aiin Tecta Allnity | Estradiol nepep
nposejeHnem TecTta Ha aHannsatope Allnity I

Nogo6Hy MHpopMauuo 06 ycTaHOBKe haiina Tecta, npocmoTpe
M pejaKTpoBaHMM napameTpoB aHanM3a cM. B PykoBojcTBe no
akcnnyatauuu Allnity cl-series, Pasgen 2.

MHpopMaLuio o BbiBOAe Ha nedyatb NapamMeTpoB aHannsa cMm. B
PykoBogacTBe no akcnnyatauuu Allnity cl-eeries, Pa3sgen S.
Moagpo6Hoe onucaHve npoueayp paboTbl C CUCTEMO CM. B
PykoBoacTbB no akcnnyatauuun Allnity ci-sertes.

AnbTepHaTUBHbI€ €ANHUL LI U3MEPEHUs pe3ynbTaTta

Ons BblGOpa anbTEPHATUMBHOW eAVHMLbI U3MEHWUTE NapamMB' TecTa
"EANHULBI n3mepeHnsa”.

dopmyna nepecyera:

(KoHueHTpauusa B cTaHAapTHbIX eAnHunLax n3MepeHns pesynbTarta)
X (bakTop nepecyeta) - (KoHUeHTpauusa B anbTepHATUBHbIX
efnHnyax namepeHus pesyanaTa)

CraHfapTHble
eAVHULbI N3MepeHuns

AnbTepHaTHauble
eUHNLbI U3MepeHUs

pesynbTata thakTop nepecyeta pesynbTarta
OB/mL 3.67 pmol/L
0.00367 nmol/L

1 CbOP OBPA3UA N MOATOTOBKA K AHANN3Y

Tnbl 06pa3uoB

MepeyncnerHble HUXe TUMbl 06pasLoB 6biNM BepUdULMPOBaHbI Ha
NPUTOAHOCTbL K UCMONb30BAHNIO B JAHHOM TecTe.

Apyrve Tunbl 06pas3LoB 1 NPo6MpPOK Ana c6opa o6pasLoB He 6binu
BepuduuMpoBaHbl Ha NPUTOAHOCTb K UCMNONb30BaHNIO B JAHHOM

TecTe.

Tunbl 06pealoe Mpo6upkn gna c6opa o6pasLos

CbIBOPOTKa KpoOBW CbIBOpOTKa KpPOBMU
CbiBOpOTKa KpOBYU C
pasgenutensHbiM renem
Mnasma kposu NuTtunii renapuH
Mna3ma KpoBu C
pasjenuTtenbHbIM renem

Kannesas conb EDTA

= Pa6oune xapaKTepuCTUKW TecTa He YCTaHOBNEHbI ANA Cly4Yaes
nccnefoBaHns 06pasLoB TPYNHOW KPOBU MU NOGLIX XUAKOCTEN
opraHu3ma, Kpome CbIBOPOTKU MU Mna3Mbl KPOBY YenoBeKa.

m 108 aHanuMsatopa He npejycMoTpeHa onuus BepuduKauum
TUNOB WCMNONb3yeMblX 06pa3yoB. B o6A3aHHOCTM onepaTopa
CMCTeMbl BXOAMT NpOBepKa NpaBUibLHOCTU yKasaHus TUNoB
06pasuoBs, UCMONb3YyEMbIX 5 TECTE.

CoctosiHue o6pasLoB

= He ucnonb3yiite:
- o6pasubl, MHAaKTUBNPOBaHHbIE HarpeBaHnem

o6pa3subl C ABHOW MUKPOGHOW KOHTaMuHauuei

= YT06bl NONYYNTb NpaBWUibHble pe3ynbTaTbl, 06pasLbl
CbIBOPOTKM U MNasmMbl KPOBU cnejyeT oTAENNTb OT hubpuHa,
3pPUTPOLMTOB 1 APYrnx TBEpAbIX YacTul,. O6pasubl CbIBOPOTKY
KPOBU NauVeHTOB, NOMyYaloLmnX aHTUKOArynsiluoHHY0 Ui
TPOMGONUTMYECKYIO Tepanuio, MoryT cofep>xatb Gu6puH B
pe3ynbTaTe He3akoH4eMMOro o6pa3oBaHUsi CrycTKOB.

= PekomeHpyeTCs MCNONb30BaHNE OAHOPA30BbIX MUNETOK
1 HAKOHEYHWKOB ANSi MUMNETOK ANsi NpefoTBpaLleHuns
nepekpecTHoli KOHTaMUHaLUW.

NoarotoEma K aHanusy

= CnepyiliTe MHCTPYKLUAM M3roToBUTENsS NPO6GUPOK Ans c6opa
o6pasuos. Mpu nogrotoBke 06pasLoB K TECTUPOBaHUIO
rpaBuUTaLMOHHOrO pasjeneHus HefoCTaTouyHO.

= O6pa3subl He JOMKHbI cojep>xal My3bIPbKOB BO3fyXa.
Yaanute nysbipbku annimkatopom Ao Havana TecTUpoBaHus.

Micnonb3yiiTe HOBbIW ar*namkatop Ans Kaxgoro o6pasua, 4To6bl
n36exaTb NepeKpPecTHOW KoHTaMUHaLWU.



[N nonyyeHns COrnacoMHHbLCX Pe3ynbTBTOEe peKoMeHayeTcs

npoBOAUTL MOBTOPHOE LieHTPUyrnposaHne o6pasLoB nepej

TecTupoBaHueM, ecnu

= OHU cogepXat UOPUH, IPUTPOLUTBI UK Jpyrue TBepable
YacTulbl.

NMPUMEYAHUE: Ecnn obpasubl cofepxxat pubpuH, aputpoumnTbl

Wnn jpyrue TBepAble YacTuubl, NepemMellalite Ux Ha BopTekce Ha

HN3KOW CKOPOCTU MK aKKypaTHO nepeBepHyB nepej NoBTOPHbIM

LEeHTpUtyrnpoBaHmem.

MojrotoBbTE 3aMOpPOXKEHHblE 06pasubl cnejyoumnm obpasom:

- [lepej nepemellnBaH/eM 3aMOpPOXKeHHble 06pasLbl He06X0AMMO
NONHOCTHIO Pa3sMOpPO3UTb.

= TuwaTenbHoO nepemelualiTe pa3mMopoXXeHHble 06pasLbl Ha
BOPTEKCE Ha HWU3KOW CKOPOCTU UMM aKKypaTHO nepeBepHyB
npoGupKK.

» BusyanbHo npoBepbTe 06pa3ubl. Ecnu Habnogaetcs
paccnoeHve unu ctpatudukalms, NoBTopsiiTe nepemelLmBaHne
A0 Tex Nop, Nnoka o6pasubl He CTaHYT BU3yanbHO OAOCIOOAHLIMMU.

= HepoctatoyHoe nepemelumBaHue o6pasLoB MOXET NPUBECTU K
NONYYEHNI0 HETOUHbIX pe3ynbTaToB.

= PekoMeHfjyeTcsi NPOBOANTL MOBTOPHOE LLEHTPUdyruposaHme
o6pasuos.

MoBTopHOe ueHTpudyrnposaHme o6pasyos

< [lomecTuTe o6pasLbl a LEeHTPUDYXKHbIe NPOBUPKN 1
ueHTpudyrupyire.

= [lna TecTpoBaHWs NoMecTUTe OuuLLeHHbIi o6pasel, B
Yalueuky 418 06pasuoB 1AM BTOPUYHYHO Npobupky. Ecnn nocne
LeHTpndyrnpoBaHusi B obpasLe npucyTcTByeT MNNUAHbLIA Cnoi,
nepeHecute TONAbKO OYMLLEHHbI/ o6pasel, 6e3 AMnemMnyeckoro
martepuana.

XpaHeHvie 06pa3LoB

MakcumanbHoe

Bpems CneuynanbHble
Tun o6pasue Temnepatypa XxpaHeHus VHCTPYKUUYN
CbiBOpOTKa/ 2 - BC 7 pHeli Ecnn
nnasma Kposu TecTupoBaHue

oTKnagblBaetca
6onee yem Ha 24
Yaca, oTaenute
CbIBOPOTKY WK
nnasmy Kposu

OT CryCTKOB,
pasfenntensHoro
rens nnmn
3pUTPOLUNTOB

N XpaHute npu
Temneparype

2- B'C.

Ecnu TecTupoBaHue oTknafbiBaeTcs 6onee yem Ha 7 AHeil, o6pasLibl
cnepyeTt 3aMOpPO3UTb U XpaHUTb Npu Temnepatype «20'C unun
HKe.™

M36eraiite MHOTOKpPaTHbIX LMKIOB 3aMOPO3K1/pasmMopo3Ky.
TpaHCnopTPOBKa 06Pas3L0oB

YnakoBblBaiiTe ¥ Mapkupyiite o6pasibl a COOTBETCTBUU C
rocyfiapCTBeHHbIMYU, (hefepanbHbIMU Y MeXAyHapoaHbIMU

Tpe6oBaHUAMYM MO TPAHCMOPTUPOBKE KAMHUYECKUX 06pasLoB 1
VNH(HEKLMOHHbIX BeLlecTB.

| MPOLEAYPA

MNpegocTasnsemMble Mmarepuaibl

07P50 3cTpaaunon PeareHTbl (AHnity | EstraPtol Reagent Kt!)
Heobxoanmble, HO He NpefocTaBnsieMble MaTepuasbl
< Alinity i Estradiol ¢dalin Tecta

* 07P5001 3ctpaguon Kanubpatopsbl (Alinity i Estradiol
Calibrators)
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< 07P5010 3cTtpaaguon KoHTponbHble matepuansl (Alinity | Estradiol
Controls) unu apyrue Kommepyeckne KOHTpOu

< 07P5040 3cTtpaguon PyuHoii AuntoeHT (Alinity | Estradiol Manual
Diluent Kill)

= PactBop Tpurrepa (Alinity Trigger Solution)

< Pacteop npe-Tpurrepa (Alinity Pre-Trigger Solution)

« 1”neHTpupoOBaHHbIW NpombiBatowmii 6yep (Alinity i-series
Concentrated Wash Butler)

NHopmaunto O maTtepuanax, HeE06X0AUMbIX AN PaGoTbl

aHanusartopa, cMm. B PykoBogcTBe no akcnnyatauuu Alinity cl-saries.

Pasgen 1

WNHdhopmauuio o matepranax, Heo6xoanMbIX 4na npouesyp

TEXHNYEeCcKOro ob6enyXumsaHus, cM. B PykoBoAcTBa no akcnayartayuu

Alinity ci-serles, Pa3sgen 9.

Mpoueaypa aHanusa

Pacteop Tpurrepa (Alinity digger Solution) mMo>keT XxpaHuTbCs

Ha 60pTy He 6onee 10 gHeM Mocne yCTaHOBKW peareHta npu

npoBegeHunn Tecta Alinity | Estradiol. Cuctema aBtomatnyeckun

oTcnexxnsaet cTabunbHOCTL pacTeopa Tpurrepa Ha 60pTy B

3ameHseMoM (hakoHe U B pe3epByape.

NMPUM&1AHWE: Ecnu cpok cTabunbHOCTM Ha 60pTy pactBopa

Tpurrepa uctek, BbIrranHUTB npoueaypy "Ytnansauyma

cofep>Xumoro pesepByapoB pabounx pactsopos (I-serles]”, cm.

Pa3pgen 10 PykoBo/cTBa No aKcnayatauuu.

Mogpo6bHoe onucaHne npoueaypbl NPOBeAEHNs TecTa CM. B

PykoBoacTBe no akcnnyatauuu Alinity ci-serles. Pa3gen 5.

« WHdhopmaunto o6 obecneyeHnn JocTatoyHOro c bema obpasua
nayuneHtTa npm MCnonb3oBaHNN NEPBUYHBIX UMN aNINKBOTHbIX
npo6upok cMm. B PykoBojcTee no akcnnyatauyuu Alinity ci-serles,
Pa3zpgen 4.

* YT06blI MMHUMU3NPOBATbL AMPEKTbI MCNAPEHUs, nepes
nposejeHnem TecTta ybeautech, 4TO B Halleyke gna obpasuos
NpUCYTCTBYET AOCTATOUHbIV 06beM o6pasua.

= MakcuManbHOe YMCNo NOBTOPOB M3 OAHON Yalleuku ans
o6pa3sua:9
~ TpuoputeTHble o6pasubl:

« O6bem obpasua ana nposefeHns nepsoro Tecta: 200 pL

« 06bem obpasua ans nposegeHus Kaxkioro
[ONONHUTENBLHOTO TeCTa M3 OfHOW Yalleyku gns obpasua:
150 pL

- 1 Quacos B cuctemMe ynpasneHus o6pasyamu un

peareHTamu:
- 06bem obpasua Ana nposefeHus nepsoro tecta: 200 pL

o Obbvem obpasua ansa nposeaeHns KaXxfioro
pononHutensHoro tecta M3 ONeOii yaweukmn ans obpasua:
150 pL

- >3 yacoB B cUcTeMe ynpasneHus obpasuamu u

peareHTamu:
= Tpebyetcs cBexas anMkeoTa obpasua.

= VHdopmaumio o NogroToBKe U UCNONb30BAHUU KannbpaTopos
M KOHTpOnel CM. B MHCTPYKLMMW NO NPUMEHEHUIO K 3cTpagnon
Kannbpatopam (Alinity | Estradiol Calibrators) n B nHcTpykuumn
no nNpuMeHeHunto K 3cTpaanon KoHTponbHbIM MaTtepuanam
(Minify | Estradiol Controls).

= WHhopmaymio 06 06w KX onepaunoHHbIX Npouejypax cM. B
PykoBoacTBe no akcnnyatauuum Alinity ci-series. Pasgen S.

« [nA [OCTMXKEHUS ONTUMasbHbIX pabounx xapakTepucTmk
Ba)XKHO CnefoBaTh CTaHAAPTHLIM MpLUtegypam TeXHUYECKOro
06Cny)KMBaHNA B COOTBETCTBUN C PyKOBOACTBOM MO
akcnnyatauum Alinity ci-series. Pasgen 9. Ecnu npasuna pabotbl
B Balleii rrabopatopun TpebytoT 60/1eB 4acToro TeXHNYeckoro
obcnyknBaHua, cnefyiTe NpUHATON NpakTuke.



Mpoueaypbl pa3sejeHns o6pa3LoB

O6pa3subl Co 3HayeHnem acTpagnone 6onee 1000 pg/mL

{3670 pmol/L) nomeuatoTcs Kogom "> 1000 pg/mL" (> 3670 pmol/L)
N MOryT 6bITb pasBefeHbl C UCNONb30BaHMEM MpOTOKONa
aBTOMAaTMYeCcKOro pasBefeHnss unu npouegypbl pyYHOro
pasBejeHus.

MpoToKON aBTOMATUYECKOTo pasBefeHuns

Cuctema pa3soauT obpasel, B nponopumm 1:5 n aBromatnyeckun
paccunTbiBaeT 3Ha4YeHNe KOHLeHTpaLuu, yMHOXas pesy/bTar Ha
cooTBeTcreyowuii haktop passejeHus.

Ecnn nocne npMMeHeHusi NpOTOKONa aBTOMaTUYECKOro pas3BefeHuns
3HauyeHue KOoHUeHTpauun obpasua > 5000 pg/mL

(> 18 350 pmoi/L), pa3soguTe o6pasel, B nponopuun 1:10 n
TecTupyiite c ncnonb3oBaHWeM npoueaypbl Py4YHOro pa3BefeHus.
Mpouejypa py4yHOro passegeHus

PekomeHfyemoe passefeHue: 1:10

flo6aBbTe 20 pL o6pa3ua k 160 pL 3cTpaguon PyyHoro [inntoeHta
(Alinity i Estradiol Manual Diluent Kit).

Onepartop fOMKeH BBECTU (haKTop pa3BefeHus B IKpaHbl

3akasa nayueHTa unm KoHtponsi. Cuctema 6yfeT ncnonb3oBaTb
faHHbIA (haKTop pa3BefeHus Ans aBTOMaTU4ecKoro pacyera
KOHUeHTpauun obpasya u coobujeHnsa pesynbtarta. ["3ynbTaT jo
npumMmeHeHus (akTtopa passefeHns Jo/KeH cocTaBnsaTb > 100 pg/mL
(367 pmot/L).

Ecnu onepatop He BBen (hakTop pasBefeHusl, He06X0AMMO
YMHOXWTb pe3ynbTaT Ha COOTBETCTBYIOW NI thakTop pa3sejeHuns
[0 coobujeHnn pesynbtata. ECiM KOHUEHTpauus pasBejeHHoro
o6pasue MeHblie 100 pg/mL (367 pmol/L), He coobuiaiTe aToT
pe3ynbTar. MoBTOpUTE TECT, UCMONb3YSA NpaBUNbHOE pasBefeHue.
Moapo6Hyto MHpopMaLuio 0 3akase pasBefeHuii cM. B PykoBoactee
no akcnnyatayun Alinity ci-series, Pasgen 5.

Kanunb6poska
WNHCTpYKLMM O npoBefeHnn KannbpoBku cM. B PykoBoacTBe Mo
akcnayatauymm Almlly ci-series. Pasgen 5.
AnA oueHKM KanmbpoBKM TecTa HEOGXOAMMO MPOTeCcTUpoBaTh BCe
KOHTpO/N,
Mocne NPUHATUS U cOXpaHeHUs pe3ynbTaToB KannbpoBKM TecTa Bce
nocnepgyroune o6paslbl MOXHO TecTupoBaTb 6e3 npegBapuTenbHoO
Kann6poBKMW, KpOMe Tex cnyvyaes, Korga:
= lcnonb3yeTcs Habop peareHTOB C HOBbIM HOMEPOM Cepuu.
= Pe3synbTaTthl eXeAHeBHOI Npoueaypbl KOHTPONA KayecTBa
HaxoAsATCA BHe cTaTUCTUYECKM OBOCHOBIbIHOIO nanasoHa
KOHTPONA KayecTBa, WCNONb3yeMOoro AN MOMUTX MHra n
KOHTpO/A pabounx xapaKTepucTukK CUCTEMbI, Kak yKasaHo B
pasgene "Mpouegypbl KOHTPONS KayecTBa* faHHOW UHCTPYKLUK
Nno NPYMEHEHWIO K peareHTy.
Ecnu ctaTucTnyeckn o060CHOBaHHbIV Anana3oH 3HayeHui
KOHTPONS HefOCTyNeH, TO Nepuoj Mexzay KanmbpoBkamu He
[o/mKeH npesBbiwartb 30 gHe.
MoxkeT noTpe6oBaTtbca NOBTOPHAas KanMbpoBka TecTa mocne
npouefypbl TEXHUYECKOro 06CNYy>XMBaHNA OCHOBHbIX YacTei
cucTeMbl UM €e KOMMOHEHTOB WUAW Mocne NpoBefeHns CepBUCHbIX
npoueayp.
Mpoueaypbl KOHTPONSA KayecTBa
PekomeHayemble TpeboBaHUs NO KOHTPONtO Kayectsa Tecta Alinity i
Estradiol 3aknoyatoTca B TeCTUPOBAHWUM NO OAHOMY KOHTPONO BCEX
YPOBHENW Kaxfble 24 yaca, TO eCTb KaKAble CYTKU 3KCnayaTayuu.
JlononHuTenbHblIe KOHTPOAW cnejyeTt TecTUpoBaTb a COOTBETCTBUM
C MeCTHbIMW, rOCyapCTBEHHbIMU U/Unn heaepanbHbIMU 3aKOHaAMU
VNN aKKpejuTaUMOHHbIMMW TpeGOBaHUAMMU N MONUTUKON KOHTPONA
KauyecTBa Balleli na6oparopuu.
Ans nonyyeHuii ctaTMcTM4eckn 060CHOBaAHHOIO AnanasoHa
KOHTpONisi Kakaas nabopatopus Ao/mkHa ycTaHaBniMBaTb
COGCTBEHHbIE LiefeBble 3HAYEHNA KOHLUEeHTpauuii n gnanasoH
KOHLeHTpaLuil Ana HOBbIX CEPUIl KOHTponeli Ha KaXKAOM KIMHUYeCKU
3Ha4YMMOM ypOBHEe KOHLeHTpauuu. B xoge uccnegosaHus
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npoBOANTCS He MeHee 20 NMOBTOPOB Ha NPOTSXKEHUU HECKONbKUX

(3 - 5) gHel ¢ ganbHeWW M onpejeneHnem 0X1aaemMoro cpegHero

(ueneBoro) 3HaueHuss n BapmabenbHOCTU CPefHUX 3HaYeHUi

(amanasoHa) B nabopatopun »a OCHOBE MONYYEHHbIX pe3ynbTaToB.

YT06bl NONYYNTHL penpe3eHTaTVBHble AaHHble 418 AanbHeliwei

paboTbl cuCTEMbI, B JaHHOE UCcCnefoBaHne HeobXoANMO BKIOUUTL

BO3MOXHbIE NPUYUHbI BapuabenbHocTu:

= HecKonbKO cOXpaHeHHbIX KanmbpoBOK

= Pa3Hble cepun peareHToB

= Pa3sHble cepun Kannépatopos

< PasHble aHanMTU4Yeckne mMoaynu (ecnv NPUMeHMmo)

= PesynbTarthl, Nonyvyaemble B pa3Hoe BpeMsi CyTOK

MHdopmaymio nnm obunue pekopreHaaumn no KOHTPONo KavecTsa

CM. e ony6IMKOBaHHbIX PYKOBOACTBAX, Hanp., B AokymeHte C24-A3

WHCTUTYTa KIMHNnYecknx n nabopatopHbix ctaHgaptos (CLSI) nan B

ApYrux ony6nnKoBaHHbIX PYKOBOACTBAX. *

= Ecnu npouegypbl Baleli na6opatopun TpebytoT 6onee yactoro
MOHUTOPUHIa KOHTPONsi KayecTBa, crefyiiTe NPUHATON NpakTuKe.

= Ecnun pesynbTaTbl KOHTPO/S KayecTBa He COOTBETCTBYIOT
NPUHATBIM KPUTEPUSIM, YCTAHOBNEHHbIM Balleli nadopar<~uei.
3HauyeHust pe3ynbTaToB TeCTMPOBaHUS 06pa3L0B OT NaLuneHToB
MOTYT 6bITb COMHUTENbHbIMU. CnefyliTe NPUHATLIM Balueit
na6opartopueil npoueaypamMm KOHTpons Kadectaa. Moxet
notpe6oBartbCcs NoBTOpHas Kanubposka. NHdopmauuio
06 ycTpaHeHUn HencnpasHOCTeli cM. e PykoBojCTBe Mo
akcnnyatauuu Alinity CHseries, Pa3gen tO.

= [locne 3arpysku a cucTeMy HOBOW cepuu peareHTa unm
KanuépaTtopa nposepbTe pe3y/nbTaTbl KOHTPONA KayecTBa U
KpUTepun npuemnemocTu.

Mcnonb3oBaHne KOMMEPUYECKNX KOHTPONei A0/MKHO NPOBOAUTLCS B

COOTBETCTBMM C PYKOBOACTBAMMW U PEKOMEHAAuUAMU U3rotosutens

KOHTpOnsi. inana3oHbl 3HAYEHUI KOHLEHTpaLuii, ykasaHHble B

VHCTPYKLUWN MO NPUMEHEHUIO K KOHTPOMO, HOCST UCKNOUYNTENbHO

pekomeHaaTenbHblli xapaktep.

Mpu ncnonb3oBaHUK NOGOro KOHTPONLHOTO MaTepuana naéopartopus

AOMKHAa y6eanTbCsa, 4TO MATPUKC KOHTPONLHOrO Martepuana

NpUrofieH 418 UCMoNb30BaHUsi B TeCTe B COOTBETCTBUM C

VHCTPYKLMeN no NnpuMeHeHuto K TecTy.

PekomeHaauuu no npoueaype KOHTpons KayecTsa

PekomeHgauuun no npouegypamMm KOHTpons KadecTsa na6opatopuu

cMm. B “Basic QC Practices*, James O Wastgard, Ph.0.”*

MoaTBepXjeHne 3aABNEHHbIX XapaKTepucTuk Tecta

MpoToKONbI AN NOATBEPXAEHNSA 3asABNEHHbIX B MHCTPYKLMMN

Nno NpYMEHEHNIO XapaKTepuCcTMK Tecta cM. B PykoBojacTBe

no akcnnyatauuwn Alinity ci-series. Pa3gen “TogrBepxaeHue

3asBNEeHHbIX XapaKTepuctTuk tecra”.

| PE3YNbTATbI

Pacuer

TecT Alinity i Estradiol ncnonb3yert 4yeTbIpB)WapamMmBTPUUBCKNI
NOTUCTUYECKUIA MeToA annpokcumaumm Kpusoii (ALC,
Y-B3BBLUEHHAs KpuBasi) 418 NOAyYeHUs KannbpoBOYHOW KpuBOii 1
pesynbTaTtos.

NHopmauunio 06 anbTepHaTUBHbIX efuHNLaX n3MepeHuns
pe3ynbTatoB TecTta cM. B pasgene NMPOUEAYPA PABOTbI

HA AHANN3ATOPE, "AnbTepHaTuBHbIE €AUHULIbI U3MEepPEeHUs
pes3ynbTatoB” JaHHOW MHCTPYKLUW NO NPUMEHEHWIO,

dnarn

Pe3ynbTaTbl HEKOTOPbLIX TECTOB MOrYT CONPOBOX/aTbCs
vHthopmaumveit B none “"tnarn”. OnucaHue naros, KoTopble MOryT
noAaBNATbLCA B 3TOM none, CM. B PyKOBOACTBe no akcnayatauunn
Alinity ci-series, Pa3gen 5.

WHTepBan nusmepexus

VHTepBan n3mMepeHus onpejensietca Kak fuanasoH 3HauyeHuii B
pg/mL (pmol/L), KoTopbIii cOOTBETCTBYET rpaHmMuam npremnembix

paGounx XxapakTepucTuK Ans NMHENHOCTU, BOCMPOM3BOAUMOCTMN 1
OTKNOHEHUS.



WHTepBan namepernusa tecta Allnity | Estradiol coctaBnsiet 24 -
1000 pB/mL (08 - 3670 pmol/Ll.

I OTPAHNYEHWNA NMPOLUEAYPLI

- Pe3yﬂbTaTbI TecTa cnepyet nHTepnpeTtnpoBaTtb B COBOKYNMHOCTU
C APYrMMW [leHHbIMU, Hanp., CMMNTOMamMm, pesynbtatamu fpyrux
TECTOB N KINHNHECKUMMN NPOABNEHNAMMN.

= Ecnu pesynbTathbl TecTa Ha 3CTPaANON He COOTBETCTBYIOT
KAVHUYECKOW KapTnHe, pekomMmeHayeTca npoBOoAUTb
AONONHUTENbHOE TeCTupoBaHMe Ana NoATBepPXAeHuA
pesynbTaTos.

- I'eTepodwlanble aHTnTena CbIBOPOTKM KPOBWM YenoBeka Moryt
BCTynaTb B peakuyuio ¢ MMMYHOTI06yIMHaMK peareHTa, uckaxas
pesynbTathl UMMyHOaHanuaa In VitTo. MNauueHTsbl, Haxoaawmecs
B NPUBLIYHOM KOHTaKTE C XXUBOTHbIMW NGO C NpoAyKTamu,
NoMy4YeHHbIMU N3 CbIBOPOTKU KPOBU XMBOTHbIX, B 60NbLUEi
cTeneHun noasepXeHbl NOAOGHON MHTepthepeHun. PesynbtaThl
TecTnpoBaHnsa NoAobHbIX 06pa3LoB MOryT JEMOHCTPUPOBaTh
aHoMal/lbHble 3Ha4YeHus. ,U,ﬂﬂ NOCTAaHOBKW gnarHo3a MoXeT
notpe6osarbca gononHutTenbHaa nHhchmauna.

I OXNJAEMbBIE 3HAYEHUA

[laHHOe nccnefoBaHne nposBogunochb Ha cucteme ARCHITECT |
System.

B faHHOM pasgene npefjcraBneHbl AaHHble MO pernpe3eHTaTuBHbIM
pabounm xapakrepuctukam. PesynbTatbl, NoNyYyeHHble B OTAENbHbIX
na6opartopusx, MOryT OTANYaTbCA OT NPUBEAEHHbIX JaHHbIX

Kaxxpoli nabopatopuy pekomeHgyeTca ycTaHaBiMBaTb COOCTBEHHbIN
pedepeHcHbIli fuana3oH OCHOBaHHbIV Ha cneyuduke permoHa n
rapaktepucTMkax nonynayuu.

Oxujaemble fuanasoHbl KOHUeHTpauuii ana tecta NeCHMECT
Estradiol 66111 nonyyeHbl B pe3ynbTate uccnefosaHus obpasuos,
B3ATbIX Y 101 MY>XXUMHbI Ny 72 XXEHLNH B NOCTMeHonayse u c
HOPMa/lbHbIM MEHCTpyanbHbIM LMKIOM. 15 Nofy4YeHus anana3oHoB

KOHUEeHTpaLuuit 45 XXEHWMNH C HOPMaibHbIM MEHCTPYyaNbHbIM
LMKIOM 06pasibl 6pannch y 36 XXEHLWNH Ha NPOTSXXeHUN BCero
uukna, Takum ob6pasom 6b1n10 B358TO 956 06pas3yoB. Pa3nnuna B
NPOAOMKNTENbHOCTU LUKNOB 6bINN BblpaBHEHbI N0 AHKO 0, Kak HI0
MaKCMManbHOro nuka cekpeuun /Il (Takke fHIO NuKa cekpeuunn
®Cl n gHIO NUKa cekpeLun acTpagmona Unn Ha fieHb nosxe),
Ana onpegeneHus pedepeHCHbIX Auanas3oHOB KOHUEeHTpauuii B
3aBMCMMOCTY OT cneyndukn UMKNoB 06pasubl 661N NogpasjeneHsl
Ha PoNIMKynapHyto dasy, cepeanHy MEHCTpyanbHOro uukna n
noTenHoByo asy. PonnnkynspHan asa 6bina onpegeneHa Kak
nepuog ot 1S go 2 gHei (o1 >1540 -2) 4O Nepuoja NuKa cekpeLumn
roHajgoTponuHa B cepeauHe uukna (4Hun ot > go -*1). totenHosas
hasa 6bina onpefeneHa Kak nepuoj ot +2 ao «15 gHeir.'*

Bce UMKNbl, UCMONb30BaHHbIE AN YCTAHOBNEHUS pethepeHCHbIX
AnanasoHoB, 6bINN OBYNATOPHbIE.

Pe3ynbTathbl NpejcTaBneHbl B TabnnLe HUKeE.

3HauBKM MHLMTPALHA

xTansona

LisurpanbHbIB 95%-
Mepeena 1 gvanasoun

Monpuwm KonBo  (pg/mL) {p*/mi|

JKEHLLYHbI C HOPMATMBIM MeHapyaibHbIM

LYKNOM;

orm(ynsipHas desa 385 54 21-251

Dasa cepeyHbl LyKa 105 1% 38- 649

TrorenHoBasA deza 466 9 21-312

JKeHLLyHb1 B nocTMeHonay3e He Ha 3T 50 <10 <10-28

XeHwbib1 anoctveHonayse He 3T 2 28 <10-144

My>XHrHbI 101 23 11-44

3T - 3amecTuTenbHas ropMoHanbHaa Tepanus

' Ans n-rr yeHTpanbHbI 95%-i Anana3oH TaKoW >e. Kak guanas3oH
OT MUMHMMYMa A0 MakcnmMyma.

Mpodunb Tecta ARCHiituf Estradiol BO BpemMa HOpManbHOro MeHCTPyanbHOro uukna

> WKL, MegyiarHa
/ 3HBUTUMOHLIEKTPALLIN 5%
3crpagyorn {po'mL)
9S%
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| CNELNPNYECKWNE PABOYNE
XAPAKTEPUCTUKW

B AaHHOM pasjena fnpejcTaBieHbl JeHHble N0 penpe3eHTaTuBHbIM

pa6ouum xapaIT6puctukam. PesynbTaTbl, NONYyYEHHbIE B OTAENbHbIX

na6opatopusx, MOryT OTIMYaTbCst OT NPUBEAEHHbIX JaHHbIX.

Ha aHannsatope Allnity | n cucteme ARCHITECT i System

MNCNONb3YIOTCA OAHU U Te XKe peareHTbl K COOTHOLIEHMsA obpasua/

peareHTa.

Ecnn He ykasaHo MHOe, BCe UCCNefoBaHNsA NPOBOAUANCH HA

aHanusatope Allnity i.

BocnponssoanmocTb

BocnpousBoauMocTb BHYTpU nabopaTtopumu

BbiNno NpoBefeHo nccnegoBaHne B COOTBETCTBUMN C
pekomeHgaumamMmm gokymeHta CLSI EP05-A2.2* ccnegoBaHue
npoBOAMNNOCHL C MCNoNb30BaHWeM 1 cepumn dcTpagnon PeareHToB
(Allnity i Estradiol Reagent Kit), 1 cepun 3ctpagnon Kannbparopos
(Allnity | Estradiol Calibrators) n 1 cepun 3ctpagnon KoOHTpONbHbIX
matepuanos (Almlty i Estradiol Controls) Ha 1 aHann3aTope. Tpu
KOHTpONs 6bIIN NPOTECTUPOBaHbl HE MeHee YeM B 2 noBTopax 2
pasa B fjeHb B TeueHune 20 gHell.

BHyTpa capea Buyrpa ntfapiTopaa
(NMTBPSiaHOCTD) (06Ly)*

O6eemy, to (pg/nL) CKO %KB CKO %KB
Hskvi 120 49 35 71 36 n
KTPiANL

CpenHuii 120 166 45 24 49 26
KOHTPOb

BbIcokuii 120 587 126 22 152 26
KOHTPO/b

* BKNtoyaeT BapmabenbHOCTb BHYTPU CEPUU, MEXDy Cepusimu u
MeXay AHAMMU.

BuyTpH cepvm BHYrpn na6opnopum
Kor  Cpegvm (rwropsiemocTb) (obLuee)*
Ob6pazeL, BO (PrML/) CKO %KB T %KB
Huziii 120 160 130 72 139 77
KOHTPOMb
cpeaHuiA 120 666 164 24 179 26
KOKTpAD
Bbrcokin 120 2156 471 22 559 26
KOHTPOTb

m BktouaeT BapuaGenbHOCTb BHYTPU CEpuU, MeXay CEepusiMn n
MexXay AHAMU.

HuAHune rpaHnybl namepeHus

BblNo NpoBefeHO uccnefoBaHWe Ha OCHOBe pekoMeHaauuii CLSI
EP17-A2.*® WccnepgosBaHue NpoBOAUNOCE C UCNONb30BaHNEM 3
cepuii 3ctpaguon PeareHtoB (Allnity | Estradiol Reagent Kit) Ha 2
aHanu3aTopax B TeueHue He MeHee 3 gHeil. Hanbonee BbiCcOKMe
3HauveHua npegena 6naHka (MB), npegena obHapyxxeHus (MO) n
npejena KonuuectseHHoro onpegenenuns (MKO) npusejeHbl HUXe.

pa/mL pmol/L
B 13 %
no» 20 73
11K 2 68

* b onpejeneH Kak 95-ii npoueHTUNbL N0 pe3ynbTatam
nccnegoBaHusa o6pasLoB C HyNeBOl KOHLUEeHTpauuei aHanuta B
n 2 60 noBToOpax.

ATO onpefeneH Kak caMas HM3Kasi KOHLeHTpauus, npu KoTopoi
aHanuT MoXkeT 6biTb BbifiBNEH ¢ 96%-ii BEpPOATHOCTbIO MO
pesynbTatam nccnefoBaHns o6pasLoB C HU3KMMU YPOBHAMM
KOHLUeHTpauuu aHanuta B n1 2 60 nosTopax.

A TKO onpefenaH Kak camas HU3kas KOHUeHTpauusa ¢
MaKcMMalbHbIM 3HavyeHnem Bocnpoussoanmoctn 20% KB no
pe3ynbTatamMm nccinefoBaHns o6pasLoB C HU3KUMU YPOBHSAMMU
KOHUeHTpauun aHanuta B n r 60 nosTopax.
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NnHelHOCTb

BEbIN0 NpoBefeHO UccnefoBaHne B COOTBETCTBUMN C
pekomeHaaumamun gokymenta CLSI EPO6>AN

JNINHEHOCTb AAaHHOro TECTA COXPAHSETCA B UHTEpPBANe U3MepeHus
24 - 1000 pg/mL (88 - 3070 pmol/L).

AHanutnuyeckas cneymnPuyHoCTb

[laHHOB nccnefoBaHne NPoBOAMNOCL Ha cucteme APCHITECT i
System.

CneyndunyHocTtb Tecta ARCHH'ECT Estradiol 6bina onpegeneHa
nccnefoBaHneM MNpUBEAEHHbIX Huxd BeLeCTB Kak Npu Hanuuuu,
Tak MU Npu oTCYTCTBUM 3CTpajMona B COOTBETCTBMU C MPOTOKONOM
EP7-A CLSI.®

Tabnuua

BbiNo NpoBefeHo uccnefoBaHne, B XOfe KOTOPOro K CUHTeTUYeCKUM
o6pasuam, He cogepxkalMmM onpegensieMoii KOHLeHTpauum
acTpaguona, jobaansnm BewecTsa ¢ NoTeHUMaNbHOW Kpocc*
pPeaKkTUBHOCTbIO B YKa3aHHbIX H/XKa KOHLeHTpauyumsax, a 3atem
TecTupoBanu 3Tn obpasubl Ha acTpagunon. MpoueHT Kpocc-
peakTUBHOCTW MPUBEAEH HUXKeE:

KaHnautpaLiaa poce-
Kpocc-pewuant peutaHn % poce-paaknamcTs
176-acM)agion 3-c bhar 60ndTC 0.1%
3cTpoH 1500pdormn. 0.7%

Kpocc-peakTMBHOCTb He Gbina onpegeneHa Ans cnegyowmx
BELECTB MPU YKa3aHHbIX HUKE KOHUeHpauuax:

Kpacc-psavitan KowuaHTpaLias npocc-peananra
AnbnoctepOH tomyrTn
Su-aHnpocTan-36.176-aHon 10n"ymL
60-aHAPOCTaHAVOH 10n(yT1
AHIPOCTEHIMOH HOOndLum
Knommdera Ljrpar 60n(yTl
KoptvipcrapcH 570 el
Koptvzon 600ndLL
[JleoprKopTUKOCTEPOHA aLieTar 500ndTl
11-ae0KCUKOPTVZ0N 500n¢n1
LiakcanerazoH 12770r>jymL
OMEA 120 ng/iDL
OHEAS Bpg/mL
58:[yrvapoKopTVM(OCTEPOH 500 rrprf
OHT (jpirHflpoieaocrepoH} 2 ng/mrL
3KBKIMK 0.8 rymL
3kBUMmMa Cynistar 5 njymL
3cretpon 24 r1\¢rl
17a actpagmon 0.3ng/mt
176-3CTpamyIon-34'IKOKYPOHNM 4.8n(yTl
176-acTpaavon 17-BanBpar 1n6/ml
176-acTpanvion 1TuTponmoHar 1no/mL
176-aapaauiin 3-cynbdar 17-rskoKypoHAL 50ncprrl
Sctpuon 2500 ptymL
3crprion 16a*(6'0ur)rokypNang} 106rTchtl
Sctpron 3cyTlser 300rTchtl
cTpuon 3-(6-O4'IHoKypOH1E) 106n¢T1
TPOK 3-Cynbthn 04 ngrmiL
OWHoHONa apaLeTar 1
SmHnnacTpaanXl 04no/TL
TVIPOKOPTVSOH 500ng/ml
1604MIPOKCHCTPOH 1 no/mL
17a*ovpoKemnperHaHaroH 480tTjyriH.
17a:MayipOKCHNPOT BCTEPOH 1200 ngimL
MepoKeporecTBpoH 1?3tT0/mL
Mecrpation 0.4fi(ymL
HopamHapok 16nfl/mL
HopaTTapoHa aueTar (HopaTUCTpoHa 14ndTl
aLeran)

MpetaHonoH 59 ng/mL



Kfocc-fMcnm KIMUuMTOM(1 5 cpoce-pMrTHI

MporecTepoH SOOngttnL
TamokcucheH 183 ng”L
TectocTepoH ron("1

JaHHbI ‘mrr HE cneyyBT ucnonb3oBaTb AN onpejeneHns

YPOBHS acTpajnona y naunekToB, NPOXoAALINX nedeHune o
ncnonb3toaHnem OyraecrjMuna nnn MudgenpuctoHa. CTpyTCTypHbIe
1 (PyHKLMOHANbHbIE @aHAN0OrN CTepLUeAHbIX TOPMOHOB, B TOM Yucne
MoneKyna acTpajuona, MoryT JEMOHCITPMPOBaTh MKTBP4»pBHLUNIO/
Kpocc-peaKTUBHOCTbL ¢ Tecnm! Minity i Estradi<”. O6pasubl,
nony4YeHHble OT NaLUEHTOB, MPUHUMAaBLUNX NEK C78EeHHb)B
npenapartbl, KOTOPble UHNMNPYIOT YBENNYEHNE KonnyecTsa
onyxoneBbiX KNeTOK (Hanpumep, MHIMGUTOPbI LUKANH-3aBUCUMbIX
KnHas (COIQ 4ft) MOTyT 6bITb Noga"ndHbI MHTEpPhepeHun/
Kpoco-peakTtuBHocTu ¢ Tectom Alinity i Esbadfo). Kpome Toro,
nekapcTeexble npenapartbl, KCTO e UHTephepupytoT co
cTepoujablun FOpMOHAMU UMW aKTUBUPYIOT UX BbIP OTXY
(Hanpumag MHIM6U bl apomarasbl) MOryTTakxKe nHTepd npoaatb
WAN nepekpecTHO pearvposaTb ¢ TecTom Aiintty i Estradloi. B Takux
cnyyasix Heo6xo04MMO UCMNONb30BaTb anbTepHaTUBHbIE MBTOLLS
N3MepeHus, HanpumMej xpomarorpadguio.

Ta6nnua Bl

Bbixog Tecta ARCHfTECT Estradiol B npucyTcTBUM cneayrowmnx
BeLLecTB NPV yKasaHHbIX HUXXEe KOHLUEeHTpauuax coctaBun

100 * 40%:

BbiNno NpoBeAeHO UccnefoBaHne, B X0je KOTOPOro K CUHTETUYECKUM
ob6pasuaru, cogepxatimm actpaguon (600 pg/mL) go6asnanu
noTeHuManbHa UHTepdepupyoLLne BelecTBa B yKasaHHbIX HuXe
KOHLeHTpauumsx, a 3ateM uccnefoBany 3Tu o6pasibl Ha acTpaguon.
MpoueHT BbIXoAa yKasaH HuXe:

VvrepchepsiT Kokueutpaums % B
BlT>piiesa

3ILKWM 1,2 FIQim 984
3rwmnsmva [cyrsder 10 f=QnL 92.6
SmuHnacTpagmwl O.fln~mL 68.6
Mectpaxiin 0.8rraw. 1005
HopatuapoH 32n9/71. 76.9
HopaTHapoka aLieTtar réndril 99.5
[HopaTucTepona aLeTar)

Bbixog Tecta AMCHMNACT Estradiol B npucyTcTBUM cnegytowmnx
BEL,eCTB NPW yca3aHHbIX HWXE KOHLeHTpaLusax cocTaBun

100 + 10%:

Bbio NpoBefeHO UccnefoBaHne, e Xofe KOTOPOro K CUHTeTUYEeCKUM
obpasuyam, cogepxawum actpagmon (600 pg/mL) gobasnsanm
noTeHUManbLHO MHTepdepupylollne BeljecTBa B yKa3aHHbIX HUXe
KOHLEHTpauuax, a 3aTemM ncciedoBann aTn 06|»3ubl Ha acTpagnon.
MpoueHT BbIXOAA yKa3aH HuKe:

VnTBpcBpEKT KoHuwrpauss % BsaqiR
AKTBphspenTa
JInbocrepoH I0t~"mL 100.1
50-MipocTaK-3p, 17&-mk» fonarn 98.6
Sa-Luypo<naHgm(H tor~rl. 996
AANPOCTEHVOH 100ngImL 100.1
KriomvicbeHa Lympar 6OdfTLL 986
KopTvikocTepoH 570 npTl N1
KopTviaoH S00ng/mL 98.4
[leoKcKopTVXOCTapOoHa 500ngImL 98.9
aletar
M-pemoxopTn3on SOOn~mL 1004
[KclweTasok 12 770f»g/mL 100.5
DHEA 120 ng/mlL 996
DHSAS Bpo~L 1002
58-[INrMapoKOPTVKOCTEPOH SOOngTmL 100.9
OHL (aMrMapoTeCTOCTEPOH) 2ng/mL 1009
3cTBTPOA 2.0 trgfTiL. 93.0
17a ac'pagucn O.3rrg/mL 1007
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Wre()chepslr KOHLEHTpBLBS! %BbilLa
AKTBPBPBAra
17Wcrpaguon-3- 4.8n(yniL 96.8
TTIFKYPOHUA
177acTpag)*on 17-ean»pai 1 rrglmL 100.4
17p-9Cchagsml 1ngAnL 100.1
17-MpO/IOKIT
178-scTpasKon 3-nponmoHar SOngM. 105,1
178-acTpaauon 3-cyrstar SOng/mL 99.6
17-NUHQYPONC
3npuon 160-9-0- |0ONQATIL 101.3
TTHOKypOVAL}
3cTpuion 3-cytlscar 300n{yrnl 97.9
Sctpion 3-(8-0- 106ngTmL 100.1
TTHOKYPOHVA)
SCTpoH 3-cynichar 0.4 ngrmL 100.1
Stuiioguona ayavarar 1 pgftilL 97.7
POKOPTH30H SOOng/mL 994
LLYnA00KCM3CTPOH 1ngmi. 100.2
17aunppoKeunperuaHosnon 480ng/rmL 1M.0
17a41a(KCMNporecTBPOH 1200n ™ L 98.9
MeioKkeMnporecTepoH 12a4n"™L 9.1
[pBrraHosoH 59ri(yrn1 100.2
[MporecTepoH SOOngTmL 100.5
TamoccrdNe 183 ng/mL 100.9
TecTocTEpOH 20n(yT1 981

AaHHblli TecT HE cnepyeT ncnonb3osath 4 T onpejenexHus

YPOBHS 3CTpaj nonay nauneHToB, NPOI3JALLMX NleHeHne o
ncnowmsaHuem (1>ynsecTpents nnu MudenpuctoHa. CTpyKTypHble
M (hYHKLMOHanbIL e aHanorn cTeponiHbiX rOPMOHOB, B TOM 4ucne
Mofekyna actpajgmona, MoryT ;eMOHCTpUpoBaTh MHTepthepeHLnto/
Kpocc-peaKTnBHOCTBL ¢ TecToM AUnlty i Estradiol. O6pasubl,
nonyyYyeHHble OT NaLWEeHTOB, NPUHMMAaBLUUX NeKapcTaeHLle
npenaparbl, KOTOpblE UHINGUPYIOT yBENNYEeHNe KonnyecTsa
OnyxoneBbIX KNETLWC (Hanpumep, UHIMGUTOPbI LUKIUH-3aBUCUMbIX
KunHas (COK) 4/6} moryT 6bITb NOABEPKBHbLI UHTEpdepeHunn/
KpOCO-peakTBHOCTK ¢ TecTom Aimity | Estradiol. Kpome Toro,
nekapcTBeHHble npenaparbl, KOTopble MHTepthepnpytoT co
CTAOUAHBIMU FTOPMOHAMV UNN aKTVBUPYIOT UX BbIPAGOTKY
(Hanpumep, VHN46UTOPBI LW30MaTasbl) MOTYT TaKXXe MHT A poBaTb
“nn nepekpecTHo pearnposatb ¢ TectoM Allnity | Estradiol. B Taknx
cnyyasx Heo630AMMO NCMONb30BaTh albTEPHATNBHbIE NETOLLU
NMepeHna, Hanpum” xpomatorpaduio.

Ta6bnuua

Bbixog Tecta AHCHI LW CT Estradiol B npucyTcTBUM cnegyoLimx
BellecTB NPU yKasaHHbIX HMKEe KOHLEHTpaLusax coctaBui

100 = 10% :

BbiN0 NpoBeAeHO MccnefoBaHne, B XOfe KOT<HI0rO K CUHTETUYECKUM
ob6paslam, cofepxalimmMm 3cTpajmon (3HauyeHust KoHLeHTpauui
yKasaHbl HUXe), 4o6aBnanu noTeHunanbHoO UHTepdepupyoe
BellecTBa B yKa3aHHbIX HUKe KOHLEeHTpauusx, a 3atem
TecTupoBanu 3T o6pasLbl Ha acTpaanon. MpoueHT Bbixoga ykasaH
HUDKe:

KowuuktpaLsst KouuaHTpaLms
VivadchepsHT 3cTpagumona urTepchepamn %Bbllga
3cTpoH 750 pgTmL 300p(¥T1 93.9
3CTPOH 4000parni 1500 p<ymrL 928
3cTprion 4000pB/T1. 1500pg/ml 98.4
Sctprion 150pg7iT)L 2500pg/mL 2.1



NHTepthepeHumnsn

NleHHOe nccnefoBBHUE NpoBOAMNOCh Ha cucteme ARCHITECT j
System.

MoTeHUManbHO MHTepthepupytoLLne 3HAOTeHHble BelecTBa
TecT ARCHITECT Estradiol paspa6oTtaH Tak, 4to6bl UMeTb
noTeHunanbHylo MHTepdepeHLmnto remornobuHa, 6unpybuHa,
TpUrnMuepuaos, 6enka n xonectepuHa & 10% nNpu ypoBHsX,

yKasaHHbIX HUXe. NHTepdepeHums 6bina oueHeHa B COOTBETCTBUN C

npotokonom EP7-A CI-SL.“

MoTMLeanbso SHTBPGBPBPYMLLME

KoHuBkTpavgs urrepchepent!

wuwer YcnoeHble eq) [miwbl
emorfo6vH SOomfl/0L
Bumpy6uH 20mji/dL
TpurnuueprNe 1000ma/0OL
Benok 4n1?{y<11
Xon1ClepuH' 240 melOL

CpaBHeHMe MeTO[0B

BEbIN0 NpoBejeHo uccnefoBaHne e CoOoTBETCTENN C
pekomeHaaumamn gokymeHta CLSI EP09-A3 ¢ ncnonb3oBaHnem
meToja perpeccumn Passing-Bablok.**

Kon- Koad. lMepe- [Hans3on
Ef-upl 80 toppensiyumceyeHe  HaknoH WX-LMB
AHnityi CbiBopoTke ptymL 120 099 2n7 i.oT" 12-873 '
Estradiol B8 kpoeu (pmol/L) (10.69) (44 - 3202)
epwm, ¢
ARCHITECT
Estradiol

' He ucnbitaHo B Poccum
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dopmart uucen;

B kayecTBe pasgenuntens TbicaAY ncnonb3yetca npoben (npumep:
10 000 o6pasuoB).

B KauecTBe pasfennTens AecATUUYHbIX 3HAKOB UCMONb3yeTcs

Touka (npumep: 3.12%).



| Mcnonb3yemble CUMBOSbI
CumBonbl ISO 15223

Cm, UHCTPYKLMIO NO

T npYMeHeHuto
N3rotosutens
w
flocTato4Ho ans
TemnepaTtypHblii guanasoH
Mcnonb3oBatb 40/CpoOK rogHOCTU

MepguuuHckoe nagenve ans
anarHoctukn /n Nero
Homep cepun

KartanoxHblit Homep

CepuiiHblii HOMep

[lpyrue cumBonbl

asuY oiuifHrl
COMJUOXnl

eoNTaiNBi gxnm 1

AnntoeHT Tecta
Kombtorat

COAEepXUT asung Hatpus.

Mpy KOHTakKTe c Kucnotamu

06pa3yeTcs ablICOKOTOKCUYHbII
ras.

eisTweuTiD INTHe w u by AvcTpubbiotop B CUTA

JINFOMWATION FOA USAOMY WHthopmaumsa Tonbko gns CLUA
INVCRVCONS VMPOMED | KapTpugx 6bin nepeBepHyT
ItMCNonumcusl Mwukpoyactuubl

Iakooner OPienAND 1 CTpaHa npoucxoxgeHus:

Wpnanans

‘TtrowyT Ans ncnonb3oBaHusa TONbKO
MeANLMHCKUM PaboTHUKOM
(MPUMEeHNMO TONbKO K
knaccuukauyum CLUA)

JaslecBMM Oiuieirr 1 Xu ntoeHT obpasua

Aiinity 1ARCHITECT ABNStOTCB TOProBbIMMN «apKamMu KOMMNaHuu
Abbott LabcHatories B pa3nnyHbIX OPKCANXUNHX. Bce apyrue
TOpProBble Mapkun ABNAKOTCA COBCTEHHOCTbIO COOTBETCTBYHOLWUX
anagenbLea.

tobotl Ireland

Diagnostics Division C €

Usnamuck, Longford

Co. Longford

Ireland

+353-43-3331000
[AeTanto INTHEU u byl
Abbott Laboratories
tobott Park, IL 60064 USA
CepsucHasa noggepAka; Obpaujaitecb K CBOeEMY MeCTHOMY
npeactapuTento Unn cMounTe KOHTaKTHY MHopmaumnio ans
Balleli cTpaHbl Ha calite www.abbottdiagnffistfcs.com
Pegakup)»: maii 2019 r.
©2017,2019 Abbott Laboratories

ABTOPU30BaHHbI NpeACcTaBUTENb U3TOTOBUTENS LI TEPPUTOPUN
(bcoun  ~dpyrux ctpaH CHI:

000 “3660TT fla6ipaTtopuns”, 125171, Poccus, r. Mocksa,
NBHUHrp«ylckoO wocce, 16A, cTpoeHue 1,

TWL +7 (495) 258 42 80; thakc: +7 (495) 258 42 81

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



NMPUNOXEHWNE

K VHCTPYKLMK no npumam M0 Ha6op pearaHToo ANsi KONMYEeCTaaHHOr o onpajsnaHns
KrTpagnona MUyHOXaMUIIOMUHACLIOHTHLIM METOZOM & CbIBOPOTKA U Nnasve KpoBu
yenoBeka Ha VMMyHoa<muuecxux amanaatopax Alinty | «3cTpaguon PeareHTbl
(Alirity | Enraaol Reagent kn]> ans Poccumn

TPAHCIOPTUPOBKA

N3pgenne  pexkomeHgyeTcsa  TpaHCropTvMpoBatb npu  Temnaparype 2-B*C B
TepMOKOHTaliHepax OfHOPaXKBOTrO NO/b30BaHMS, COAEPXKaLLVX XNafoanaMaHTbl, U
B TEPMOKOHTElHepax MHOrOKpPaTHOro riMMEHEHNS C 3BTOMATUYACXY MOAAEPIK1BAEMO
TemnepaTypoii UM a aatopedpeKBpBTOpPax C UCNONb30eaHNeM TapMOVHANKATOPM.
V3genve octaetcsi CTabUIbHLIM [J0 OKOHYaMsi CPOKa FOAHOCTW, YM3AHHOTO Ha
ynaxoxe [pu TPaHCrOPTUPOBEHW C MapyLLEHVBM TEMMEPAaTYPHOTo pexviMa usaenie
He TMOANEXWUT NPUMEHEeHNo. TPaHCMOPTVPOBKA OCYLLACTBAAETTA BCEMU BUaMU
TPBHCMOPTB B KPbITbIX TPAHOIOPTHBLIX CPeAcTBax B COOTBETCTBUM C Npasunammu
NepeBO3KY IPy30B, AeiiCTBYIOLME Ha KaKIOM BUje TpaHCMopTe.

FTAPAHTUVMHBIE OBA3ATENbLCTBA

Npon3BOANTENb rApaHTUPYeT, YTO NPW NPaBUILHOM khaHaHUM 1 obpalLeHun nsaenue
ocraetes CTabunbHbIM A0 UCTeveHusi Cpoka rogHocTu. MakcvManbHbIR CPOK rogHoctu
MaULVMHCKOTO n3fenusi He Gonee 6 MecsieB C AeTbl NpousBoAcTea. Wspenve,
(haHMelleecsl C HapylUeHWeM peraMeHTMPOBaHHOTO NPOU3BOANTENEN PEXUMA,
NPUMEHEHMIO He noanex(ut

TEXHUWYECKOE OBCNYXWBAHWE

He tpebyeTcst

TEKYW WA PEMOHT

He Tpebyetcsa

AAHHBIE ANA YTUANSAUUU N YHUUYTOXEHNA

MEAWUWHCKOIO U3AENNA

MegvumHcKoe nsfenve YyTUnnshytoT U YHUUTOXAIOT B COOTBETCTBUW C Mpasunamm
obpea(BHMA O MEMLMHCKAMM  OTXOAaeM, pernameHTVpytommMmncs CaHMuH

2 17.2790-10 o1 1212kK>10 KCBIOITY>«>-3MMABMNONOIMYBCXUB TPEGOBaHUA K
06paLLEHNIO C MEAVLIMHCKMM OTXOfaUMb.

Heo6xoavMo cnefoBaTh HaUMOHabHBIM CTaHAapTaM Opy Nepejaqe 1 yTuamsauum
n3Aenus, ero KOMMOHEHTOB 1 yraKoaxv

NMEPEYEHb CTAHA>«»TOB, KOTOPbIM COOTBETCTBYET

MEAWLUWHCKOE W3AENVE
HauuoHanbHble cTaHAapTbl U HOPMBTVaHaV JOKYMaKTebaTsi nprmekHamble K M/

FOCT P 51352-2013. TOCT P EH 13612-2010. TOCT P MCO 23640-2015. FOCT P
MCO 18113-1-2016, FOCT P UCO 18113-2-2015, FOCT P UCO 15223-1-2014,
MocTtaHoensHua Mpasutensctea PP ot 27 gekadpsa 2012r. N11416 <0 6 yraep>kaennn
npasyn rocyAapcTBEHHOW paTcTpayT MeUUMHCKUX n3genuit. Mpukas MuHagpasa
Poccum ot 08 06.20121. Ne 4H. Mpws3 MuHaapasa Poccum oT 00.01.2014r. Nc 2H.
Mpukasom MuHncTepcTea 3apaBooxpaHeHns PO N< 11+ ot HO aHBaps 2017 T.

NOTEHUWANbHbIA NOTPEBUTENDb

MeauumHckoe wu3genne 3cTpaguon PeareHTbl (Ajirtty | Estradiol Roasant Kit)
npeAMasHayBHO ANA  UCMOM>30BaHMA @  PasiMyHbIX  KIMHUKO-NAaGopaTopHbIX
YCNoBUsIX, BKOUas, 6e3 OrpaHnieHms, GONbHULbI Y NaGOPaTopUn, NepCoHa KOTOPLO
npotuen oby4eHne no UCnonb30BaHMIo aHanmsartopa Alimty |

WH®OPMALUNA O HANNYUN B MEAULMNHCKOM U3JAENNN

NEKAPCTBEHHOTIO CPEACTBA
He copepxxut

CTEPVUNBbHOCTH

MocraensieTcs B nactepunbkom Buge. CTuansauusa nepes npyMeHeHnem He
Tpebyetcs.

NHOPOPMALUMA (0] BO3MOXHOCTH NMOBTOPHOTO
NMPUMEHEHUA

He noane>xxut noTopHOMY npvateHBHwWO.

MATEPUANBI XNBOTHOIO NMPOUCXOXAEHNA

Martepuasnbl XMBOTHOO MPOMCXOX/EHNA NPOBEPEHbI U procy MpuMeHeHns M
yKa3aHb B lacnopte 6e3onacHocT MacnopTa 6e30MacHOCTU MOXHO HaiiTh Ha caiire
www.aWottdiagnoabca com nnu o6patTec K MECTHOMY MpajacTaauTsrio
NMOKA3AHNA

Tecremcnonb3ceBHUBM ScTpagmon PearenTbl (Allnrty i EstrarSol Reagent KiQ
ABNAETCA XBP3WIOMWUHBCLIAHTHBIM MMM/~ OaHaIM30M Ha MuUKpoyacTuuax (CMIA) ans
KONMYECTaaHHOT O ONpPEefeNeHns acTpajnona B CbeopoTXe 1 Nnasme KpoBu Yenoseka
Ha aHanm3saropa Abnity i

NMPOTUBOMNOKA3AHUA

Ha npumen1mo.

YCnoBua XPAHEHUA W MPUMEHEHWNA

XpaHeHve MeauuuMHaroro wusgenusi npu Temnaparype ot 2*C go 8'C gomkHO
ocyLiacTaNaTbCs B XONOAUNBHBIX KaMepax Un a XonoauibHUKax 06ecreunBatoLLyX
pernamMeKkTMpoBaHHbIli  TEMNEpaTypHbIi  PEXM  C  eXeHeBHO  perucTpauyeit
TemnepeTypbl
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3660TT pnaHaus, T: +353 43 3331000

[JuantocTnyeckoe dakc:+353 43 3331001
noapasaeneHne

JncHemak, JToHrdopsa

I"pachcTBO JIoHrhopa,
VipnaHgus.

MognucaHo: /noagnucaHo/ [Oata: 6 rTns 2020 .
Onusuna ManneH (Olivia Mullen),

CneunanucT N0 HOPMaTUBHO-NPABOBOMY PErY/IMPOBaHMIO
3660TT MpnaHaus,

[narHocTnyeckoe nogpasgeneHve
JNucHemak, JToHrhopAa

"pathcTBo JIoHrghopA,

WpnaHaus.

/Meuatb: TOPTOBAAMANATA CNANTO (UHK)

NOANMHHOCTb 3ACBUAETENBCTBOBAHA JOBEPOCOBECTHO
YnonHomoueHHoe nnuo /nognucado/ 07.07.2020 ./

/Teyartb: narHoctnyeckoe
nogpazgeneHve 3660TT,
NoHrchopa/

/MeyvaTb: TOPTOBAA NMANATA CNANTO (MHK)
3ABEPEHHbBIVN CEPTU®UKAT O MPOUCXOXAEHNWN/

/MopgnucaHo: Onueusi ManneH (Olivia Mullen) 06.07.2020 r./

TeKCT B JOKYMeHTE «/IHCTPYKUMS MO MPUMEHEHUMIO» Ha aHFINACKOM W PYCCKOM fi3blKax
MOMHOCTbIO COBMNAAaeT.
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LLlecTHaguaToro uonsa ABe TbiCAYN ABaALATOrO roga
A, Kopcuk Mapusi AnekcaHapoBHa, HoTapuyc ropoga MOCKBbI, CBUAETENbCTBYO NOAMHHOCTL

noanucu nepesoaunka YepHocutosa Cepres Mropbesuua.
Mognuck caenaHa B MOEM MPUCYTCTBUM.
JINYHOCTb NOANMCABLLErO AOKYMEHT YCTaHOB/NEHA.

3apernctpupoBaHo B peecTpe: Ne 77/2139-H/77-2020-
B3biCckaHO rocyfapCcTBeHHONM nownnHbl (no Tapudy): 100 py6.

Bcero npolwHyposaHo,
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Pocuuniickns ®epepauyns
Ffopog Mocksa

211101 2020

1, BopoHuHa EareHus BnaguMupoBHa, BPEMEHHO MCNONHAOLWAs 0653aHHOCTY
HoTapuyca ropoga Mocksbl baxTtagse 3nbMupbl HOpbeBHbI, CBUAETENLCTBYHO
BEPHOCTb KOMHM C Npe/icTaaneHHoro MHe JoKyMeHTa. ~

B3bickaHO no Tapudy: (KAI— D cvfi.

Y/iayeHo 3a okasaue yCryr npaBoBoro W TEXHNYECKOrO Xafjaktepa; —  pyb.
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KOTInA

Abbott Ireland Diagnostics T, +353 43 3331000
Division. Fax +353 43 3331001
Lisnamuck.

Longford

Co. Longford

Ireland

Abbott

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 Instruction for Use. These documents are in a full
accordance with actual manuals of manufacturer.

A, Onueua MynneH, Cneunannuct perynatopHoro otgena, 3660TT AuarHocTuyeckoe
MopapasgeneHue Wpnanauns, Jlonrgopa, WpnaHgusa (Olivia Mullen, Regulatory Affaire
Specialist, Abbott Ireland Diagnostics Division, Longford, | reland), HacTosilum
YAOCTOBEPSAD, YTO NpuaraeMble AOKYMEHTbI B HVKenpusefeHHOM 06bemMe CTpaHuu,
ABNATCA MHCTPYKLMAMMW NO NPUMEHEHUNIO. 3TN JOKYMEHTbI MO/HOCTbI COOTBETCTBYIOT
(haKTMYECKOWN [OKYMEHTaLUU Nponu3BoguTens.

VIHCTpYKUMA NO NMPUMEHEHUIO Ha MeamuuHckoe mgenue (Instruction for Use for
medical devise)

ANNoeHT onsa pyyHoro passefeHns 06pasuoB Npy UCCNefoBaHUKW 3cTpaguona ¢
ncnonb3oBaHMeM Habopa «3cTpaguon PeareHTbl (Alinity i Estradiol Reagent Kit)»
Ha MMMYHOXMMMUYeCKMX aHanm3atopax Alinity i «3ctpagnon PyyHoi AuntoeHT
(Alinity i Estradiol Manual Diluent Kit)»

Mo TeKCTy WHCTPYKUMM BCTPeYaroTCs BapuaHTbl HAaUMEHOBAHWA MESULMHCKUX W3Lennid,
npuBedeHHble B Tabnmue HWKe, KOTOpble SBAAKOTCA CNpaBef/MBbIMM W PaBHO3HAYHLIMU
(Instruction for Use includes the followings true and equivalent short names of medical devices
listed intable):

HavimeHoBaHue HavmeHoBaHWe MeuLMHCKOTO U3aenvs Ha CokpalLeHHoe
Ha aHrINACKOM PYCCKOM fi3bIKe HaumeHoBaHue(no
A3blKe TEKCTY JOKYMEHTa)
Alinity i Ha6op peareHTOB [J11 KO/IMYECTBEHHOIO ScTpaguon
Estradiol .ornpegeneHna acTpagmona MMyHo- PeareHTbl (Alinity i
Reagent Kit ~ *  XeMWMOMUHECLIEHTHLIM METOZOM B CbIBOPOTKE U Estradiol Reagent
naasMe KpoBW YenoBeka Ha UMMYHOXUMUYECKMX Kit)

aHanusatopax Alinity i «3cTpaguon PeareHTbl
(Alinity i Estradiol Reagent Kit)»

Alinity i Kanu6paTtopbl /18 o6ecreyeHnst npaBubHOCTM  ScTpaamon
Estradiol KOMMYECTBEHHOTO  OMpefenieHus  acTpaguona  Kanmépatopbi
Calibrators) UMMYHOXEMUNHOMUMECLLEHTHBLIM METO/OM B (Alinity i Estradiol

CbIBOPOTKE M njasMe KpoBM uenoseka Ha Calibrators)
UMMYHOXMMUYECKUX — aHanu3atopax Alinity i
«QcTpagnon Kannbpatopel (Alinity i Estradiol
Calibrators)»

(Alinity i KoHTponbHble MaTepuanbl AN MOATBEPXKAEHUS  DCTpaguon
Estradiol BOCMPOU3BOAMMOCTU n NPaBUIbHOCTA  KOHTPO/IbHbIE
Controls KONMYeCTBEHHOr0  onpefeneHns  acTpagunona matepuansl (Alinity

NMMYHOXEMUTFOMUHECLLEHTHBIM METOA0M B i Estradiol
CbIBOPOTKE W MNasmMe KpoBM Yenoseka Ma Controls)
UMMYHOXUMUYECKMUX  aHanmzatopax Alinity i
«3cTpaauon KoHTponbHble Matepuanbl (Alinity i

Estradiol Controls)»
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Abbott

AUnity i
Estradiol

Manual Diluent
Kit

CocrTas:
U

1 Instruction for Use for the Alinity i Estradiol Manual Diluent Kit with

Abbott Ireland Diagnostics
Division,

Lisnamuck.

Longford

Co. Lor~ford

irelarvj

[JWNoeHT ans pyyHoro passefieHusi 06pasLioB npu
WCCNefOBaHNM  3CTPaguMona C  WCMoMb30BaHNEM
Habopa «3cTpaguon PeareHTbl (Alinity i Estradiol
Reagent Kit)» Ha NMMYHOXUMUYECKUX
aHanmsaTopax Alinity i «3cTpaguon PyuHoli
OuntoenT (Alinity i Estradiol Manual Diluent Kit)»

Title

ADDENDUM for Russia.

2. WHCTPYKUMS N0 NpUMeHeHnto ScTpaauon PyuHoii AuntoenT (Alinity i

Estradiol Manual Diluent Kit) ¢ MPUTOXEHWMEM gns Poccum

Signed:

Olivia Mullen

Date:

Regulatory Affairs Specialist
Abbott Ireland Diagnostics Division
Lisnamuck, Longford

Co Longford
Ireland
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Tbl  «353 43 3331000
Fax «353 433331001

AcTtpagmon PyyHoii
OuntoenT (Alinity i
Estradiol Manual
Diluent Kit)

Number
of pages
3

3

SLIGO CHAMBER OF COMMERCE (INC)

CERTIFIED CORRECT INALL GOOD FAITH

OfjoiljbO/UJ Authorised Official
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Alinity i
Estracid Mgl Ciuert Kit

Read Hlgtillgltted Changes: Revised March 2016.

NAME

Alinity | Estradiol Manual Diluent Kit (also referred to as Estradiol
Manual Diiuoni)

INTENDED USE

The Alinity | Estradiol Manual Diluent Kit is used for manually diluting
specimens for testing using the Alinity | Estradiol Reagent Kit on the
Alinity | analyzer.

For additional Information, refer to the Alinity i Estradiol reagent
package insert and the Alinity ci-serles Operations Manual.

CONTENTS
[m 21 07PS040
MUfIML MLUBNT

IMANUAI oanamt

1x5mL

contains TRIS buffer with protein (bovine)
stabilizers. Preservative; sodium azide.

PRECAUTIONS
= For In VItm Diagnostic Use

Safety Precautions

< CAUTION: This product requires the handling of human
specimens. Itis recommended that all human-sourced materials
bo 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 tor materials that contain or are suspected of containing
Infectious agents.’-"

« Do not combine the contents of multiple m~uai dlkienl lots.

The following warnings and precautions apply to:

WARNING Contains dlethylenetriamine-pentaacBtic
acid and sodium azide.
Suspected of damaging fertility or the
unborn child.

noir Gauntndid~  frrittilon.

EUHO032 Contact with acids liberates very toxic gas.

Prevention

P201 Obtain special instructions before use.

P280 Wear protective gloves / protectlvs
clothing /7 ev« protection.

Response

P30e-«'P313 IF exposed or concerned; Get medical
advice / attention.
If~  trrift®il occurs: Get medical
adtrice 1 attNetion.

Dispotel

P601 Dispose of contents / container in

accordance vrtth local regulations.

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

@ 07P5040
G72751R02
D7P500

«Notapplied where regutallon EU
Hazard Communirailon 29CFR 1910.1200
imi“emented.

(Ca.or

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

For a detailed discussion of safety precautions during system
operation, refer to the Ailnity ci-serles Operations Manual, Section 8.
PREPARATION FOR USE

< This product is liquid ready-to-use.

< This product may be used Immediately after removal from 2 to
8'C storage.

= Prior to each use, mix by gentle inversion.
STORAGE

= Do not use past expiration date.

Storage Maximum Additional Storage
Temperaturt  Storage Time Instructions
Unopened/ 2toex Until expiration  Store tightly capped,

Opened date Store in an upright

position.
Return to refrigerated
storage after use.

INDICATIONS OF INSTABILITY OR DETERIORATION
instability or deterioration should be suspected If there are
precipitates, visible signs of leakage or turbidity.

SAMPLE DILUTION PROCEDURES

Refer to the Sample Dilution Procedures section of the Alinity i
Estradiol reagent package Insert.

BIBLIOGRAPHY

1 US Department ol Labor, Occupational Safety and Health
Administration. 29 CFH Part 1910.1030, Bloodbome pathogens.

2. US Department of Health and Human Services. Biosafety h
Microbiological and Bhmedical Laboratories. 5th ed. Washington, DC:
US Government Printing Office; December 2009.

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

4. Clinical and Laboratory Standards Institute (CLSI). Prelection
of Laborefory YN)rker5 From Occupationally Acquired hfections;
Approved Quidelme—Fourtt) Edition. CLSI Document M29-A4. Wayne,
PA; CLSI; 2014.

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%).



Key to Symbols
Boisaassymboit
Consult instructions for use

as

Manufacturer

Temperature limitation

Use by/Expiration date

In Vitro Diagnostic Medical
Device
Lot Number

List Number
other StdiAeto

IokTainsi UIDCI Contains Sodium Azide. Contact
with acids liberates very toxic

gas.
1IDISTRISUTEO IMTHE USABY 1 Debuted inthe USA by
UNPOHMATION FOR USA ONLY 1 infOfmiatlon needed for United

S~tes of America only

IUANUAL DILUEMTI Manual Diluent
BHOOIACT 0 F MeiAND Product of Ireland
{RIONLY 1 For use by or on the order of a

physician only (applicable to USA
ciassificatlon only).

Alinity is a trademark of Abbott Laboratories in various jurisdictions.
All other trademarks are property of their respective owners.

Abbott irelanij

Diagnostics Division

Lisnamuck, Longford ccC
Co. Longford

Ireland

+353-43-3331000

IMaTAPMTCC in tmeum sy |

M Att I7rk, IL 60064 USA

Customer Service; Contact your local representative
or find country-specific contact Information on
www.abbottdiagrvistics.com

Revised March 2018.

©2017, 2018 Abbott Laboratories
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ADDENDUM
tOthe Instruction tor Use Ailnity | Estraciid Manual LLI neT Kit (for Russia)
SHIPPING

Recommended shipping condrtions for device is 2-8 in single-use tftermo containers
containing codam elements, or in reusable nmno containers with autometicaily
maintained temperature or In eutorefrigeraurs using thermal irucators. Device Is
slsble unU the expiration date IrKlicated on the padtage. Device is no longer «.iltable
tor use If shipping terrperaiure limits have been vidaied Ship m an endoeed earner
vehicle of wiy kind in accordance vnth sNpping rules, applicable to the respective
carrier

WARRANTY

Manufacturer guaraniees that device remains slaae unM the B)plrel10n date */len
stored and handed as directed The maximum shelf nfe of the rr»dicel device is 12
months from date of manolacturing Device mus( be discenled ifstored wim de<"at)an8
in manufecturer’e requiremeras

MAINTENANCE

Not required

REPAIRS

Not required

DESTRUCTION AND DISPOSAL OF A MEDICAL DEVICE
Oestruct and dspose of a medical device in accordance widi the requiremenls of
SanPtn 2.1.7 2790-10 dated December 12, 2010 =Scrtfeary-epidemidogical
Requirements for the Management of Medical Waste'.

Transmit end dspose of a product and its components end packaging in accordance
with local regulations

LIST OF APPLICABLE STANDARDS
National Russian standards Ndd normative documantabon applied to MD;

GOST R 51362-204, GOST R EN 13612-2010, GOST R ISO 23640-2015, GOST R
18113-1-2015, GOST R 1S018113-2-2015, GOST R ISO 15223-1-2014, Government
Regulation Nst416 «On the approval of the nules of slate reglsimtlon of medical
trees’,Ord» of the MinisSY of Heath of Russia dated 06/06/2012. No. 4n, Order of
the Ministry of Heaim ef Russre dated 01/09/2014 No 2n, Order of the Ministry of
Hejilh ot the Russian Federtrton No 1In of January 19, 2017

POTENTIAL USER

The Minity 1 Estradiol Mviui” DiluNet Kit is intended to be used in a variety of cllnictM
and laboratory corx"tons. Int"ng. without lirntayon, hospt”*s and iaboratonea,
wTiose persormei have been trained in Oie use of the Ahrrfty i en”yzer.
INFORMATION ABOUT PRESENCE OF DRUGS IN
COMPOSITION OF MEDICAL DEVICE

Does not contan any drugs

STERIUZATION

Medtoi device is not required to be stenie.

INFORMATION ABOUT POSSIBILITY OF MULTIPLE
APPLICATION

Medical device cannot be re-apjtied

MATERIALS OF ANIMAL ORIGIN

Materitis of animal origin are tested and risks of using MD are indicated in SDS. Safety

Data Sheets are available at www.abbottdiagnosbcs.com or contact youf local
representabve

INDICATIONS

The Aimity | Estratkoi Manud Dluent Is used Na manually dllubng specimens for
teuing using Ne AlinHy i EstracSol Reagent Kit on the Aiinity i analyzer.

CONTRA-INDICATIONS FOR USE
NMi~icabte.

STORAGE AND USE CONDITION

Storage of MetScal device at a temperature of 2 * C to 8 *C siKxJd be carried outin cold

rooms of in reWgwatofs providing a regUated terrperature regime with a daily
nmpensure recerd.
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Alinity

AcTpagnon PyyHon AuntoeHT

(Alinity i Estradiol Manual Diluent Kit)

Cwu. BbljeneHHble mkeHeHne. Pepgakyna: mapt 2018 r.

HAVMMEHOBAHWE (Cokpaw,eHHoe)

Acrpaguon PyuHoli AuntoekT (Alinity i Estradi<rf Manual Diluent Kit)
(Tak>xe BcTpeyaeTca no TekcTy: Estradiol Manual Diluent)

HA3HAYEHWE

dcTpaguon PyyHoit AuntoeHT (Alinity i Estradiol Manual Diluent

Kit) npegHasHaueH gna pyviHoro pa3ssepeHus o6pasuos ana
ncecnegosaHnsa Ha aHanusatope Alinity | ¢ ucnonssosaxHmem
OcTtpagunon PeareHtos (Alinity | Estradiol Reagent Kit).
JlononHUTENbHY WH(MOPMAaLUIO CM. B MHCTPYKLUW NO NPUMEHEHUIO
K COOTBETCTBYIOLEMY peareHTy n PykoBoAcTBe No 3Kcnnyatauuu
Alinity ci-series.

COOEPXWMOE
fa?] 07P604Q
IMANUAL D4LUBNT 1X5mL

MANUAL eI ANNT cogepXut TRiS-6ythep ¢ NpoTeMHOBbIMMN
(6b14bMMKN) cTabunusaTopamu. KoHcepBaHT:

asung HaTpus.

MEPbI MPEAOCTOPOXHOCTHN
v M

e [Qna guardoctuku In Vitro

Mepbl NpefjoCTOPOXHOCTK

- BHUMAHWE: [aHHbI/i NpoayKT npegnonaraeT paboty ¢
ob6pasuamMu, NonyyeHHbIMU OT YenoBeka. PekomeHayeTcs
cumTath BCE Martepuanbl, NONyYeHHble OT YenoBeKa,
noTeHLManbHO UHMEKLUMOHHBIMU 1N 06paLlaTbCsa C HUMKN
B COOTBETCTBMM cO CTaHfapToOM Mo ob6palieHuio ¢
reMOKOHTaKTHbIMY FTatoreHamu, paspaboTaHHbIM YnpasneHvem
CLUA no oxpaHe rpyxia n NPOMBbILUAEHHO’ TUrneHe
(OSHA). Mpu paboTte ¢ MaTtepuanamu, cogepxawumm nunm
npejnonoXnTenbHO cofepXXalnumMn NHHEeKLUNOHHbIE areHTbl,
cneayet cobnogate npasuna 6uonornyeckoii 6e3onacHocTu,
ypOBeHb 2, Unn jpyrve cooTBeTCTBYlOLME NpaBuna
6uonornyeckoin 6esonacHocTn.A

< He cMelwwuBaiTe pyyHOli AUNIOEHT N3 pasHbIX CEPUNA.

& 000 LHPMH (&7 INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR.RU
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Estradiol
@ 07P5040

G76387R02
D7P50R

Cnepaytouime noeaynoexaeHust 1 Meobl NOeA0CTO00XKHOCTH
OTHOCATCSA K; imanuatl BBAUMT]

NPEAYNPEXAEHWE Copepxut
AUBTUNEHTPUAMUHNEHTAYKCYCHYIO
KWUCNOTY W a3ung Hatpus.

H361 MpeanonoXXnTenbHO MOXEeT HaHecTun
yuw,ep6 nnojoBUTOCTU UAN HEPOXLBHHOMY
pebeHky.

H318* Bbl9bI8MT nerkoe p>aflW «Mmne KOXK.

EUH032 Mpu KoHTaKTe ¢ Kucnotamu obpasyetcs
BbICOKOTOKCUYHbIiA ras.

MpepoTepalyeHne

P201 Mepepg ncnonb3oBaHMEM NONYYUTb
crneymnanbHble UHCTPYKLMUN.

P260 Monb3oBaTbCA 3alUTHLIMU NepyaTkamu/
3alWmnTHON ofexjoi/cpeacTaamu 3aluThbl
rnas.

PearnposaHue

P308+P313 B CNYYAE Bo3gelictBua nnmn
ob6ecnokoeTtocTu; O6patnTbcs K Bpayy

P832+P313* by pasgpa’keHnn KoXXu uan nossBneHun
cbinu: O6panTTbes K Bp«yy

YTunusauyna

P501 Ytunusunpyiite cogep>xumoe/KoHTeliHep B

COOTBETCTBUM C CaHMUTapHbIMU HOpMaMu
P (CanMuH 2.1.7.2790-10 ot 09.12.2010).

* Ha npumaHnvo Ha Tepputopuu geiicteus PernameHta EC
1272/2008 (CLP) nnn CtaHgapTa onoseweHns o6 onacHoctun
)*paanBHus CLUA no oxpaHe Tpyja v NPOMBbILUNEHHOW TUTMEHE
(OSHA) 29CFR 1910.1200 (HCS) 2012.

MacnopTa 6e30NacHOCTM JOCTYMHbI Ha caiTe
www.abbottdlagno8tics.com unn y mectHoro npeacraBuTens.
Noapo6Hyt MHopMaLMo 0 HeO6XOAUMBIX Mepax
nNpejoCTOPOXKHOCTM Npu paboTe ¢ aHanM3aTopoM CM. B
PykoBogcTBe no akcnnyatauun Alinity cl-series, Pasgen 6.

NMOArOTOBKA K NCMO/Ib3OBAHUIO

- ﬂaHHbIVI NPOAYKT NocTtaBnseTca B XWAKOM Buae, rotoB K
NCNnonb30BaHUIO.

= JlaHHblii NPOAYKT MOXET UCNONb30BaTbCA HENOCPEACTBEHHO

nocne M3BneYeHUsi U3 MecTa XpaHeHus ¢ Temnepartypoii 2 «6*C.

= Tlepepj KaxablM UCNONb30BaHUEM NepemelunBaiite, akkypaTHo
nepesopaunsas (pnakoH.
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XPAHEHUWE
= He ucnonb3ayiite nocne UcTeYEeHWsi CPOKa rOJHOCTU.

[lononHutenbHble
VNCTPYKLHM MO
XpaHeHuto

Temnepatype Makc, Bpems
XpaHeHus XpaHeHust
HeBCKpbITbIii/ 2 «8‘C
BCKPbITbI
dnakoH

J[lo oKoHuaHus  XpaHuTb B

CpoKa rofJHOCTM MNOTHO 3aKpPbITbIX
KpbIWKamu
thnakoHax.
XpaHutb 9
BEPTUKANBHOM
NONOXXEHUN.
Momectutb €
XONoAUNBHUK nocne
NCnonb30BaHns.

MOKASATENN HECTABU/IbBHOCTU NN MOPYN

Moka3atensimm HecTabunbHOCTN UMW NOPYM CNy>KAT OCafoK.
BUAUMbIE Cnefbl NPOTEYKN NN 3aMYTHEHHOCTb.

NPOLEAYPbl PASBEJEHUA OBPA3LIOB

CMm. pasgen 'TipouBuypbl pa3BeaeHnss 06pasanoB’ NHCTPYKUUK MO
NPUMEHEHUIO K COOTBETCTBYIOLLLEMY peareHTy.

BVBNNOTPA®UNA

1 US Oepartment of Labor. Occupationel Safety and Heaitti
Administration. 29 CFR Pan 1910.1090, Bloodborne pathogens.

2 US Department of Health and Human Services. B/oasflaryin
Mxrbholoplcal and Btomedical Laborafonias. 5th ed. Washington, DC:
US Government Printing Office; December 2009.

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

4, Clinical and Laboratory Standards Institute (CLSI). Protection
of Laboratory WA>rkers From Occupationally AcoufreO Infections:
Approved Guidellne-~Founh Edfbon. CLSi Document M28-A4. Wayne,
PA: CLSI; 2014.

dopmar uucen:

= B kayecTBe pasfenutens TbiCAY Ucnonb3yeTcs npoben (npumep:
10 000 o6pa3uoB.).

= B kauecTBe pasgenuTtens AecATUYHbIX 3HAKOB MCNONb3yeTcs
Touka (npumep: 3.12%).
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Micnonb3yemble CUMBO/bI
CvmvBonbiBo LW A

CW. WHCTPYKUWIO No

Oa

NPUMEHEeHN0
N3rotosutens

TemnepatypHblii guanasoH

Wcnonb3oBatb fo/Cpok ro/~ocTtn

MeanumnHckoe nsgenune ans
aunarHoctukm ki Vitro
Homep cepuu

1A KaTanoxHsblii Homep

[pyTe oamBorbl
IoOHTABtSimioe 1 CofiepXXuT azunj Hatpus.
|_|pl/l KOHTakTe C Kucnotamu
o6pa3yeTcs BbICOKOTOKCUYHbIN
ras.

IMsrraewTED w Tw USABV1 AveTpu6bbioTop B CLUA

ImFdWMfneH FO*VSAe*1Y 1 NHdopmauus Tonbko gns CLWIA

ngMl. samwt 1 Manual Diluent

Jasoomnct OF UItUMIB 1 MpoaykT VpnaHguun

IRI ONLY 1 Ana ncnonb3oBaHUA TONbKO

MefULNHCKUM paboTHUKOM
(MPUMEHNMO TONbKO K
knaccupmkauumn CLUA)

Alinity siBnsieTca ToproBoii Mapkoii komnaHuu Abbott Laboratories B
pasnnyHbIX IPUCANKLUAX. Bce gpyrue ToproBble Mapku sBASIOTCS
CO6CTBEHHOCTLIO COOTBETCTBYIOWNX BRajenbLes.

.4  /wsbon Irelind
wi  Diagrtostics Division
Lisnamuck, Longford
Co. Longford
Ireland
*353-43.3331000

C€

[piimwwTta mT1B Hag Br |

Abbott LaboratOTies

Abbott Park, IL 60064 USA

CepBucHas nogaep”kka: O6pauwjaiitecb K CBOeMY MECTHOMY
npejctaBuTeNt0 UIN CMOTPUTE KOHTAKTHYIO MHMOpMaLmnio gns
Ballel cTpaHbl Ha caiiTe www.abbondlagnostics.com
Pepakunsa: mapt 2018 r.

©2017, 2016 Abbott Laboratories

ABTOPU3OBaHHbI NpejcTaBUTeb U3FOTOBUTENA HA TeppuTOpUn
Poccuu n gpyrux ctpaH CHI:

06l ecTBO C OrpaHNYEeHHOW OTBETCTBEHHOCTbIO “A 6 0 N
Nabopatopua’, 125171, Poccus, r, Mocksa,
NeHumpajackoe wocce, 16A, ctpoeHue 1,

Ten: +7 (495) 258 42 80; hakc: *7 (495) 258 42 81



NMPNNOXEHWE

(MHChYKLMMNONPUMBHBLUN ScTpaavon PyuHoi JuroBKi{AL1M11ylEalra(| |O( Manual
CMuant Kit) gns Poccumn

TPAHCNOPTUPOBKA

Vi3genve pekoMeHgyeTcs  TpaHCmopTvpoBaTb Npu Temneparypa 2-8*C B
repuOKOHTethepax agHope30aoro nofb3oBaHNs, CCA Xeunan XnagoaNemMeHTbl. um
B TepMOKOHTeliHepax  MHOTOKDATHOTO  MPUMEHEHUs C  aBTOMAaTUYEeCXU
rTCLUeP)KNeaBMOii TeMnepaTypoit Unn a aaTope”mepeTopax e VCnonb30BaHNeM
TEPMOVHAVKATOPOB. M3Aenne ocTaatcs eTBGUIbHLM 10 OMOHUYAHS CPOKa FOAHOCTH,
yKa3aHHOTO Ha ynakoBke. [py TpaHCIoPTPOeaHUM C HapyLLIEHMOM TEeMMeperypHoro
pexxviMa U3fenve He MOIeXXUT NPUMBHENLE0 TpaHCMOPTMPOBKa OCyrLecTBnseTcs
BCEMU BUJAMN TPAHCNOPTB € KPbIThU TPAHCMOPTHbIX CPEeACTBaX B COOTBETCTBUM C
npaausBM1 NepeBo3ky rpy30B. AePcren” uiv Ha Kaxkiom Buae TpaHcnopTa.
FTAPAHTUMHBIE OBSA3ATENLCTBA

NpouU3BOAUTENb rapaHTUPYeT, Y4TO NPU NpaBuIbHOM XpaneHum n OﬁpaLLl'eHI/lI/l nspenvne
OCTaeTCﬂCTaﬁlllI'IbeIM,CI'OVICTe‘-IBHM;ICpOKaI’O/J'HOCTVI MaI(CMMaﬂbeIIZFl3OKr0AHOCTM
veMuLpelCxoro nsfenns He Gonee 12 mecsiueB ¢ AaTtbl Npou3BoacTBa. Wspenwve,
XpP»IMBLUEBCS C HapylUEHWeM pernaHeknthoearHoro npou3eoauTenemM pexuma,
NPUMEHEHNO He NOoANEeXUT

TEXHUWYECKOE OBCNYXWBAHWE

He Tpebyetcs.

TEKYW VA PEMOHT

He Tpebyetcs

AAHHDbIE AnA ytimnns3aynmm n YHUUTOXEHNA
MEOWUWHCKOIO M3fgennd

Meavcb<HCKOe M3fenve yTUIN3npYIoT U YHUUTOXKBIOT B COOTBETCTBUM C NpaBunamm
0I"8U{et«dS C  MEAUUMHCKAMM  OTXOAamK, — pernaMeKTpyrowmHmcs  CwluH

217.2790-10 or 12122010 «CaHUTapHO-eNMAMLLONOTMYECXMA Tpe6oBaHNs K
0| ALUEHMO C MEAULIMHCKVMM OTXOAaMU™.

Heo6x0aMMO CNBAOBETb Ha“aKOHaNbHLIM CTaHAapTaM Mpu nepejade v ytumsauum
U3[EeNns, ero KObINOHEKTOB 1 yNeKoeKn

HAUMWOHANBbHBIE CTAHAOAPTHI n HOPMATUBHAA
AOKYMEHTAUWUA, TPUMEHAEMbBIE K MI:

FOCT P 61352-2013, TOCT P EH 13612-2010. TOCT P MCO 23640-2016. TOCT P
NnCO 18113-1-2015, FOCT P UCO 18113-2-2015, TOCT P UCO 16223-1-2014,
MoetaHoenertelpaentensCTBa POcrr27aBkB6pa2012r. N11416 cO6 yTBEp>KAESHAN
npaBuN rocyABPCNEHHO perucTpaLmm MeuUMHCKUX U3 ABTIA3. Mprka3 MuH3apasa
Poccum ot 06 06.2012r. N* 4H. Mpuka3 MuH3gpeea Poccumn ot 06.01.2014r. Na 2H.
Mpvkasom MunncTepcTBa 3apasooxpanerns P® Nt 11HoT16 aHBaps 2017 1.
NOTEHUWANbHbBIN NOTPEBUTEND

MeguumHexoe usgenvie dcTpagumon Pyuwcsii AuntoeHT {Abrity i EitraoiM Manual
Diluent KR) npefHasHa4eHO A5 WCMONb30BaHWA B PasMuHbIX  KIMHWXO-
na6 aTopHbIX YCNOBWAX, BKMOYas, 6e3 orpaHuueHuns, 60nbHULbLI U na6™atopuu,
ITBPCOHAN KOTOPbIX MPOLLEN 06y4eHMe No UOoKNb30eaHio BHanusatopa Afriy |.
NH®OPMAULUA O HANNYNN B MEAUUUNHCKOM U3JAENNN
NEKAPCTBEHHOIO CPEACTBA

Ho copepxut

CTEPV/IBHOCTb

MocTtaBnaeTca B HecTepunbHOM Buge. CTBpUAM3eUMS TTepes MPUMBUEHVEM He
TpebyeTcs.

NH®POPMALNA [0} BO3MOXHOCTU NOBTOPHOTO
NPUMEHEHWA

He noanexxut NoBTOPHOMY NPUMEHerem.

MATEPUANBI XXNBOTHOTO NPOUCXOXAEHNA

MaTtepuanbl >KMBOTHOTO MPOUCXOXAEHVSI rMeepenbl U PUCKU MpUvoHenus MU
yka3aHbl 8 MacnopTe 6e3onecHocTy. MacrnopTe 6e30NacHOCTV MOXHO HaiiTh Ha caiite
www.aDOondiegnoetica com nnu o6patntecb K MECTHOMY NpeAcTaBUTeNto.
NOKA3AHWUA

Tne Alinity | Estradiol Menus Oituent Kit is used for manually diluilne specimens for
testing using Ihe Akntty i Estradiol Reagent M| on the Mmity | analyzer.
NMPOTUBOMNOKA3AHNA

He npumeHmvo.

YCNOBWA XPAHEHUA U MPUMEHEHWNA

XpaHeHve MeauLMHCKOro u3fBleTa rdm Temneparype ot 2'C [0 8*C p0l0kHO

OCYLLIECTBNATLCS B XONOAU/LHBIX KaMepax UNn B LUNOAUIbHUKAX. 06ecneumnsatoLmx

pernaMeHTUpoBaHHbI  TEMMEPATYPHbIi PEXIM C  EXXEAHEBHON  pervctpauveit
Temneparypb!

& 000 LHPMH (&7 INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR.RU
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3660TT VpnaHawa, T; +353 43 3331000

JvarHoctnyeckoe dakc: +353 43 3331001
rogpasgieneHvie
NucHemak, J1oHrdopa
I"pachcTBO JToHrhopL,
VipnaHgus.
MoanucaHo: /nognucaHo/ Jata: 6 utona 2020r.

Onusuna ManneH (Olivia Mullen),
Cneymnanuct No HOPMaTMBHO-MPaBOBOMY PErynvpoBaHuUIO
3660TT NpnaHaus,
[narHoctuyeckoe nogpasgeneHne
>"ropy,
TW etBrdaonrdpopyg,
MpnaHaus.

/MeyaTb: TOPTOBAA MANIATA CNANTO (MHK)

nognuHHocT b 3ACBUAETENNBCTBOBAHA JOBEPOCOBECTHO
YnonHoMo4eHHoe nuuo /nognucado/ 07.07.2020 r./

/MevyaTb:narHocTunyeckoe
nogpasgenexHme 3660TT,
Noxrdopa/

/MeyaTb: TOPTOBASA MAJIATA C/IANTO (MHK)
3ABEPEHHbIN CEPTU®UKAT O MPOUCXOXAEHWW/

/MognucaHo: Onuema MauneH (Olivia Mullen) 06.07.2020 ./

TeKCT B JOKYMEHTe «VIHCTPYKUMS MO MPUMEHEHUIO» HA aHTNACKOM W PYCCKOM si3biKax
NONHOCTbi0 COBNaaeT.

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



MepeBOA AambIC™a TEKCTa CAeNnaH MHOIA, nepeBoAunkom YepHocu! oBbiM Cepreem ropbesuyem.

Poccuitickas degepaums
Nopoa MockBsa
LLleerrHaguaToro n s ABe TohiCAYM 4BAALATOrO roas
A, Kopcuk Mapua AnekcaHfpoBHa, HOTapuyc ropoga MoCKBbI, CBUAETENLCTBYHO NMOA/IMHHOCTb
nognucu nepesofumka YepHocutosa Cepres Mropbesnya.
Moanuck caenaHa B MOEM NMPUCYTCTBUN.

JINYHOCTL noAnucasLLero OOKYMEHT YCTaHOB/IEHA.

3apeructpmpoBaHo B peecTpe: Ne 77/2139-H/77-2020- 9 '
B3biCkaHO 1'0CcyfapCcTBEHHON NOUWKHLE (Mo Tapudy): 100 py6.

YnnayeHo 3a oKasaHue ycnyr NpaBoBOro M TEXHUYECKOro xapakTepa: 300 py6.

M.A. Kopcuk

Bcero npoLHypoBaHo,
NpPOHYMepoBaHO ¥ CKpen/ieHo

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



Poccuiickaa ®egepayuns
ropoa MockBsa

21 HO12020

1, B0 [kxuHa EBreHns BnagymmpoBHa, BPEMEHHO UCMONHSOLAs 0653aHHOCTY
HoTapmypa rocoga Mockebl baxTagse 3nbMupbl KOpbeBHbI, CBUAETENLCTBYO

BEPHOCTb KOMHY C NpafiCTaMeHHOro MHe OKyMeHTa. VI/[*:?27?
3aperucTpupoBaHo B peactm”” 77/52-H/77-2020 -x

B3bickaHo no Tapudy:. _~7 py6.

YnnayeHo 3a okasaHue ycayr npaBoBOro 1 TEXHUYECKOTO XapakTepa: py6.

E.B. BopoHuHa

Bcero npowmypoaanuo,
NPOHYyaACcpoBaHoO M CKpenaeHo
neyateto -/ 0 nmeT
BPUO urtrtutca
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