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1, 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, CneunanucT perynatopHoro otgena, 3660TT AnarHocTtuyeckoe
MopapasgeneHne Upnangua, Nourdops, Wpnangua (Olivia Mullen, Regulatory Affairs
Specialist, Abbott Ireland Diagnostics Division, Longfoixl, Ireland), HacToawwum
YAOCTOBEPAID, UTO Npuiaraemble AOKYMEHTbI B HUXENPUBEAEHHOM 00beme CTpaHul,
ABNATCA UHCTPYKLUAMWN NO NPUMEHEHUIO. DTN JOKYMEHTbI MNOMHOCTLIO COOTBETCTBYIOT
(haKTUYECKOM JOKYMEHTAL MW NPOU3BOSUTENS.

WNHCTpyKLMSA No NpuMeHEHNIO Ha meguumHckoe mnsgenue (Instruction for Use for
medical devise)

Habop peareHToB  AnNA KO/IMYECTBEHHOTO onpegeneHns 3erpagHona
UMMYWNOXEMUTIOMHHECL,EHTHbBIM METOAOM B CbIBOPOTKE M Maa3me KPOBM 4Yes0BeEKa
Ha UMMYHOXMMMNYECKMX aHanusatopax Alinity i «3cTtpagnon PeareHTbl (Alinity i
Estradiol Reagent Kit)»

llo TEKCTY WHCTPYKUMM BCTPEYaloTCA BapUaHThbI HavMeHOBaHUIA MEANLIMHCKNX I/I3,D,€I'II/II7I,
NpMBEAEHHbLIE B Ta6nv|u,e HWXE, KOTOpble ABNAKOTCA CrnpaBea/imMBbIMM N PaBHO3HAYHbIMU

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

HavmeHoBaHue HaumeHoBaHME MeAMLMHCKOrO M3aenms Ha CokpalLeHHoe
Ha aHrIIACKOM PYCCKOM fi3bIKe HammeHoBaHue (Mo
A3bIKe TEKCTY JOKYMEHTA)
Alinity i Habop peareHTOB 4ns KOMYECTBEHHOIO AcTtpagmon
Estradiol onpefeneHns acTpagmosna UMMyHO- PeareHTbl (Alinity i
Reagent Kit XeMWIHOMUHECLIEHTHbIM METOLOM B CbIBOPOTKE U Estradiol Reagent

nnasme KpoBW YenBBeka Ha UMMYHOXMMUYECKNX Kit)
aHanusatopax Alinity i «3cTpaguon PeareHTbl
(Alinity i Estradioi Reagent Kit)»

Alinity i Kanubpatopbl gnsa obecneyeHuss NpaBUIbHOCTY  3CTpagmon
Estradiol KO/IMYECTBEHHOr0  OrnpefeneHus  actpaguona KanubpaTopsl
Calibrators) UMMYHOXEMUNHOMUHECLIEHTHBIM METOA0M B (Alinity i Estradiol

CbIBOPOTKE W Mna3me KpoBW 4enoseka Ha Calibrators)
UMMYHOXUMWYECKMX  aHanuzaTopax  Alinity i
«3cTpaguon Kanubpatopbl (Alinity i Estradiol
Calibrator)»

(Alinity i KoHTponbHble MaTepuasbl 14 NOATBEPXKAEHUS  ScTpagmon
Estradiol BOCMPOU3BOAMMOCTM n npaBuUnLHOCTU  KOHTPO/bHbIE
Controls KONMYECTBEHHOrO  onpefeneHus  actpaguona matepuansl (Alinity

UMMYHOXEMUMOMUHECLEHTHBIM METOLOM B i Estradiol
CbIBOPOTKE W Ma3Me KpoBWM uenoBeka Ha Controls)
UMMYHOXMMUYECKUX — aHanu3atopax  Alinity i
«3cTpagmon KoHTposbHble Matepuansl (Alinity i

Estradiol Controls)»

3NEKTPOHHAS KONHA 0GOPMAEHA IEHTPOM HCMIbITAHI W PETUCTPALIMI MERHLMHCKUX H3ENHIA
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Alinity i LWNI0eHT ans pyyHOro paseefieHnst 06pasLoB npyu  ScTpaamon PyyHoii
Lstradiol MCCMEfOBaHUM  3CTPagMona C  MCMmosb3oBaHueM  [uoeHT (Alinity i
Manual Diluent  Habopa «3cTpaguon PeareHTbl (Alinity i Estradiol Estradiol Manual
Kit Reagent Kit)» Ha nMmMmyHoxummndeckmx  Diluent Kit)
aHanuzaTopax Alinity i «3cTpagnon PyuHoii
OuntoenT (Alinity i Estradiol Manual Diluent Kit)»
CocrasB:
# Title Number
. I . L of paees
1 Instruction for Use for the Alinity i Estradiol Reagent Kit with 9
ADDENDUM for Russia.
2. VIHCTPYKUMA NO NpuMeHeHUto ScTpaamon PeareHTbl (Alinity i Estradiol 10

Reagent Kit) ¢ MPUJTOXEHWMEM ans Poccun.

Signed: Date:
Olivia Mullen

Regulatory Affairs Specialist A

Abbott Ireland Diagnostics Division .fj

Lisnamuck, Longford Ao

Co Longford
Ireland
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Alinity i
Estradiol Reagent Kit

Read Highlighted Changes: Revised May 2019.

Instructions must be carefully followed. Reliability of assay results

cannot be guararrteed if there are any deviations from these
instructions.

B name
Alinity i Estradiol Reagent Kit

| INTENDED USE

The Alinity | Estradiol assay is a chemiluminescent microparticle
immunoassay (CMIA) used for the quantitative determination of

estradiol in serum and plasma on the Alinity i analyzer.

I SUMMARY AND EXPLANATION OF THE TEST
Estradiol is the most potent natural estrogen in humans, tt regulates
reproductive function in females, and. with progesterone, maintains
pregnancy. Most estradiol 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 of the circulat'sig estradiol.

, Estradiol and estrone Interconvert in vivo. In normal non-pregnant
wommen, estradiol synthesized by the ovary is the predominant source

of both ostrono and esfriol.
Virtually all circulating estradiol is protein-bound. Reported

association constants tor 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 conditions of any assay
for*um estradiol mu” 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 e~diol le\t8 are lowest at m”ses and into the early
follicular phase (25-75 pg/mL) and then rise in the late follicular
phase to a peak of 200-800 pg/mL just 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

(100-300 pg/mL). If conception does not take ptece, estradiol falls
further to Its lowest levels, and menses begins shortly thereafter.®®
If conception occurs, estradiol levels continue to rise, reaching lovols
of 1000-5000 pg/mL during the first trimester, 5000-15 000 pg/mL
during second trimester, and 10 000-40 000 pg/mL during third

trimester.®® At menopause, estradiol levels remain lov®

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 in vitro fertilization, because the timing of recovery
of oocytes depends on follicular development, which In turn depends

on the estradiol level.

| BIOLOGICAL PRINCIPLES OF THE PROCEDURE
This assay is a defayed one-step immunoassay for the quantitative

determination of estradiol in human serum and plasma using

chemiluminescent microparticle immunoassay (CMIA) technology.
Sample, antl-estradiol (rabbit, monoclonal] coated paramagnetic
microparticles, specimen diluent, and assay diluent are combined
and Incubated. The estradiol present in the sample binds to the
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antl-estradiol coated microparticles. Estradiol acridinium-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 chemiluminescerrt 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 (he system optics.
For additional Information on system and assay technology, refer to
the Alinity ci-series Operations Manual, Section 3.

m REAGENTS

K Contents

Alinity i Estradiol Reagent Kit 07P50

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

NCTTE: This prodiAt 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 Inthe t~le below indicate the volume per
cartridge set.

leip] 07P5020 07PS030
Tests per cartridge set 100 500
Number of cartridge

. 2 2
sets per kit
Tests per kit 200 1000
iMicHonumctisl 8.3 mL 33BmL
1CONJIHUrC1 61 mL 26.5 mL
{ASSAYeQUINT 1 81 mL 28.5 mL
ISMCIMSN MUUSN 10.4 mL 471 mL

|micnoeasncuy| Anti-Estradiol (rabbit, monoclonal) coated
microparticles In TRIS/BIS-TRIS buffer with protein (rabhbit) stabilizer.
Minimum concentration: 0.0657% solids. Preservative: ProClin.

jcoiuuoATij Estradiol acridinium-labeled conjugate in citrate buffer
with surfactant stabilizer. Minimum concentration: 83.36 ng/mL.
Preservative: ProClin.

ASSAY CHUSMIT Surfactant in citrate buffer, Preservatiw: FloClin.

TRIS tyffer with protein (bovine) stabilizer.®
Preservative: sodiuma z id e .

VNaimings and Precautions
= For In Vitro Diagnostic Use

Safety Precautions

CMITtON: 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 Bioodborne F~thogens. Biosafety Level 2 or other
appropriate biosafety practices should be used for materials that
cont”™n or are suspected of centalning infectious agents."®®



The followino waminos and precautions apply to; t** """ *g/**#/
C9riwe>T» Lf IxasAv MLLIVII'T|

WARNING Contains methytisothiazolones.

H317 May cause an allergic skin reaction.

Prever*lon

p281 Avoid breathing mist / vapors 7 spray.

p272 Contaminated work clothing should not be
allowed out of the workplace.

P280 Wear protective gloves / protective
clothing 7 eye protection.

Responae

P302fP3S2 IF ON SKIN: Wash with plenty of water.

P333-»P313 If skki irritation or rash occurs; Gel
medical advice / attention.

P3B2+P384 Take off contaminated clothing and wash
it before reuse.

Disposal

P501 Dispose of contents s container In

accordance with local regulations.

The following warnings and precautions apply to; L*?acwsiioiiuEfrr|

4 >

IWARNING Contains diethylenetriamine-pentaacelic
acid and sodium azide.

H361 Suspected of damaging fertility or the
unborn child.

H318* Causes mild skin irritation.

EUHO032 Contact with acids liberates very toxic gas.

Prevention

P201 Obtain special Instructions before use.

jp280 Wear protective gloves / protective
clothing 1 eye protection.

Response

P308-IP313 IF exposed or concerned: Get medical
advtce / attention.

P332*P313* If skin irritation occurs; Get medical
advice s attention.

Dispossl

P501 Dispose of contents 7 container In

accordance with local regulations.

* Not applicable where regulallen EC 1272/2008 (CLP) or OSHA
Haiard Communication 29 CPR 1010.1200 (HCS) 2012 have been
tmplemenied.

Safety Data Sheets are available at www.abbottdlagnos$tics.com or
comact your local representative.

For a detailed discussion of safety precautions durlrtg system
operation, refer to the Allnrty ci-series Operations Manual. Section 8.
Reagent Her>dtirtg

NOTE; Almity | Estradiol Conjugate and Assay Diluent bottles do not
contain a septum by design.
= Upon recelplr gently invert the unopened reagent kit by rotating
It over and back for a full 180 degrees. 6 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. Durmg reagent shipment, microparticles
can settle on the reagent septum.
Place a check ii 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
8 hours before use to alltw bubbles that may have formed to
dissipate.

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

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

For a detailed discussion of reagent handling precautions during

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

Section 7.

Reagent Storage

storage Maximum  Additional Storage
Temperature  Storage Time Instructions
Unopened 2 t08'C Until Store in upright position,
expiration  if cartridge does not
date remain upright, gently
invert the cartridge 10
timee and place in an
upright position for 8 hours
before use.
On board  System 30 days
Temperature
Oper>ed 2 to 8*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 ceps due to
the risk of contamination
and the potential to
compromise reagent
performance.

Heagonts may be stored on or off the system. If removed from the
system, store reagents with new replacement caps in an upright
position at 2 to 8*C. For reagents stored off the system, Kis
recommended that they be stored tn their origmal trays or boxes to
ensure they remain upright.

For information on unloading reagents, refer to the Alinity cl-senes
Operations Manual, Section 5

Indications of Reagent Deterioration

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

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

m INSTRUMENT PROCEDURE

The Alinity i Estradiol assay requires that the Alinity digger
Solution be stored orvboard for rto lortger than 10 days after the
day the reagent Is Installed. Tha system automatically tracks the
on-board stability of the IHgger solution In the replacement bottle
ar>d the reservoir.

NOTE: If the orvboard stability for the IHgger solution expires
perform the Empty the bulk solution reservoirs ({-«eries)
procedure found In Section 10 of the Operations Manual.
The Alinity | Estradiol assay tile must be installed  the Alinity |
analyzer prior to perlormingjhe assay.

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



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

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

Alternate Result Units

Edit assay parameter 'Result Unds* to select an alternate unit.
Conversion formula:

(Concentration ki Default result unit) x (Conversion factor) «
(Concentration in Alternate result unit)

Default Result Unit
pg/mL

Conversion Factor
3.87
0.00387

ARemate Result Unit
pmo'/L
nmoi/L

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

Specimen Types Collection Tubes

Serum Serum
Serum separator
Plasma Lithium heparin

Plasma separator
Potassium EDTA

< Performance has not been established lot the use of cadaveric
specimens or the use of bodily fluids other than human serum
or plasma.
= The instrument does not provide the capability to verify specimen
types. It is the responsibility of the operator to verify that the
correct specimen types are used in the assay.
Specimen Conditions
= Do not uso:
heat-inactivated specimens
specimens with obvious microbial contamination
< For accurate results, serum and plawna specimens should be
free of fibrin, red blood cells, «md other particulate matter. Serum
specimens from patients receMng anticoagulant or thrombolytic
therapy may contain fibrin due to incomplete clot formation.
« To prevent cross contamination, use of disposable pipettes or
pipette tips Is recommended.

Preparation for Analysis

« Follow the tube manufacturer's processing instructions for
collection lubes. 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 to results, recentrifuge specimens prior to

testing If

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

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

obsenred, mix by low speed vortex or by gently inverting prior to

recentrttugation.

Prepare frozen fpecimens as follovra;

= 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 thoroughl)™ inconsistent results may
be obtained.

<« Recentrifuge specimens.

Recentrilugation of Specimens

< Transfer specimens to a centrifuge tube and centrifuge.

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

Specimen Storage
Maximum

SpecinwnType Temperature Storage Time Special Instructions

Serum/Plasma 2 to 8'C 7 days It 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 international regulations covering the transport of clinical
specimens and infectious substances.

| FROCHDLRE

Materials Provided
07PSO0 Allnity | Estradiol Reagent Kit

Materials Required but not Provided

= Allnity i Estradiol assay file

« (07P5001 Aiinity i Estradiol Calibrators

« (07P5010 Aiinity | Esiradiol Controls or other commercially
avalable controls

« 07P5040 Aiinity | Esiradlo! Manual Diluent Kit

< Aiinity Trigger Solution

« Aiinity Pre-Trigger Solution

« Aiinity i-serles Concentrated Wash Buffer

For Information on materials required for operation of the instrument,

refer to the Allnity cl-sehes Operations Manual, Section 1.

For information on materials required for maintenance procedures,

refer to the Aiinity ci-serles Operations Manual, Section 8.

Assay Procedure

The Allnity | Estradir® assay requires that Nee Minlty Trigger

Solution be stored on-board for no longer than 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.

NOTH: 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 Nee Operations Manual.

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

cl-serles Operations Manual, Sectiort 5.

= [f using primary or aliquot tubes, refer to the Aiinity cl-series
Operations Manual, Section 4 to ensure sufficient specimen is
present.

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



= Maximum number of replicates sampled from the same sample
cup: 9
Priority;
*“ Sample volume for first test: 200 pL
Sample volume for each additional test from same sample
cup: 150 pL
a 3 hours on the reagent and sample manager
= Sample volume for first test: 200 pL
Sample volume tor 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 Insert and Alinity
i Estradiol control package insert for preparation and usage.
< For genenU operating procedures, refer to the Alinity ci-serles
Operations Manual, Section 5.
= For optimal performance, It is Important to perform routine
maintenance as described In the Alhity cl-serles 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 pmol/L) are flagged with the code *> 1000 pg/mL*
(> 3670 pmol/L) and may be diluted with either the Automated
QOiHiQon Protocol or the Manual Dilution Procedure.
Automated Dilution Protocol
The system performs a f;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 (> IS 350 pmol/L), dilute the sample 1:10 and run
using the Manual Dilution Procedure.
Manual Dilution Procedure
Suggested dilution: 1:10
Add 20 pL of the sample to IBO pL of Alinity i Estradiol Manual
Diluent.
The operator must enter the dilution factor in the Specimen or
Control tab of the Create Order screen. The system will use this
dilution factor to automatically calculate the concentration of the
sample and report the result. The result should be > 100 pg/mL
(367 pmol/L) before the dilution factor Is applied.
If the operator does not emer 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 prTK)I/L). do not report the result. Rerun using an appropriate
dilution.
For detailed information on ordering dlkitlons, refer to the Alinity ci>
series Operations Manual, Section 5.
Calibration
For instructions on performing a calibration, refer to the Minity ci-
serles Operations Manual, Section 5.
Each assay control must bo 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 contt” limits used to monitor and control system
performance, as described in the Quality Comrol 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
recatibration frequency.
This assay may require recalibration after maintenance to critical
parts or subsystems or after service procedures have been
performed.
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Quality Control Procedures

The recommended control requirement for the Alinity i Estradiol

assay is that a single sample of each control level be tested once

every 24 hours each day of use.

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

and/or federal regulations or accreditation requirements and your

laboratory's quality control policy.

To establish statislically-besed 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 ov«r several (3-5) days and

using the reported results to establish the expected average (target)

and vatiabillty 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 inckide:

<« Multiple stored calibrations

= Multiple reagent lots

« Multiple calibrator lots

= Multiple processing modules (It applicable)

« Data points collected at different times of the day

Refer to published guKfellnes for Information or genera! control

recommendation, for example Clinical and Laboratory Standards

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

general quality control recommendations.'®

= [f more frequent control monitoring Is required, follow the
established quality control procedures lor your laboratory.

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

< Review quality control results and acceptance criteria following a
change of reagem or calibrator lot.

Commercial controls should be used according to the guidelines

and recommendations of the control manufacturer. Concenlraiion

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 Cor>trol Guidance

Refer to ‘Basic QC Practicos' by James O Westgard, Ph.O. for

guidance on laboratory quality control practices."™

Verification of Assay Claims

For protocaols to verify package insert claims, refer to VOrification of

Assay Claims in the Alinity ci-serles Operations Manual.

| RESULTS

Calculation

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

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

Flags

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

Measurirtg Interval

Measuring interval Is defined as the range of values in pg/mL
(pmol/L) which meets the limits of acceptable performance for
Hnearity, imprecision, and Ote.

The measuring interval of the Alinity i Estradiol assay is 24 to
1000 pg/mL (88 to 3670 pmoliL).



I LIMITATIONS OF THE PROCEDURE

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

« tf the estradiol results are inconsistent with clinical evidence,
additional testing is suggested to confirm tho result.

» Heterophilic antibodies in human serum can react with reagent
Immunoglobulins, interfering with in vitro immunoassays. Patients
routinely exposed to animals or to animal serum products can
bo prone to this intertoronce. and anomalous values may be
observed. Additional Information may be required for diagnosis.”

| EXPECTED VALUES

This study was performed on the ARCHITECT | System.

Ropresentative porformance data are provided in this section.

ResuHs obtained in Individuai laboratories may vary.

It IS recommended that each laboratory determine Its own reference

range based upon its particular locale and population characteriics.

The expected ranges for the ARCHITECT Estradiol assay were
obtained by testing specimens drawn from 101 males, 72
postmenopausal females and normal menstruating females. For the
normal menstruating female ranges, specimens were obtained from
36 vromen drawn throughout their cycle, resulting in a total of 958
spedmens. Variations In cycle length ware normalized by aligning
the cycles based on Day 0 as the day of the LH peak (same day as

ARCHfTECT Estradiol Profile During the Normal Menstrual Cycle

Cydle Dy Medan
Estradiol Concentiafion (pj*mL) - 5%
9%
/
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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 kjteat phase.
Follicular phase was defined as the period of time from 15 days to
2 days prior (-15 to -2) to the period of the mid-cycle gonadotropin
surge (Days -1 to 141). The luteal phase was defined as *2 days lo
+15 days.”™

Ail cycles included in establishing reference ranges were ovulatory.
The results are presented below.

Estndiol Concantntion VaiM

Medan  Centnt 95% Range
PspoMiM B (pg/nL)
Narrel Menstruating Fensles.
Favtutar Prese 3% B2 21-251
MdKiycle Prese 105 196 33-649
Lwal Nese 466 D 21-312
Postrenopewsal Fenmdes not on KAT %0 <10 <10-28
Postrrencpeusal FermSes onHRT* 2 v} <10-144
VHles 101 23 11-44

HRT - Hormone Replacement Therapy

<For M-22, the cental 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 Allnity | analyzer and the ARCHITECT | System utilize the same
reagents and sample/reagent ratios.
Unless otherwise specified, all studies were performed on the Allnity
| analyzer.
Precision
Within-Laboratory Precision
A study was performed based on guidance from CLSI EP05-A2.’®
Testing was conducted using 1 lot of the Allnity | Estradiol Reagent
Kit, 1 lot of the Alinity i Estradiol Calibrators, artd 1 tot of the Allnity i
Estradiol Controls and 1 instrument. Three controls were assayed in a
minimum ol 2 replicates at 2 separate times per day on 20 different
days.

WKbin-Bu Within-Lsborvoiy
Mean (RepsasUHty) flotal)
Simple n (pg™uU D %CV D %CV
LowConlrd 120 Y] 35 71 38 7
Medum 120 188 45 24 49 26
Conird
HfpiConed 120 587 128 22 152 26
' Includes withimrun, between-run, and between-day variability.
WIhirt:Run WtAthinLsborstoni
Meu (ftepeasSHy) (ay*
Ssrmplt f @Eon D %y D %ev
LlowvComa 120 180 130 72 139 77
Medum 120 164 24 179 26
Corooi
HohGotd 120 2156 471 22 5.9 26

* Includes within-run, between-run, and between-day variability.
Lower Limits of Measurement

A study was performed based on guidance from CLSI EP17-A2.~
Testirtg was conducted using 3 tots of the Allnity i Estradiol Reagent
Kit on each of 2 instruments over a minimum ol 3 days. The
maximum obsen/ed Limit of Blank (LoB), Limit of Detection (LoO),
and Limit of Quantitation (LoO) values are summarized below.

pomi PrwiA
[iTg 13 8
L0’ 20 3
LoQ' 24 8

*The LoB represents the 95th percentile from n 2 60 replicates of
zere-analyte samples.

The LoO represents the lowest concentration at which the analyte
can be detected with 95% probability based on n r 60 replicates of
lowsanzdyte level samples.

AThe LoQ was determined from n a 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 EP06-A.M
This assay Is linear across the measuring interval of 24 to

1000 pg/mL (8B to 3670 pmol/Lj.

Analytical Specificity

This study was performed on the ABCHITICT i System.

The specificily.of the APCHI'TECT 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."

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

Table A

A study was performed in which synthetic 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:

CoftcsonttMCOrass
Crass ntscUM nSwissi % Cran RtscSvftr
17Kotradiol3-$ultMe 50n(rmd 0.1%
Estrare 1S00pgfinl 0.7%

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

COross RtscUnt CoBcemtiofl Orass Ruclairt
Aldosterone 10 ptyrH
5(bAndratar+39.17Htol iOnjymi
Sowtndiostandione IOntym
AndrastenedKxie IOOng/n’i
Clomiphene citrate eonglm
Corticoslerone 570 ntymL
Cortisane Sm'](yrﬂ_
OooxycorOcostErone acetal SO0ty
11-Deoxycortisol SOOH(YTl
Oeninatfiasone 12 770r‘g'rri
QA Long/mL
OHEAS 8lignmL
SP-Dihydrocortcostsrone Sa)'wi_
DHT (Miydratestoslerone] 2 rgrri_
Equiln 06 I’WL
EgixIn Sulfate SQAL
Estetral 2.4nVmL
170 Essadiol 03I'IO’T{
175-E$ira<)iQl-3-gkjcuronide 48n ",
17S-Estra<]iol 17-v erats 1 ngln’i
ITS-Esiradiot 17-piopionate 1 r]yl’TL
17S-Estradiol 3-suNatel 7>glucuronide mrTL
Bt 2500pg/mL
Fstml 160-(ft-D-olucurDnids) 106njerL
Estrlol 3-sulfate S00gTral
Estrtol 3-(M>*0lucofwiide) 106ntyrriL
Eslrane 3-s(iitate O4ngrmi
Etnynodloi diacetate 1 m"fﬂ
Hfiynylestradd 04n(ytl
Hydrocortisone S(I)‘g’m
16a-Hydroxyestrone 1 mHii-
17QHydQxypragnanalane 480ngmiL
17a-Hydroxyprogeiierone 1200n(ym|
Medroxyprogesterone 12.3 gL
Meslranol 04 ntfrrL
Norethindione 16 ngTii
Norethindrone acetate (NoraUiisterone 14 rg‘fn_
acetate)

I*"gnanolone 59rg’rrL
Progesterone 500ng/ml
Tamodfen 183 ng'mi
Testosterone 20ng(mL

This assay should NOT be used to assess eavadiot levels (or
padents undergoing Pulvestrant or Mifepristone treatment. Structural
and functional analogues of steroid hormones, Incbtfing dte estradioi
m”ecula, have the potential to cause Inierference/cross reactivity
with the Allnity 1Estr»jlol assay. Samples from pailems administered
medfcatlons which inhitdt tumour cell proliferation (e.g. CAK 4/
bhibitors) may be subject to Interferenoe/cross reactivity with the
Aimity | Estradiol assay. Mbditlon, drugs which Interfere with or
activate production of steroid hormones (e.g. Aromstase Inhibliors)
may also Interfere or cross react with the Allnity | Estradiol assay. In
such cases, an alternate metfiod such as chromatography should be
used.



'febteB

The ARCHfTECT 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 containing
estradiol (800 pg/mL) were supplemented with potential Inierferents
at the concentrations listed and tested for estradiol. The percent
recovery is shown below:
tniertarent

ConceRirallon Interferent % Recovery

Egulbi 1.2ngftnL 984
Equish Sulfate 10 ng/mL 92.6
Ethynylestradiol 0.8 ng/mL 88.6
Mes”nol 08 ng/mL 1005
Noretlilndrone 32 ngrmL 76,9
Nor7Irrdtone acetate 28 ng/mL 90.5
(NDrethistaronw 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 (6(tO pg/mL) were supplemented with potential interferents
at the concentrations listed and tested for estradiol. The percent
recovery is shown below;

Interlereni Conceniraton Interlerent % Recovery
Alidosterone 10jig/mL 1001
5Q-feKlrostan-3p,178-diol 10 ng/mL 98.8
5a-Andfostandione 10 ng/mL 99.6
Androsfenedione 100 ng/mL. 1001
Clomi»>ene ciBate 60 ng/mL 98.8
Ooffieosterone 570 ng/mL 9.1
Cortlsane 500 ng/mL 9.4
Deovycorticosterone acetate 500 ng/mL 969
II-Oeoxycortisd 500 ng/mL 1004
Qexamethasone 12 770 ng/mL 1005
OHEA 120 ng/mL 9.8
DHEAS 8pg/mL 1002
Sp-DHiyerecorflcosterone SOOrtg™L 100.9
OKI {tWiyrlrotestoslerone) 2 ng/mL 100.9
Estetrol 2.0 ng/mL 93.0
170 EsBadiol 0.3 ng/mL 100.7
178-EstradiDI-3-olucuronide 4.8 ng/mL Ne.8
|/p-EsBatliol 17-valefalB 1 ngftnl 100.4
178-Estradiol 17-propionale 1ngihil 100.1
178-Estradiol 3-sullate 50 ng/mL 1051
178-EsBadiol 3-su«alel7- 50 ng/mL. 99.6
gtucuronide
Estrioi i8a-(8-D-glucuronide) 106 ng/mL 101.3
FsWol 3-sirilate 300 ng/mL 979
Rstrld 3-18-0-glucuronide) 106 ng/mL 100.1
Estrone 3-ajttatt 0.4 ng/ml 100.1
Ethynoditri dlacetate 1«ghL 97.7
HydtocofUsone MOng/mL 99.4
160-Hydrcayestrone 1ng/mL 100.2
17adiydro)typregiunolone 480 ng/mL 100.0
17a-HydtofyprQeesterof» 1200 ng/mL 88.9
MedTDi"YDgeslerorre 12.3 ng/mL 9.1
Pregnancione 59 ntyroL. 1062
Progesterone 500ng/mL 100.5
Tammyifen 183 ng/ml 100.9
Testosterone 20ng/mL 9.1

Thisassay shojld NOT be used to e»sess e*diol levels for
petienta wideigolng Fulvestr»it or Mifspristotte treatment. Structural
tfid tunsMKiin analogues of stwold hormones, ktdutSng the estradiol
moieeule. hierathe potentiaf to canm Interferance/cross reactivity
VBt fta ANdty | Estradiol asMy. Samples frwn patients administered
raetSIvhons Mtich inhibit tummjr cal/ proliferation (e.g. CDK 4/6
WOofS) may be subject to interference/cross reactivity with the
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Allnity f EsNddi{" assay, fn addition, drugs which htwferB wkh or
activate production of steroid hormones (e.g. Aromatase InhibitthMY)
may also Interfere or cross react wiNethe Alinity | Estradiol assay. In
suoh cases, an alternate mediod such as chromatography ~touM be
used.

Table C

The ARCHITECT Estradiol assay recovery in the presence of the
following compounds is 100 1 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 for
estradiol. The percent recovery Is shown below;

ConcentnSlon Concentmion
Inlerlennl Estradiol imerlerent % Recovery
Esinxre 750pg/mL 300pg/mL 93.9
Estrone 40000g/mL 1500 pg/mL 92.8
Estrioi 4000pg/mL 1500pg/mL 98.4
Estrkd isopgiTiL 2500 pgmL 921
Interference

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

Potential interference fn the ARCHrTECT Estradiol assay from
hemoglobin, bilirubin, triglycerides, protein, and cholesterol at the
levels indicated below Is s 10%. Interference was evaluated in a
study based on guidance from CLSt protocol EP7-A.™

iRlerlemt Level

PoteniUhf Irrtertering SubtUKC Cenventfonal thilU

Hemoglobin 5007{Y01
Ollirubh 20mg/(IL

Triglyceniles 1000mg/dL
Rotan 4vxn2g/()L
CrrolestetDi 240 mgrat

Method Comparison

A Study was pertormed based on guidance from CLSI EP09-A3 using
the Passir)g-6ablok regression method. ™

Comiation CoAcerdrMlen
Units n  CoettideRt Intercept Slope Rnee
Alsktyl Serum  pg/mL 120 0.99 297 107 12-873
Estreefloivs (pmoVL) (10.69) (44-3202)
ARCHTECT
EstraCkd
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Note for number formatting:

= Aspace is used as thousartds separator (example: 10 000
specimens).

= A period is used to separate the imeger part from the fractional
pari of a number written in decimal form (example: 3.12%).
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| Key to Symbols

1SO 15223 Symbols

Consult instructions tor uso
-

V Sufficient tor

X Temperature limitation

Manufacturer

Use by/Expiration date

[nel In Wrro Diagnostic Medical
Device
Lot Number

[Mf] List Number
Serial number

Other Symbols

NASSAYPtUIBNI Assay Diluent

leotMuoKnl Conjugate

ieOKTALNSI AZIOII Contains Sodium Azide. Contact
with acids lIboratos very toxic
gas.

INISTRIBUTSO m THe USABY1 Distributed In the USA by

1LLBCAVIATHOMBOB USACNLY Information needed for United
States of America only

1INVIRBtONS BBABOVBBBi Inversions Performed

riiiiMKiMinicL? Microparticles

1BitO0UCT CBBUUUIOL Product of Ireland

IN2OMLY] For use by or on the order of a
physician only (appitcable to USA
classification only).

1seeciMEHm nm u | Specimen Diluent

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

Abbott Ireland
Diagnostics Division
LIsfvamu”, Longford
Co. Longford
Ireland
«\/353-43-3331000

CE

lotsnwuTw m TNBtnanj

Abbott Laboratories

Abbott Park. IL 60064 USA

Customer Service: Contact your local representative
or find country-specific contact Information on
www.abbottdi8grw8tlcs.com

Revised May 2019.
©2017, 2019 Abbott Laboratories



ADDENDUM
to lh« Instruction fef Use Adinityi Estredel Reagent Net {tor Russia)

SHIPPING

Recommended shipping condieons for dewoe Is 2-8 in sin”~e-uw themB containws
contaning codent elements, or in reusaUe thermo contains with EUtomabcally
nwyntairied temperature orin auorefrtgeratora using 8terrml Indcstors. Device is stade
until the expiration date indicated on the package Device is no longer sistable Ner use
it shipping terrperatijre limits have been vidsted. Ship in an endosed vehicle of

any kind in accordance with sti“ng nies, applicable to the respocdve earner,

Manufacturer guarantees that device remains slade until the expka6on dale when
stored and harxled as directed. The Tam TuT shelf life of the medical device is B
months from date of menufsduring Device must be discarded if stored wito devietiwis
in manulacturer's reqdrements.

MAINTENANCE

Not required

REPAIRS
Not required.

DESTRUCTION AND DISPOSAL OF AMEDICAL DEVICE

Destrud and d ~ s e of a medied device in acccxdance with the recMrements of
SanPin  2.1.7.2790-10 dated December 12. 2010 -Swiltary-epideiTiologicai
Requremenls for the Management of Medical Waste'

Transirft and dispose of a product and its components ar>d packaging in accordance
with local regUations.

LIST OF APPLICABLE STANDARDS

National Russian standards and normative documentation applied to MD:

GOST R 51352-204, OOST R EN 13812-2010, GOST R ISO 23840-2015, GOST R
18113-1-2015, GOST R ISO 18113-2-2015, GOST R ISO 15223-1-2014, Govermwit
Regiieton Ne1418 <Oi the approvd of the aSes of state registration of medical
devices', OrderottheMirsstryof Health of Russia dated 06/0612012 No 4n, Order of
the Ministry of Hedih of Rusda dated 01/09/2014. No. 2n. Order of toe MInstiy of
Health of the Russian Federation No 11nof January 19, 2017,

No1418

POTENTIAL USER

The Allnity i Estradiol Reagent Kili is Intended to be used in a variety of clinical and
laboratory coneeons, indurSng, without limitation, hosfxtas and iaboratones, wfiose
personnel have been trained in toe use of toe Alinity i arelyzer

INFORMATION ABOUT PRESENCE OF DRUGS IN
COMPOSITION OF MEDICAL DEVICE

Does not contain any drugs

STERILIZATION

Medical deWce is not rerjiired to be steitle.

INFORMATION ABOUT POSSIBILITY OF MULTIPLE

APPLICATION

Me&cal deWce cannot be re-applied

MATERIALS OF ANIMAL ORIGIN

Matenals of ctoimal originare tosted and r1Ne of u*ng MO aro indcatod in SD$ Safety
Data Sheets are available al www.abbottdiagnostics com contact your local
representative.

INDICATIONS

The Alnty | Fs&adiol assay Is a chemIKxnlnescanl mKroparfde Imrriunoassey
(CMIA) used tor toe quantitative deterrmnatton of estradiol in serum and plasma
ontoe Mimty | analyzer

CONTRA-INDICATIONS FOR USE

Not appAcatte.
STORAGE AND USE CONDITION

Storage of Medicei device al a temperature of2 *C to S 'C should be earned outin cold
rooms or In refrigerators providing a regiialed temperature regime with a daily

tsfiperature record. »
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Alinity |

dcTtpagunon PeareHTbl (Alinity i Estradiol Reagent Kit)

Cm. BblAeNeHHble N3MeHeHns. Pegakupys: maii 2019 T.

Heo6X0AMMO TOYHO CeAoBaTb MHCTPYKLUMAM. TTpU OTKNOHEHUN OT
VHCTPYKLUMIA HAeXHOCTb pe3y/bTaToB TecTa He rapaHTUpyeTcs.

I HAUMEHOBAHVIE (CoKpalyeHHOEe)
3cTpaayon PearenTsl (Alinity | Estradiol Reagent Kit)

m HASHAYEHVE

TecT ¢ ucnonb3oBaHnem 3ctpaguon PeareHTsl {Alinity | Estradiol
Reagent Kit) AsBNAeTCA XeMUIIOMHECLIEHTHBIM UMMYHOHa/TN30M

Ha MuKpoyacTvuax (CMtA) fnst KONMYECTBEHHOTO OnpeseneHus
3CTpazmnona B CbIBOPOTKE M Nna3Me KPoBM Ha aHanuzatope Alinity L

I KPATKOE OMNMNCAHVE TECTA

3cTpaAnon =Hanbonee akTUBHbIN HaTypasibHbIA 3CTPOreH YenoBeKa.
Y >KeHLLMH OH perynvpyeT penpoayKTUBHYIO (hyHKLWIO 1 Hapsay

C NporecTepoHOM 06ecrneynBaeT HOPMalbHOE NPOTeKaHne
6epemeHHOCTU. OCHOBHas YacTb 3chagnona CUHTE3NPYeTCs B
ANYHMKaX (y HBOEPEMEHHBIX YEHLLMWH), XOTA SNYKN (Y MyXUWH) U
KOpa HaNo4YeYHNKOB (Y MY>KUMH W XKEHLLWH) TaloKe CUHTE3NPYOT
He60o/bLLOe KOMYecTBO r*MoHoa. Bo BpNgos 6epeme’LLocTu
nnaueHTa CUHTe3npyeT HaubOosbLLYIO YaeTe LMPKYIMPYIOLLEro
acTpaguona.

8 opraHn3me yenoBeka, In Vivo, 3cTpaamon n acTpoH
B3avVMonpeBpaLLaeMbl. B Hopme y HebepeMeHHbIX YKEHLLWH
3CTPAANON, CUHTE3NPYEMBIA B IMUHMKAX, SBMSETCA [aBHBIM
MCTOYHMKOM 3CTPOHA W 3CTpUONa.

MpaKT4eckn BeCb LMPKYMPYIOLLWIA 3CTPaAVON HaXoauTes

B CBA3aHHOM C 6e/lkaMui COCTOAHUN. VI3BECTHbIE KOHCTaHTI
accounaumy acTpagmona ¢ rnobyMHOM, CBA3YHOLLMM NOMoBble
FOPMOHbI, 11 a/lbOYMUHOM B CbIBOPOTKE KPOBY COCTaB/AIOT,
COOTBETCTBEHHO, 6.8 X 10* 1 6 X 10" BcnencTeme AaHHOTO (haktopa
noboii MeToA aHanm3a acthaarona Ha Matepuane CbiIBOPOTKM
KPOBY JO/MKEH BbiTe OCHOBAH Ha MPUHLMNE KOMMYECTBEHHOTO
BbICBODOX/EHWA fjaHHOrO cTepomaa. Konuuectso v gons
CBOGOJHOrO M CBA3AHHOTO C Genkamu acTpaavona 3aBucuT OT nona,
a Y >KEHLLMH >TakkKe OT 6epeMeHHOCTU 1 (hasbl MEHCTPYaNbHOrO
umkna.’

B HOpME Y XKEHLLWH YpOoBeHb 3cthaanona MUHUManeH BO Bpems
MeHCTpyauun 1 B Hauana (onmkynspHoii thassl (25 - 75 pg/mL)
3aTem B KOHLE (hONMKyNAPHONA (hasbl OH HAYMHAET YBENNUYMBATLCS
1 pgocturaeT nuka 200 <600 pg/mL nepes Ha4aloM MacCUBHOTO
Bbl6poca JIM,KOTOPbLIM 0BbIMHO HEMEZ/IEHHO CrieflyeT OBY/ALWMA.
Mocne nuka ypoBHaA /T KOHLEeHhauua acTpaamona HaumHaeT
CHVKaTbCS O CMeAyHOLLEro MOBbILUEHUS BO BPeMS /IIOTENHOBO
tasbl (100 - 300 pg/mL). Eciv 3a4atvisi He NPOM3OLLIO, YPOBEHb
3CTpaAnona NPOLOMKAET CHKATLCA [0 MUHUMYMa, W BCKOpe 3a
3TUM HauMHaeTcs MeHcdyaums,*'® Ecnm npoucxogut 3adatue,
YPOBEHb 3CTPaaMosa NPOAOMKAKOT yBenmumBaTbes, fgocturas 1000
- 5000 pg/mL ao Bpems nepsoro TpumecTpa, 5000 - 15 000 pg/rnL
BO Bpemsi BToporo humecda v 10 000 «40 000 pg/mL BO Bpemst
hBTbErO (WBCTPa.*"* B MeHonay3se ypoBeHb achagnona
OCTaeTCA HU3KUM.™

MOCKOMbKY AMYHWKM BblpabaTbiBaroT HaubosbLLee KONM4ecTBo
3CTpaAnona y 3ArhoBbIX XEHLLMH, ONpeaerneHne KOHLEHTPaLum
3TOr0 ropmMoHa MHOrAa MOX3T CNY>KWUTb MoKasatenem (yHKLn
AVYHMKOB.* KpOMe TOro, MOHUTOPUHT YPOBHEl acTpaayona nrpaet
BaXHYIO po/ib B 06CNeA0BaHNN Npy aMeHopee, NpeXxaespeMeHHOM
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Estradiol
07P50
G76392R06
B7P50R

faF] 07P5020
fiF Q7P503Q

MO/IOBOM Pa3BUTUM, BECTIOANNA Y MYXHIMH 1 XKEHLLMH, a Takke /i
OLIEHKM Kayasia MeHonay3bl. MOHUTOPUHT YPOBHeii acthagnona
ABNAETCA HEOBXOAMMbIM MPX OMMIOAOTBOPEHWM In VItm, TaK Kak
13B/IEYEHNe 0OLUMTOE NPOBOAMTCA B ONpPeAeseHHoM (ase passuTis
thonmkyna, HTO B CBOHO O4epeLLp CBSA3aHO C YPOBHEM 3CTpaavona.

I BUOJIOTMYECKWE MPNHUWNMBI MPOLEAYPbI
[laHHbI TECT SBNAETCA OT/IOKEHHBIM OAHOCTYNEHYaTbIM
MMMYHOaHa/IM30M NS ONpeaeneHns acTpaanona B CbiBOPOTKe
1 nnasme KPoBW Ha OCHOBE TEXHO/OTMN XEMUIOMUHECLIEHTHOrO
MMMyHOaKasin3a Ha Mykpoyactuuax (CMLA).

CMeLLVBatoTCA 1 UHKYOMPYHOTCS 0bpaseLl, napamarHuTHbIe
MUKPOYaCTULbl, CEHCMOUNM3NPOBaHHbIE aHTUTENAMU K 3CTPaauony

(KPONMYLMMY, MOHOK/OHa/TbHBIMM), AUMHOEHT 06pasLa 1 AUIHOEHT
TecTa. 3CTpaamon, NpuCyTCTBYIOLWMIA B 06pasLe, CBA3bIBaeTCS
€ MMKPOYaCTULIAMM, CEHCMOUNN3NPOBAHHBIMK aHTUTeNaMu K
acthaguony. [ins co3aaHns peakLyoHHON cmecn fobasnseTcs
aKpUAVH-MeYeHbIii KOHbIOTaT 3CTpaguona. PeakUoHHas cmech
MHKYOupyeTcs. Mocne LyKna NPOMbIBKA K peakLyoHHON cMecK
[oGaansatoTcs pacTBopbl Npe-thurrepa u gurrepa.

Monyyaemas a pesynbTare XeMUNIOMUHECLIEHTHAA peakums
M3MepsieTCa B OTHOCUTENbHbIX CBETOBLIX eavHuuax (RLU). Mexay
KONM4ecTBOM 3cTpaauona B obpastie 1 RLU. feTeKTpoBaHHbIMN
OMTUKOI CUCTEMBI, CyLLLECTBYET 0bpaTHasi 3aBUCMOCTb.
Moapo6Hy0 MHGOPMAaLMIO O CUCTEME W TEXHONOTUM aHan3a CM. B
PykoBogacTBe no akcnayaTauum Alinity ci*series, Pasgen 3.

| PEAMEHTHI

Cogep)kvmoe Habopa

cta/mdon Pearentol (Alinity i Estradiol Reagent Kit) 07P50
MPUMEYAHVIE; HekoTopble (hacoBKY AOCTYNHbI HE BO BCEX CTPaHax.
O6paTnTech K BaleMy MecTHOMY ANCHUOLIOTOpPY.

MPUMEYAHWE: [aHHbIi NPOAYKT COCTOUT U3 4 KOMMOWEHTOa,
KOTOpble MOCTaB/IAKTCA Kak HNOP peareHToB ¢ AByMS
kaptumkamu. NS BbINONHEHNS TecTa HeOOXoaUMbl 06a
Kaphuaxa.

O6bembl (ML), yKasaHHble B TabnLe Hibke, 0603Ha4aloT 06beM B
oNaom Habope kapthnaKeii.

07P5020 07P5030
KonunuecTBo TecToB
8 ogHom Habope 100 500
KapTpumkel
KonuuecTtBo
Kapupkeii B Habope
KonuuecTBo TecToB a
Habope 200 1000
iMKfIOMRTICLSBI 8.3 mL 33.8 mL
jcoiuucuKrej 6.1 mL 26,5 mL
|IBMAIMA 6.1 mL 26.5 mL
ISRECIMEM MLUENTI 10.4 mL 471 mL
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OTH



07P80a0 07P5030

fWwwwMKTICLit] MukpoyacTuubl, CEHCMOUIN3NPOBaHHbIE
aHTuTeNnaMu K actpagmony (KpomubiMu, MOHOKIOHabHBIMM),
B TRIS/BIS-TRIS-6yBPB C NPOTENHOBLIMM (KPOAMULUMI)
cTabunmsaropamu. MuHMManbHasa KoHUeHTpauyst; 0.0657%
TBEpLoro BelecTsa. KoHcepsaHT: PioClirt.

[coiwwem| gKpuAVH-MeYeHbI i KOHbIOraT 3CTPaAnona e LUTpaTHOM
6ythepe ¢ chakTaHTHbIM CTabunM3aTtopom. MuHUManbHas
KOHUeHTpauus: 63.36 ng/mL. KoncepsaHr ProClin.

imwMLUBHTI CypdakTtaHT B upTpatHom Oytepe. KoHcepBaHT:
ProClin.

|«[»«cB<cm pilLIEMT| TRIS-6ythep ¢ NpOTENHOBLIM (BbI4bMM)
CTabUNM3aTopoM. KOHCEepBaHT: asug, HaTpus.

MpegynpexaeHus 1 Mepbl NPeLOCTOPOXHOCTY
®

e [ina N arHocTukm in Vitro

Mepb! NPefoCTOPOXHOCTH

BHUMAHVIE; [JaHHblii NpoayKT npeanonaraeT paboty ¢
obpasLamu, Nosy4YeHHbIMIU OT Ye/ioBeKa. PEKOMEHLYeTCA cumTaTh
BCE MaTepuasibl, NONYYEHHbIE OT YENOBEKa, NOTEHLMaNbHO
VH(EKLMOHHBIMU 1 06PaLLATLCA C HAMW B COOTBETCTBUAM
co CTaH4apTOM N0 06PALLEHNIO C TEMOKOHTaKTHbIMM
natoreHamy, paspaboTtaHHbiM YnpasneHvem CLUA no oxpaHe
TPyZa ¥ NPOMbILLNeHHON rurveHe (OSHA). Mpu pabote ¢
MaTepuanamu, CofepXalLiyimm Unv NPesnooXUTENbHO
cofiep>KaLMn UHPEKLMIOHHBIE areHTsl, CriefyeT cobioaaTs
npasuna 6uonorMyeckoli 6e3onacHoOCT, YpoBeHb 2. UK apyrue
COOTBETCTBYHOLLME NpaBuia 61onornyeckoli 6esonacHocTn.' ®*

Cnepytorie noesynoexxaeHns 1 Mepbl NpesocTO00XHOCTY

OTH / (0OIUUCUTI [/ [AMAV MWBIfTI

NPEAYNPEXAEHWE  Copep>xuT METUIM30TUA3OMOHDI.

HaL7 MoXeT BbI3bIBaTL a/11epPrmyeckyto
KOXHYIO peakLmio.

MpefoTspaLLeHne

jP281 M36eratb BaOpIxaHUs TymaHa/napos/
a’3po3oreii.

p272 He BbIKOCUTb 3arpsi3HEHHYIO OAEX[Y C
pabouero mecTa.

P280 lMonb30BaTbCA 3aLUTHBIMK NepyaTkamu/
3aLLMTHON OfeXaoii/cpeacTBaMn 3aLLmTbl
rnas.

PeerapomHue

P30r P352 MPW MONALAHNIA HA KOXXY; MpoMbITh
BOnbLLIMM KONMMYECTBEH BOfpI.

P383TP313 [py pa3aparkeHnn KOXW WK NOSBIEHN
cbinu: OBPaTUTLCA K Bpady.

P3Br«PI84 CHATb 3arpsi3HeHHyto odexay v
BbICTUPATL €€ Nepes UCro/b30BaHNEM.

YTBWM3eups

Peun YTUnnsupyiite cofepXX1Moe/KoHTENHEP B

COOTBETCTBUM C CaHUTapHbIMKU HOpMamn

po (CanlMuH 2.1.7.2790-10 ot 09.12.2010).

|upe npeaynpe)|yeHus 1 Mepbl NPEAOCTOPOXKHOCTM
caK puguT]
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NPEAYNMPEXAEHNE

Copepxut
[U3TUNEHTPUAMVHNEHTAYKCYCHYrO
KWUCNOTY W a3ug HaTpus.

H361 MpeAnonoXu1TeNsHO MOXET HaHeCTU
ylep6 n1oA0BUTOCTU WM HEPOXAEHHOMY
pe6eHky.

H316* BbI3blBaeT NIErKOe PasfparkeHNe KOXM.

EUH032 IMpn KOHTaKTe C Kucnotamm obpasyetcs
ablCOKOTOKCUYHBIN ras.

MpepoTBpalleHre

P201 Mepes, NCNo/Mb30BaHKEM NOSYYUTb
crneuvabHble MHCTPYKLUK.

P280 Monb30BaTLCA 3aLMTHBIMU NepyaTKami/
3alLMTHON oAeXaoi/cpeACcTBaMM 3aLLUTbI
rnas.

Peernposanuve

P308BTP313 B C/IYYAE Bo3geiicTBust unu
06€eCcrnoKoeHHOCTU: O6pamKbCa K BpaYy.

P332+P313* lMpwn pa3gpaXkeHnn KOXV Unn NosiBeHN
cbinu: OBPaTUTLCS K BpaYy.

Ytunusaumsa

P501 YTUAM3npyitTe coaepXuMoe/KoHTeliHep B

COOTBETCTBUM C CAHWUTAPHBIMW HOpPMaMK
P® (CanMuH 2.1.7.2790-10 ot 09.12,2010).

< He npuMeHnMO Ha TeppuTopum geiicTeus PernamenTa EC

Na 1272/2008 (CLP) nnu CtaHgapTa ornoBeLleHns 06 onacHOCTH
Ynpasneum CLUA no oxpaHe TpyZa 1 NPOMbBLUMEH»HOI rUreHe
(OSH/4 rM#AT 1910.1200 (HCS) 2012.

MacnopTta 6e30MacHOCTY AOCTYMHbI Ha caiiTe
www.abbottdiagnostiCB.com nnam y MecTHOro npeacrasutens.
Moapo6HyHo MH(OPMaLIMIO O HEOBXOAVMBIX Mepax
npefoCTOPOXHOCTM Npu paboTe C aHaIN3aTopoM CM. B
PykoBogacTse no akcnnyatauum Alinity ci'Serlea Pasgen 8.

O6palleHne ¢ peareHTamm
MPUMEYAHWUE: On3aiiH dnakoHoB koHbtorata Alinity | Estradiol

Conjugate n gunioeHTa Alinity i Estradiol Assay Diluent He
npeAycMaTprBaeT Ha/ume KpbiLLeK.

Mocne nonyyeHUst HAGopa PacroNOXUTe HEBCKPLITYIO KOPOGKY
3e/1eHol NOOCON CBEPXY M akKypaTHO NepeBepHnTe K cede
1 ot cebs (Ho 180 rpagycos) 5 pas3. 3aTeM pacronoxuTe
KOPOGKY 3€/1eHO MOMOCO CHWU3Y U CHOBA NepeBepHUTE
Kk cebe n ot cebs (Ha 180 rpagycos) 5 pa3. B pesynstare
YUAKOCTb ByAeT paBHOMEPHO pacnpeeneHa no BHYTPEHHel
NOBEPXHOCTU ()/1aKOHOB, HAXOAALLMXCA BHYTPW KapTpumka. Mpn
TPaHCMOPTVPOBKe peareHToB M1KPOYaCTYLbl MOYT OCECTb Ha
MeMGpaHy KpbILLKW peareHTa.
MocTaBbTe OTMETKY Ha YMakOBKE peareHTa, O3HauatoLLyto,
HTO oHa 6bina nepeBepHyTa B COOTBETCTBUM C
VHCTPYKUMAMN.
Mocne nepeMeLLMBaHNsA U Nepes, UCroNb30BaHMEM OCTaBbTe
KapTpUK peareHTa Ha 8 4acoB B BEPTUKA/ILHOM MOJOXKEHUN 10
MCYE3HOBEHUS My3bIPbKOB, KOTOPbIE MOI/IM 06pa3oBaTbCs npu
nepeMeLLMBaHNN.
Ecnun KapTpumK peareHTa ONpOoKVHY/CS, NpUBEAWTe ero
B BEPTUKa/IbHOE MOJOXEHVE W OCTaBbTe Ha 1 vac o
ICYE3HOBEHWMS My3bIPbKOB, KOTOpPblE MOT/M 06Pa30BaThCs.
PeareHTbl NoABePKEeHb! (HOPMUPOBAHMIO NEHbI U My3bIPHKOB.
My3bIpbKK B peareHTe MOryT noMeLLaTh onpeieneHnio
YPOBHSA peareHTa B KapTpumKe 1 NPUBECTU K HeA0CTaTOYHOM
acnupawum peareHTa, KOTopasi MOXET 3HAUYUTENbHO BANATL Ha
NpPaBUbHOCTb PE3Y/LTATOB.

Moapo6Hyto MH(opMaLMo 06 0bpaLLeHn C peareHTamm npu
paboTe ¢ aHaM3aTopoM cV. B PyKOBOACTBE MO 3KCnyaTaumum
Alinity ci-serles, Pasgen 7.



XpaHeHWe peareHToB

[JononHiitensHele
Temnepatype MakcuMasibHOe — VHCTPYKLMM 110
XpaHeHus BPEMS XPaHEHUSI XPaHeHo
HeBcKpbIThIli 2 «6'C [0 OKoHYaHMA  XpaHuTe B
KapTpua>K CpOKa roaHOCTV  BEPTUKA/IbHOM
MOMOXKEHUN.
Ecnn kapTpumk
XpaHunca He
BEPTUKa/bHO.
aKKypaTHO
nepesepHuTe
KapTpUmK 10
pa3 1 nepeg,
CMO/b30BaHUEM
ocTaBbTe Ha B uacos
B BEPTVKa/ILHOM
MONOXEHNN.
Ha 6opty Temnepartypa 30 aHeit
B CUCTeMe
BCKpbIThIA 2 - 8'C
KapTpuaK

[10 OKOHuYaHUA
CpOKa roiHoCTu

XpaHute B
BEPTUKa/IbHOM
MO/MOYXKEHNN.

Ecnm kapTpumk
)paHuncsa He
BEPTUKA/bHO,
yTUnm3mnpyiiTe
KapTpUmK.

He ncnonb3yiite
MNOBTOPHO
KPbILLKW peareHTa
M3roTOBUTENA

1K 3aMeHsieMble
KPbILLKU

BBUAY puUcka
KOHTaMuHaLmu

1 BO3MOXHOCTU
HapyLLUeHWiA pabounx
XapaKTepucTuK
peareHTa.

PeareHTbl MOXHO XpaHWTb Kak Ha BOPTy CUCTEMbI, TaK U BHE

ee. llocnie M3BIEYEHUS PEAreHTOB 13 CUCTEMBI XpaHUTeE uxX a
BEPTUK&/THOM MOOXKEHUN C HALETLIMW HOBbLUM 3aMeHAeMbIMU
KpbILLKamn npy Temnepatype 2 - 8'C. PeareHtbl, XpaHaLumecs

BHE CUCTEMbI, PEKOMEHAYETCA XPaHUTb B (habpuyHbIX NOTKaxX W
ynakoBkax s 0becneyeHns BepTUKaIbHOMO MONOXKEHNS.
MoApo6HYH MH(POPMALWIO O BbIPy3Ke PeareHToB 13 CUCTEMbI CM. B
PykoBogcTBe no akcnnyatBiimm Alinity ci-serles, Pasgen 5.

[Mokasarteny nopyu peareHToB

Olmn6Ka KaMBPOBKY UMM BbIXOZ, 3HAYEHVS! KOHTPONA 3a Npeaenbl
[mana3oHa JomnyCTVMbIX 3HAYEHIA MOXET CBUAETENbCTBOBATbL O
nopye peareHToB. PesynbTarbl COOTBETCTBYHOLLMX TECTOB Criex|yeT
cuMTaTh HEBEPHLIMM, 06Pa3Lbl AOMKHbI GbITb NPOTECTPOBAHbI
MOBTOPHO. MOXeT NoTpe6oBaTLCA MOBTOPHas Ka/MOpPOBKa TecTa.
MHdopMaLyto 06 ycTpaHeHn HemcnpaBHOCTel cM. B PykoBoaCTBe
no akcnnyatauun Alinity ci-series. Pasgen 10.

I MPOUEAYPA PABOTbI HA AHANN3ATOPE
PactBop Tpurr”a (AHnity IHgger Solution) MCUKET XpaHUTbCA
Ha 60opTy He Bonee KO AHell Nocne yCTaHOBKW peareHTa npu
nposefeHun Tecta Attnity | Eetradioi. Cuctema asTomaTnyecku
OTC/IeTKMBAET CTabWIbHOCTL PacTBoOpa Tpurrepa Ha 6opTy e
3aMeHsieMOM (pNakoHe 1 e pe3epsyape.

MPUMEYAHWE: Ecnu cpok cTabunbHOCTW Ha 6opTy pacTeopa
Tpurrepa WUCTEK, BbINOHUTE NpoLleaypy "YTuamsauus
cogepsicuHoro pesepsyapos pabounx pacteopos (l-serlea)”, cm.
Pa3gen 10 PykoBoAcTBa Mo sKcnayarat<u.
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Heobxoaumo ycTaHoBuTb (haiin TecTa Alinity | Estradiol nepeg,
npoBeseHneM TecTa Ha aHamzatope Alinity I.

Moyp”Hyto MHhopMaumio 06 ycTaHoBKe haiina TocTa, NpocMoTpe
1 pefaKTUPOBaHNM NapamMeTpoB aHain3a cM. B PykoBoACTBe Mo
akcnnyatauum Alinity cl-series, Pasgen 2.

MHopmaumio o BbiBOZEe Ha neyaTh NapamMeTpoB aHannsa CM. B
PykoBogcTBe no akcnayatauum Alinity cl-series. Pasgen 5.
MogpoGHoe onucaHve npoLesyp paboTbl ¢ CUCTEMON CM. B
PykoBsogcTse no akcnayataumu Minlly ci-serles.

ANbTEpPHATUBHbIE eAUHULIbI U3MEPEHUS pe3y/bTaTta

[ns BbIGOPa anbTePHATVEHON eANHULILI M3MEHUTE NapameTp TecTa
"EAUHULB! U3MepeHus”,

hopmynia nepecyeTa:

(KoHUeHTpauus B CTaHAAPTHBIX eAVHULAX M3MEPEHUS pe3ynbTara)

X (pakTop nepecyeta) I (KOHLEHTpaLWs B a/lbTEPHATMBHbIX
eANHULAX N3MEPEHIS pesyrbTara)

CTaHzapTHble ArbTepHaTUaHble
e[HNL! 3MEPEHMS efVMHNLbI U3MEPEHUSt
pesynbTata ®dakTop nepecyeta pesynbTara
Pfl/mL 3,87 pmol/L

0.00367 nmol/L

| CBOP OBPA3LUA N NMOATOTOBKA K AHANN3Y
Tiinbl 06pa3yoB

lMepeuncneHHble Hke TuMbl 06pa3LIoB GblM BepuUhLMPOBaHbI Ha
NPUrOAHOCTL K UCMONBb30BaHMIO B JAHHOM TecTe.
LOpyrvie Tvnbl 06pasLoB M NPOBUPOK A4S coopa 06pasLoB He Gbin

BEpPU(MLMPOBaHbI Ha MPUroAHOCTL K 1CMO/b30BaHMIO B JaHHOM
TecTe.

Tunbl 06pasLoB
CbIBOPOTKA KPOBY

Mpobupkm ansa coopa 06pasLos
CbIBOPOTKa KpOBU

CblBOpPOTKa KpOBY C
pasfenuTenbHbIM reneM

JInTnii renapuH

Mna3ma Kposw C
pasgenuTentHbIM renem
Kanmesas conb EOTA

Mna3ma Kposu

« Paboune xapaKTepuCTUKN TeCTa He YCTaHOBNEHbI [/ Cly4YaeB
nccneaoBaHnst 06pasLoB TPYMHOM KPOBU UM NHOBbIX XXUAKOCTel
CchraHmama. Kpome CbIBOPOTKM MW Mia3mbl KPOBY YENOBEKA.

= [ina aHanu3aTopa He NpesycMOTPeHa onums Beputnkalmm
TWUNOB MCMO/b3YEMbIX 06Pa3LOB. B 06513aHHOCTM oneparopa
CMCTEMbI BM>AUT NPOBEPKa NPaBUIbHOCTY YKa3aHUs TUMOB
06pasLioB, WCMO/b3YEMbIX € TecTe.

CocTosHve 06pasLoB

« He ucnonb3yiite:
- 06pasLpbl, MHaKTVBMPOBaHHble HarpeBaH1eM
- 006pasubl C IBHO MUKPOGHOI KOHTaMUHaLMeln

= YT106bl NOMY4MTh NMPaBUbHbIE pe3y/bTarsl, 06pasLbl
CbIBOPOTKY W NNa3Mbl KPOBU CNEANT OTAENUTL OT (UbpUHa,
3PUTPOLMTOB 1 APYruX TBepAbIX YacTuLl. O6pasLibl CbIBOPOTKN
KPOBMW MaLIEHTOB, NOJyYaroLLMX aHTUKOArY/ISILMOHHYHO UK
TPOMBONTUYECKYIO Tepanuio, MOryT CoAepXaTb (hMGpVH B
pesynbTaTte He3aKOHYEHHOTO 0GPA30BaHMs CryCTKOB.

= PekomeHAyeTCs 1CMOMb30BaHNe OAHOPA30BbIX MUMNETOK
1 HAKOHEYHUKOB /11 MNNETOK A/1 NPefoTBPaLLEeHNs
NepeKPecTHO KorrramMyHaLmm.

[Mo™oToBKA K aHannsy

= CneplyiiTe MHCTPYKUMAM M3rOTOBUTENS NPOBUPOK Ans coopa
06pasLioB. Mpn noarotoBke 06pasLIOB K TECTUPOBaHWIO
rpaBMTaLMOHHOTO pa3feneHns HefoCTaTO4HO.

= O6pas3Lbl He JOMKHbI COAEPXKaTb My3bIPbKOB BO3AYyXa.
1"NnTe ny3bipbKW anmnaMKaTopoM /10 Hayana TecTUpOBaHS.
Vcnonb3yiiTe HOBbI annamMkaTop A5 Kaxaoro obpasua, 4Tobb
13bexarb NepeKpPecTHO KOHTaMUHaLMK.



[ins non)”BHUS COrNacoBaHHbLIX Pe3bTaTOB PEKOMEH/yeTCs

NPOBOAUTL MOBTOPHOE LIEHTPUYrMpoBaHne 06pasLioB nepes

TECTMPOBaHVeM, ecrivt

= OHW cofiepxar (MOPKUH, SPUTPOLMTLI MAKN fayrne TBepable
4acTuLbl.

MPUMEYAHWE; Ecnn 06pasLpl coaepyxar puopuH, 3puTpoLmTbl

1Nn Apyrvie TBepAble YacTuLbl, NepemeLLaiiTe MX Ha BOPTEKCE Ha

HI3KOI CKOPOCTW MM aKKypaTHO NepeBepHyB Nepes NOBTOPHbIM

LIEHTPUYr1poBaH1em.

MoAroToBbTe 3aMOPOXEHHbIE 06pa3Lbl CneaytoLmm 06pasom:

= lepef nepemMeLlLMBaHNEM 3aMOPOXKEHHbIE 06pa3Libl HEOGXOAMMO
MOJIHOCTbIO Pa3MOPO3UTb.

= TuaTenbHO NepemelLaiiTe pPasMOPOXKeHHbIe 06pasLibl Ha
BOPTEKCE Ha HWU3KOM CKOPOCTU UM aKKypaTHO NepeBepHyB
npoGBUPKM.

= Busyanko nposepbTe 06pasLbl. Ecnv HabnogaeTcs
paccnoeHne uv cTpaTdukauys, nosTopsiiTe NepeMelLBaHne
[I0 Tex rop, Noka 06pa3Libl He CTaHyT BU3yaslbHO OAHCHOAHBIMU.

= HepoctaTouHoe nepemellBaHne 06pasLoB MOXET NPUBECTU K
MOJYYEHUIO HETOUHbIX PE3Y/NLTATOB.

= PekoMeH/yeTcs NPOBOAUTL NOBTOPHOE LIEHTPUYrpoBaHme
06pasLoB.

MoBTOPHOE LieHTpUyrpoBaHe 06pasLos

< [lomecTtute 06pasLbl B LEHTPUDYXHbIE NPOBUPKX 1
LieHTpudyrvpyiiTe.

= [lna TecTMpOBaHWs MOMECTUTE OYMLLEHHDI 0bpa3sel, e
yalieyky s 06pasLoB UK BTOPUUHYIO NPOGUPKY. Ecnn nocne
LieHTPUthYrMpoBaHna B 06pasLie NpuCyTCTBYET NUNUAHBIA CNOW,
nepeHecuTe TO/MbKO OUMLLIEHHbIA 06pasel| 6e3 nMnemMmn4eckoro
martepuana.

XpaHeHue 06pasL 0B

MekexunanbHoe
Bpems CneunanbHble
Tun o6pasua TemnepaTypa XpaHeHus VIHCTPYKLUN
CblBOpOTKa/ 2-8-C 7 pneit Ecnn
nnasma Kposu TecTmpoBaHue
OTK/ablBaeTcs

6onee yem Ha 24
yaca, oTaenuTe
CbIBOPOTKY WK
nnasmy Kpoem

OT CTYCTKOB,
pa3aenuTenbHoro
rens unm
3pUTPOLMTOB

1 XpaHuTe npu
Temneparype
2-8C.

Ecrm TecTupoBaHme OTKNnafpiBaeTca 6onee YeM Ha 7 AHeid, 06pasLibl
CnefyeT 3aMopo3nTb U XpaHUTb Npu Temnepatype -20°C wn
HIDKE.™

V136eraiiTe MHOTOKPaTHbIX LIMK/IIOB 3aMOPO3Ki/PasMOpO3KU.
TpaHcnopTMpoBKa o6pa3c”™B

YnakoBbIBaiiTe 1 MafKvpyiiTe 06pasLibl B COOTBETCTBUN C
rocyAapCTBEHHbIMY, (hefiepabHbIMU 1 MeXIYHaPOAHBIMM

Tpe6oBaHMAMM MO TPAHCMOPTUPOBKE KIMHUYECKUX 06PasLIOoB 1
VHEhEKLIMOHHBIX BELLECTB.

| MPOLIEAYPA

MNpepocTtasngdemble maTepuansl

07P50 3ctpagyon PeareHTbl {Aiinity i Estradiol Reagent Kit)

Heobxopaumble, HO He NpefoCTaBAsAeMble MaTepuabl

« Aiinity i Estradiol chaiin Tecta

= 07P5001 3ctpagmon Kanmbparops! (Aiinity i Estradiol
Calibrators)
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= 07P5010 3ctpaguon KoHTponbHble Matepuabl (Aiinity i Estradiol
Controls) nnn apyrne KOMMepYeckue KOHTPOon

= 07P5040 3cTtpagmon PyuHoii OuntoeHT (Aiinity i Estradiol Manual
Diluent Kit)

« PactBOp Tpurrepa (Aiinity Trigger Solution)

= Pacteop nps-Tpurrepa (Aiinity Pre-Trigger Solution)

« KOHLEHTPUpOBaHHbIi npoMbiBatoLLyii Bytep (Minity i-series
Concentrated Wash Buffer)

WHdopmaumio 0 maTepranax, HeobxoauMbIX ANs paboTsl

aHanu3artopa, cM. B PykoBoaCTBe no akcnayatauum Aiinity ci-serles,

Paspen 1.

MHthopMaumio 0 Matepuanax, HeobXxoauMbIX 415 npoueayp

TEXHUYECKOro 06CNyXMBaHUs, CM, B PyKOBOACTBE MO 3KCnyaTaLmum

Alinity cl-serles. Pasgen 9.

Mpoueaypa aHann3a

PacTtBop Tpurrepa (Wlnity Trigger Solution) Mmo*eT XpaHUTbCA

Ha 6opTy He 6onee 10 AHeli NOC/e yCTaHOBKM peareHTa npu

nposegeHun Tecta Aiinity 1Estradiol. Cuctema aBTomatnyeckun

oTcneTKnBaeT CTabuU/IbHOCTb pacTBopa Tpurrepa Ha 6opTy B

3aMeHseMoOM (h/1akoHe 1 B pe3epByape.

MPUMEYAHWE: Ecnn cpok cTabnnbHOCTU Ha 60pTy pacTBopa

Tpurrepa UCTeK, BbINOMHUTE Npoueaypy "YTuiamaawyis

coAepXcumoro pesepByapoB pabounx pactBopos (1-«erle«]”, cm.

Pa3gen 10 PykoBogcTBa No aKcryarayuu.

Moapo6Hoe onucaHve npoLedypbl NPOBEAEHNA TeCTa CM. B

PykosogcTse no akcnnyartauuu Aiinity ci-serles, Pasgen 5.

= VHthopmaumio 06 obecneyeHnn 4OCTaToMHOro o6bema obpasua
naumeHTa npu Ncnoab30BaHNN NEPBUYHBIX UMW AIMKBOTHBIX
npo6upoK cM, B PykoBoaCcTBe no akcnayataumn Alinity ci-serles,
Pa3pen 4.

« YTOObI MUHUMM3MPOBATL 3thPeKTbl UcnapeHus, nepes
npoBefieHneM TecTa yoeauTech, YTO B yalleuke A/19 06pasLos
NPUCYTCTBYET [OCTATOUHbI 06BbEM 06pasLa.

= MakcvMasbHOe Y/CI0 MOBTOPOB W3 OAHON Yalleyku /s
o6pasua: 9

MpvopuTeTHbIE 06Pa3LbI;
*  Obbem 06pa3ua Anda nposeeHys nepaoro Tecta: 200 pL

- O6bem o6pasua AnAa NPOBefeHnss  Kadkaoro
[IONONHUTENLHOTO TeCTa U3 OAHOM Yallieykmn Ans obpasua:
150 pL
- S3 y4acoB B cHCTeMe ynpaBneHns obpasuamu v
peareHTamu:
= O6bem obpasua ana npoBeseHus nepsoro Tecta: 200 pL
" O6bem o6pasya  And npoBeseHns KaXKoro
[ONONHWTENBHOrO TeCTa 13 OAHOV Yalleyku 4ns obpasua;
150 pL
- >3 y4acoB B cucTeMe ynpas/ieHns obpasuamm n
peareHTamu;

*  TpebyeTca oBexas a/lMkBoTa obpasLia.

= VHhopmMaLmio O NMOAFOTOBKE W UCMO/b30BaHUN KanmbpaTtopos
1 KOHTPO/E CM. B MHCTP/ICLUMM MO MPVYMEHEHMIO K 3CTpaauon
Kannbpatopam (Aiinity | Estradiol Calibrators) n B MHCTp uuu
N0 NPUMEHEHMIO K 3CTPaAnon KOHTPOMbHLIM MaTepuanam
(Aiinity | Estradiol Controls).

= VHhopmaLyo 06 06LLMX OnepaLoHHbIX NpoLeaypax cm. B
PykoBogcTse no akcnnyatauum Aiinity ci-series, Pasgen 5.

« [1n9 JOCTKEHUS ONTUMabHBIX Paboumx XapakTepucTuk
B&)KHO CNefoBath CTaHAAPTHbIM NpoLeaypaM TeXHUYECKOro
06CNy>KMBaHNA B COOTBETCTBUN C PYKOBOACTBOM MO
akcnnyaTaumn Winity ci-series. Pasgen 9. Ecnm npasuna pabotbl
B Ballleil naboparopum TpebytoT 6osee YacToro TEXHUYECKOTo
obcnyxvBaHus, cneayiite NPUMSTON NPaKTUKe.



Mpoueaypbl pa3segeHns 06pasLoB

O6pasLipl o 3HauYeHnem actpaamona 6onee 1000 pg/mL

{3670 pmol/L) nomeuatotcsa kogom "> 1000 pg/mL™ (> 3670 pmol/L)

1 MOTYT 6bITb pa3BefeHbl C 1CMO/Mb30BaHMEM MPOTOKONA

aBTOMAaTUYECKOro pas3BefieHns uan NpoLeaypbl pyyHOro

pasBefeHus.

MpOTOKON aBTOMATUHECKOTO pa3BefeHus

Cuctema pa3BoauT obpasel, B nponopumm 1:5 1 aBToMaTnyeckm

paccunTbiBaeT 3Ha4YEHNE KOHLEHTPALWW, YMHOXaA pesynbTaT Ha

COOTBETCTBYIOLLIA (haKTOp pasBeseHus.

Ecnn nocne npuMeHeHnsi NpOTOKOMa aBTOMAaTUYECKOTO Pa3BeeHns

3HaYeHne KOoHUeHTpaumm obpasua > 5000 pg/mL

(> 18 350 pmol/L), pa3soguTe obpasel, B npornopLy 1:10 1

TeCcTVpyiiTe C MCMO/b30BaHMEM MPOLEAYPbI PYYHOTO Pa3BefeHus.

Mpoueaypa py4HOro passefeHns

PexomeHpgyemoe passefieHve: 1:10

Jlo6asbTe 20 pL o6pasua K 180 pL 3ctpaguon PyyHoro JuntoeHTa

(Alinity i Estradiol Manuel Diluent Kit).

Onepatop [O/MKeH BBECTW (JAKTOP pa3BefieHns B 3KPaHbl

3aKasa nauueHTa unu KoHTpons. Cuctema GyfeT UCnonb3oBaTb

[aHHbIA (hakTop pa3BefoHMs [/ aBTOMATMYECKOro pacyeTa

KOHLEHTpaumu obpasua 1 coobLueHns pesynbTata. PesynbTar [o

NPUMeHeHUs (bakTopa pasBefeHns JO/mKeH cocTasnath > 100 pg/mL

(367 pmoliL).

Ecnun onepatop He BBeN (hakTop pa3sefeHns, Heobxoaumo

YMHOXUTb Pe3yNbTaT Ha COOTBETCTBYHOLLWIA (hakTop pasBefeHus

[0 co0bLLEeHNA pe3ynbTaTa. ECnn KOHUEeHTpaums passefgHHOro

o6pasua MeHble 100 pg/mL (367 pmol/L), He coobuiaiite 3TOT

pesynbTar. MoBTopuTE TECT, MCMONbL3YA NPaBUIbHOE pa3BeseHue.

MogpoGHyto MHEhOPMaLWIo O 3aKase pasBefeHuin cM. B PykoBoAcTBe

no akcnnyatauuu AHnHy ci-series, Pasgen 6.

Kanubposka

MHCTpYKUUM 0 NpoBeaeHnn KannbpoBKu CM. B PyKOBOACTBE HO

akcnnyaTauuu Alinity ci-series, Pasgen 5.

[na oueHKN KanmbpoBKM TecTa HeoGXOAYIMO NPOTECTUPOBATL BCe

KOHTPO/N.

locne NPUHATUSA 1 COXPaHEHWSA Pe3yrbTaToB KaMOPOBKY TecTa Bce

nocnegytoLye obpasLbl MOXHO TECTMPOBaTb 6e3 NpeaBapuUTeNbHO

Ka/mMBPOBKY, KPOMeE TeX CMyyaeB, Korga:

= llcnonb3yeTtca Habop peareHToB C HOBbIM HOMEPOM CepuM.

= Pe3ynbTaTbl eXeaHeBHOV NpoLiesypbl KOHTPONSA KayecTsa
HaxoAATCs BHE CTATUCTUYECKN OBOCHOBAHHOTO Ayana3oHa
KOHTPO/S KauecTsa, UCNob3yeMoro f/11 MOHUTOPWHIa 1
KOHTPONA paboumnx XapakTepucTuK CUCTEMBI, Kak yKa3aHo B
pasgene MNpoueaypbl KOHTPONA KauecTBa' AaHHOV MHCTPYKLMK
N0 NPUMEHEHUIO K peareHTy.
- Ecnwn ctatuctnyecku o60CHOBaHHBIN AyMana3oH 3Ha4eHwi

KOHTPONS HEZJOCTYMNEH, TO NEPVOA MEXIY KaiMbpoBKamn He
[omKeH npe.bilaTh 30 AHel.

MoxeT noTpeboBaTbCA NOBTOPHas Ka/MBPOBKa TecTa nocne

npoLeaypbl TEXHNYECKOTO 0BCYXMBaHNS OCHOBHbIX YacTeit

CUCTEMbI WWN e KOMMOHEHTOB VW NOC/E NPOBELEHNS CEPBUCHBIX

npoueayp.

[poueaypbl KOHTPO/IA KayecTsa

PekomMeHayeMble Tpe6oBaHUsI NO KOHTPOAO KavecTsa Tecta Alinity i

Estradiol 3aKkntouatoTcs B TECTUPOBAHWM MO OAHOMY KOHTPOJIHO BCEX

YPOBHeli Kaxkable 24 yaca, TO eCTb KadKble CyTKU aKcnyaTaLuy.

JlononHUTeNbHbIE KOHTPO/M CNeayeT TeCTUPOBATb B COOTBETCTBUM

C MECTHBIMW, TOCYZapCTBEHHbIMW M/ (efepasibHbIMU 3aKOHaMK

VNN aKKPeAUTaUMOHHBIMI TPeGOBaHVSMM 1 MOMMTUKOI KOHTPONA

KayecTBa Balleil naboparopum.

[ns nonyyeHns CTaTCTUYecKn 06OCHOBAHHOTO Ayana3oHa

KOHTPONA Kaxkaas naboparopus [OMKHa yCTaHaBMBaTb

COGCTBEHHbIE LieNeBble 3HaYEHU KOHLIEHTPaLWiA 1 AnanasoH

KOHLEHTpaLWii 419 HOBbIX CEPUIA KOHTPOMBIA Ha KaXKAOM KIIMHUYECKN

3Ha4MMOM YPOBHe KOHLieHTpauun. B xone nccnegoBaHus
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NPOBOANTCS He MeHee 20 MOBTELOB Ha NPOTSKEHUN HECKOMBbKUX

(3 - 5) AHeli ¢ panbHeliWMM onpeAeneHneM OXVAaeMOro cpeHero

(ueneBoro) 3HayeHust 1 BaprabenbHOCTW CPEAHUX 3HAYEHUIA

(avana3oHa) H nabopaTopun Ha OCHOBE MOJyYEeHHbIX Pe3yNbTaToB.

Yrobbl NONYuMTh penpeseHTaT!BHbIe faHHble 419 AasbHelLei

paboTbl CUCTEMbI, B JaHHOE MCCNef0BaHNe HeOOXOAMMO BK/HOUUTL

BO3MOXHbIE MPUYNHBI BapuabensHOCTH:

= HeckombKO COXpaHeHHbIX KaibpoBOK

= Pa3Hble cepun peareHToB

= Pa3sHble cepumn kambpaTtopos

< Pa3Hble aHaMTUYeCKe MOofyNnn (ECAN NPUMEHWUMO)

= Pe3ynbTaTbl, NONy4YaeMble B pasHOe Bpems CyTOK

WHhopmaLuyio nnv obLume pekoMeHaaLmn no KOHTPONO KadecTsa

CM. a Ony6/IMKOBaHHbIX PyKOBOACTBAX, Hanp., B AOKymeHTe C24-A3

WVHCTUTYTa KNMHUYECKUX 1 nabopaTopHbix cTaHaapTos (CLSI) nam B

[pyrvx onyonKoBaHHbIX pyKoBoacTBax™

« Ecnu npoueaypsl Ballein nabopatopuv TpebytoT 6onee YacToro
MOHVTOPUHIa KOHTPO/S Ka4ecTBa, CneayiiTe NPUHATON NpaKTuke.

= Ecnm pesynbTathl KOHTPO/A Ka4yecTBa He COOTBETCTBYHOT
MPUHATBLIM KPUTEPUAIM, YCTaHOBNEHHBIM BalLieli nabopaTopueil,
3HAYEHNA pesy/bTaToB TECTUPOBaHWS 06Pa3LIOB OT NauneHToe
MOTYT 6bITb COMHUTENBHBIMU. CneayiiTe NPUHATLIM Balleit
naboparopyveil NpoLeaypam KOHTPOnA kavecTBa. MoxeT
noTpeboBaTsCA NOBTOpHasi Kasmbposka. Hopmauyio
06 ycTpaHeHu HencnpaBHOCTEN cM. a PykoBoacTBe no
akcnnyataumm Alinity ci-series. Pasgen 10.

< T[locne 3arpy3ku B CUCTEMY HOBOW CEPUW peareHTa unm
KambpaTopa npoBepbTe pe3yNbTaTbl KOHTPONS KayecTsa U1
KpUTEPUA NPUEMNIEMOCTH.

Mcnonb3oBaHue KOMMepUYeCKX KOHTPOSEN [OMKHO NMPOBOAUTLCS B

COOTBETCTBUM C PYKOBOACTBaMM W PEKOMEHJALMSAMI U3rOTOBUTENS

KOHTPONSA. [lnanasoHbl 3Ha4YeHWIA KOHLEHTPpaLWIA, yKa3aHHble a

VHCTPYKLWW NO NPUMEHEHWIO K KOHTPO/O, HOCAT UCKMIOYUTENBHO

peKoMeHAaTeNbHbIA XapakTep.

IMpy 1cnonb30BaHUM FOBOTO KOHTPO/LHOTO MaTepuasia aboparopus

[O/mKHa Y6eauTbCSA, YTO MATPUKC KOHTPO/IBHOrO Matepuana

NpUrofieH 19 1CNo/b30BaHUsA B TeCTe B COOTBETCTBUAM C

VHCTPYKUWel N0 NPUMEHEHWIO K TECTY.

PekomeHgauumn no npouesype KOHTPO/S KavyecTsa

PekomeHfaLmmn no npoue/ paM KOHTPONA kadecTBa nabopatopum

cm. B "Basic OC Practices’, James O Westgard, Ph.D.’®

MoaTBep/UeHNe 3asBNEeHHbIX XapaKTepuCTUK Tecta

[POTOKObI ANA NOATBEPXLLIEHNS 3aABNEHHbIX B MHCTPYKLMM

Mo NPUMEHEHUNIO XapaKTepUCTVK TecTa cM. e PykoBoacTee

no akcnnyatauuu Alinity ci-series, Pasgen 'TloaTeepxaeHve

3asB/IeHHbIX XapaKTepUCTUK TecTa'.

| PE3YNLTATHI

PacueTt
TecT Minity i Estradiol ncnonb3yet yeTbipexnapameTpuyeckuii
NOTUCTUYECKMIA METOZ, annpoKcUMaLmmn Kpneoii (4PLC,
Y-B3BBLLEHHBS Kp1Bast) /11 NOMyYEHNS Ka/IMGPOBOYHON KPUBOWA 1
pesynbTartos.
WHhopmaLmio 06 anbTepHaTUBHBIX eJOHULAX N3MepeHns
pe3ynbTatos Tecta cM. B pasgene NMPOAENYPA PABOTHI

HA AHAJTM3ATOPE, 'AnbTepHaT/BHbIE eAVHNLBI U3MEPEHNS
pe3ynbTaToB" AaHHOW MHCTPYKLMW N0 NPUMEHEHNIO.

thnarun

Pe3ynbTaTbl HEKOTOPbIX TECTOB MOTYT COMPOBOMXAATLCS
nHhopmaLmeii B none “®narn”'. Onucanune naros, KOTOpble MOryT
NOSBNATLCA B 3TOM Mofie, OM. B PyKOBOZCTae No aKcnayartaumm
Alinity ci-series. Pa3gen 5.

WHTepBan namepeHus

VHTepBan 13MepeHnst onpeaenseTca Kak AnanasoH 3HaueHuii B
pg/mL (pmol/L), KOTOpbI/i COOTBETCTBYET rpaHULLAM MpPUeMIEMbIX
pabounx XapaKTepUCTUK f/151 IMHEAHOCTY, BOCMPOMU3BOAVMMOCTY U
OTK/TOHEHVs1.



WHTepBan n3mepenus Tecta Allnity | Estradiol coctasnsiet 24 «
1000 pg/mL (88 - 3870 pmot/L).

| OrPAHVNYEHUS MPOLIEAYPbI

= PesynbTaThl TecTa creflyeT MHTEPNPETMPOBATb € COBOKYMHOCTY
C LBYMIMW A@HHBIMM, Hanp., CUMMTOMaMK, pesynbTallMi Apyrix
TECTOB W KMHNYECKUMI MPOSIBAEHNSMN.

= Ecnu pesynbTaThl TeCTa Ha 3CTPaJNon He COOTBETCTBYHOT
K/IMHNYECKOVi KapTUHE, PeKOMeHyeTCs NpoBOAUTL
[IONO/HMTENbHOE TECTPOBaHWE /19 NOATBEPXKAEHNS
pesynbTaros.

= leTepodmibHble aHTUTeNa CbIBCHIOTKW KPOBY YesoBeKa MoryT
BCTYNaTb B PeakLmio ¢ MIMMYHOTOGY/IMHaMK peareHTa, 1cKaxas
pe3ynbTaThl UMMYyHOaHaMaa In VHro. MaumeHTbl, HaxoAsLLpecs
B NPVBbIYHOM KOHTAKTE C XWBOTHBIMM B0 C NPOAyKTamm,
MONYYEHHbIMW U3 CbIBOPOTKY KPOBY XXMBOTHbIX, B GObLUEl
CTeneHun nogsepxeHbl Nofo6HOI MHTeptheperLmn. PesynbTarsl
TECTMPOBaHUA NOAOGHbIX 06Pa3LOB MOrYT AEMOHCTPUPOBATL
aHOMa/TbHble 3HaueHus. [l NOCTaHOBKM OnlarHo3a MOXBT
noTpe6oBaTbCA AONONHUTENBbHAA MHGhopMaLms.'™~

I OKUAAEMbIE 3HAUEHWA
[laHHOoe uccnenoBaHne NpoBoawnock Ha cucteme ARCHFTECT |
System.

B faHHOM pa3fene npeacTaB/eHbl AaHHble N0 Perpe3eHTaT!BHbIM
pabounMM xapakTepucTkam. PesynbTarhl, NOMyYeHHble B OTAEbHbIX
nabopaTopusiX, MOTYT OT/IMYaTLCA OT NPUBEAEHHBIX AaHHbIX.

Kakaoii nabopatopuit peKoMeHayeTcs ycTaHaBMBaTb COOGCTBEHHbIN
pethepeHcHbIi Anana3oH, OCHOBaHHbIV Ha cneumduke pervoHa u
XapaKTepuCcTUKax Nomny aLmm.

Oxmaaemble AnanasoHbl KOHLEeHTpauuii pasa Tecta ARCHITECT
Estradiol 66111 nofyyeHbl B pesyrbTare MccnefoBaHns 06pasLos,
B3ATLIX Y 101 MY>KYMHbI MY 72 XKEHLLUMH B NOCTMEHOMNay3e 1 ¢
HOPM&/TbHBIM MEHCTPYa/IbHBIM LMKIOM. /19 NOSy4eHmnst nanasoHoB

KOHLEHTPaUMit A5 XKEHLLWH C HOPMa/TbHbIM MEHCTPYa/TbHbIM
LIMKNOM 06pasLibl 6panvch y 36 >KEHLLMH Ha NPOTSXEHUN BCEro
LMKna, Takum 06pa3oM 6bi1o B3ATO 966 06pasuoB. Pasnnuns B
NPOLOMKMTENBHOCTY LIMK/IOB OblIN BblpaBHEHbI MO AHIO 0. Kak [HI0
MaKcUMasbHOro n1Ka cekpeLuwn M (Takke AHI0 NUKa cekpeLum
®CI v [HI0 NUKa CeKpeLyn acTpaauona Unm Ha AeHb No3xe),
[nsa onpefeneHns pedepeHCHbIX nana3oHoB KOHLEHTpaumii B
3aBMCUMOCTH OT CreLnMUKN LMKIos obpasLibl 6bin nofoasaeneHsl
Ha (hONMKyNApHYyHO diasy, cepeayHy MeHCTPYasibHOTO LyKna n
NIOTENHOBYIO (hasy. PonnmnkynspHas hasa bblna onpegeneHa Kak
nepvog, ot 15 go 2 aHeii (ot -15 Ao -2) £O nepuoga nuka cekpeLun
roHafoTpONMHa B CepeLyHB Luykna (aHu ot -1 go +1). JlioTenHoBast
(hasa Gblna onpeseneHa kak nepuog ot *2 Ao -5 gHei."™

Bce uynK/bl, NCNONb30BaHHbIE A1 YCTaHOBNEHUS pethiepeHCHbIX
[1anas3oHoB, ObiNK OBYNSTOPMbIE.

Pe3ynbTatbl NpesCcTaBeHbl B Tabnue Hke.

3HauTB1 HXUMITPALAH
XTHOALLIL
Lip/paribHbih 954-
Meovava paannoH
ThHIYILLKA Koo tPSANU (B/mL)
JKeTLLpIbI C HOPMaVTbHLIM MEHCTPYa lbHbM
LYKIOM:
chormk pHas desa 365 54 21-251
®daza cepeyHblipkKna 106 19% 38 - 649
ThorevHosas desa. 466 [¢¢] 21 +312
JKeHLLyHbI 8 nocTveHoray3e Hasa I T 50 <10 <10-28
JKeHLLyHb1 SnocTveHornayse Ha 31+ 2 28 <10'144
My>KUMHB 101 23 1n-44

3IT - 3amecTuTeNbHAsA rOPMOHa/IbHAA Tepanus
* [ins n>22 UeHTpaibHblA 95%-i AnanasoH Takol »e. Kak AnanasoH
OT MUHUMYMa [I0 MaKCMyMa.

Mpocunb Tecta ARCHITECT Estradiol BO Bpemsi HOPManbHOrO MEHCTPYa/IbHOMO LivKna

1 JleHb Lpkna MewaHa
/ 3HaueHe KOHLIEHTpaLmn 5%
scipajm”a (ps/ml)
954
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I CNELUNPUNYECKME PABOUNE
XAPAKTEPUCTUKIN

B [jaHHOM pasfesne npescTaB/ieHbl AaHHbIE MO PEnpPe3eHTaTUBHLIM
pabounmM xapakTepucTukam. Pe3ynbTaTbl, NO/yYeHHble e OTAeNbHbIX
na6opaTopusix, MOryT OT/IMHATLCSA OT MPUBEAEHHbIX JaHHbIX.

Ha aHanmnsatope Allnity i n cucteme ARCHITECT i System
MCMOMb3YHOTCS OfHW N T€ XEe peareHTbl U COOTHOLLeHUs1 06pasLa/
peareHTa,

Ecnn He ykasaHO WHOe, BCe UCCe0BaHVsi IPOBOANINCH Ha
aHanmsaTope Alinity L

Bocnpon3eBogumMoCTb

BocnpounssoanMocTb BHYTpU faboparopui

BbU10 NpoBefieHo vccriejoBaHNe B COOTBETCTBUN C
pekomeHpaumammn gokymeHta CLSI EP05-A2."* iccnegoBaHne
npoBOAW/IOCH C UCMO/Ib30BaHnem 1 cepuun 3cTpaguon PeareHToB
(Alinity i Estradiol Reagent Kit), 1 cepuun 3ctpagnon Kanvépatopos
(Minify | Estradiol Calibrators) n 1 cepuun 3cTpagnon KoHTPosibHbIX
marepuanos (Alinity i Estradiol Controls} Ha 1 aHanusaTope. Tpu
KOHTPO/S GbUI NPOTECTMPOBaHbI HE MeHee YeM B 2 MOoBTOopax 2
pasa BJeHb B TedeHue 20 gHeld.

(MMTOpMKMOab)

06ps3«t 0 (NM-) cKo %B a0 %KB
HBKwii 120 49 3b 7t 36 77
HKTPOb

[e5:=7777] 120 188 45 24 49 26
KOHTPO'b

Boooi 120 587 128 22 152 26
KOHTPOb

* BritovaeT BapuabenibHOCTb BHYTPU CEPUN, MEXAY CepusiMu 1
MexXAy AHAMM.

Brymu cepr Brymon
K- (msTopMHoetb) (06Lm]
06013y, ] (pmotfi) ao %®B ao %8B
HmBwi 120 180 130 72 139 77
KOHTPO'b
QAo 120 888 164 24 179 26
KOHTPO'b
BoookAi 120 2156 471 22 559 26
KOHTPO'b

m BrtoyaeT BaprabenbHOCTL BHYTPU Cepyun, Mexay CepusmMmn n
Mexay OHAMU.

HwXHue rpaHnubl n3mepeHus

BbU10 NPOBEAEHO UCC/ef0BaHNE HA OCHOBE pekomeHzaumi CLSI
EP17-A2.” iccnepoBaHne NpoBOAWIIOCh C UCMO/b30BaHMEM 3
cepuii 3ctpagmon PeareHToB (Alinity i Estradioi Reagent Kit] Ha 2
aHanM3aTopax B TeveHve He MeHee O gHell. Hambonee Bbicokue
3HadveHus npegena 6naHka (MB), npegena obHapyxeHus (MO) n
npegena konuuectseHHoro onpegenernns (MKO) npuseaeHbl HMXKe.

pam PMWN
re* 13 48
m 20 3
Ko 24 es

* B OnpeaeneH Kak 95-i NPOLEHTUNL MO pe3ynbTatam
1cecnefoBaHya 06pasLoB C Hy/IEBOW KOHLEHTpaumveli aHanmT3 B
n2 60 nosropax.

” MO onp|AenBH Kak caMas H13Kas KOHLEHTpauus, Npu KoTopoii
aHaNUT «HXeT ObITb BbIABNEH C 954-11 BEPOATHOCTLIO MO
pesynbTaTam MccnegoBaHus 06pasLoB C HA3KUMUW YPOBHSIMU
KOHLEeHTpauun aHasimta B nn a 80 rroetopax.

* MKO onpefeneH Kak camasi HU3Kast KOHLeHTpauus ¢
MaKCUMa/ibHbIM 3HayeHneMm BocnpoussoaumocTn 20% KB no
pesynbTataMm uccriefioBaHNA 06pasLoB C HU3KUMMW YPOBHSMU
KOHLIeHTpauMmn aHanMTa BN r 60 nosTopax.
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TNuHeliHocTb

Bbuio npoBeaeHo nccrieqoBaHne B COOTBETCTBUM C
pekomeHgaumamm aokymeHta CL51 EPO6-AN

JINHEHOCTb JaHHOTO TECTa COXPaHSAETCA B UHTepBasie M3MEPEHUs
24 - 1000 pg/mL (68 - 3870 pmol/L).

AHanuTnyeckas CI'IELLVIL'pVI'-IHOCTb

JaHHoe vccnegoBaHne npoBoaunock Ha cucteme ARCHITECT i
System.

CneumdpmyuHocTb Tecta ARCHITECT Estradiol 6bu1a onpegeneHa
nccnefoBaHMeM NMPUBEAEHHBIX HIDKE BELLECTB Kak Mpu Hanmumu,
TaK U Npyu OTCYTCTBMM 3CTPaAMoa B COOTBETCTBMN C MPOTOKO/IOM
EP7-A CLSI.22

Tabnuua AN

BbU10 NpoBeAeHO UCcnefoBaHMe, a XoAe KOTOPOro K CUHTETUYECKUM
ob6pasuam, He cogepxalym onpeaensieMoi KoOHLeHTpauun
acTpaguona, Ao6aBnsaNM BelecTsa C NOTEHLMaIbHON Kpocc-
PeakTUBHOCTbLIO B YKa3aHHbIX HUDKEe KOHLIEHTPauusiX, a 3atem
TEeCTUPOBaIN 3TN 06pasLibl Ha 3CTpaamor. MNPoLEeHT Kpocc-
PENKTUBHOCTU MPUBEAEH HUXE;

KOHLIE TP!LIKA Kpooc-
Kpocc-pearut pemTwn % KPOCB-PBXIIMBOCTB
179-acTpayan Hyrsdar SOnoTimd 0.1%
Qoo 1SOOpgnL 0.7%

Kpocc-peakTMBHOCTbL He Gbula onpefesieHa A/isi creayowmx
BeLeCTB MPU yKasaHHbIX HWXe KOHLIEHTpaLmsaX:

Kpvee-pBLUrTaKT Knwsurpaum (pecc-pend|
AFBIPCTOOOH 10uy(yTl
So~ApocTait-38.176-01in 10n(YTL
5a-aHOpOCTL IWIoH 1on(rrl
AHpOCK YN 100rkyrril
KrowdteHa Lympar 60n|yT
KopnarepoH 570 g
KopveoH 500ncorl
VeoKo/KOpTVKOCT3pOHA aLrar 500rtg7niL
V- ppokovkopTVec S0OgmL
[avcavBrasoH 12770n('mlL
DHEA 120 ng/mi
OHEAS 8 palin
56-rVIVaOKOPTUVKTaOH 500n(ymL
DHT (gymvpporacTocTenoH) 1(TL
3@V 06no7ml
SEIVHA O HE 5 gl
Screrpan 2 4nfymL
170 3cTpeotan 0.3n(ymL
178 aCTpaVart3-mHayprkan 4Srxyml
176-aclpgyion 17-sarppar I ng/ml
176-scTpgyn 17-rporvoHar 1nghl
178-scTpamyan SosdET 17-rHaypouy SOty
v 2500 ptyrm
2Tpron 150-(M)-FkkypoHM]) 106nymL
3CTpVIon 3qyrsgeT 300ri|~L
TN 3{8-0-rKypoHAT) 106 ngimL
SCTPoH 3cysbear 0.40(ymL
SvHoyore yevetar lijgmL
SVHABECTRIVON 0.4 ngmi
Impokopv/BoH 500ng/ml
16a-40POKCVBCTPOH 1 ngAiL
17a-apoKVINperHaHarnoH 480 ng/mL
170-rapoKCIpOracTepoH 1200 nymlL
MEI0OKCHTPORECTEOH 1?23ngL
MecTpaHon 04 ngml
Hopem/HIoH 16 gl
HrdeHopoHa aLeTar (HopeTVcTapoHa. 14 ng/mi
apran)

Ipertee0oH 59 ng/mL



K"oce-pMTHT Ksuyunpaum lpocc-{MwWHTL

IMporecTEpoH SOOHITIL
TamokencheH 183ii(jftnL
TectocTEBOH Z]M

[JaHHbiin TecT Ne cneoyBT 1CMoNb30BaTh A4S OnpeaeneHns

YPOBHA aeTpajvona y naLueHTos, NPOXOAALLMX fleHeHe C
1Cronb3oBLUVeM PynBecTpaHTa Ui MudenpuctoHa. CTPYKTYpHble
1 (hyMLMOHare>Hble aHa/Iorn CTepouaHbIX ropLUHOB, B TOM YiC/e
bIO/fIEKYMa 3CTPaAMOoNa, MOryT EMOHCTPMPOBATL UHTEpdepeHLmto/
Kpocc-peakTuBHOCTL € TecTom Allntty t Estradiot. O6pasLibl,
MO/yYeHHbIe OT MALWEHTOB, NPUHUMABLLIMX IEKaPCTBEHHbIE
npenaparbl, KOTOPble VHMTOMPYIOT YBENNYeHNe KOSMYecTBa
OMyX0/ieBbIX KNETOK (Hanpumep, MHIMBUTOPbI LKNH-3aBUCUMbIX
KvHa3 (COK) 76} moryT 6bITb NogaepKeHbl MHTepdepeHLm/
Kpocc-peakruaHocTy ¢ Tectom Alini” | Eetmdloj. Kpome Toro,
NeKapcTBeXble Mpenaparbl, KOTopble UHTEP(EPUPYIOT CO
CTEPOUAHBLIMW TOPMOHAMI U/ aKTVIBYPYIOT VX BbIP™OTKY
(Hanpvivep™ MHMMBUTOPbI apoMaTasbl) MOTYT TatoKe UHTepPepUpPOBaTL
W NepeKkpecTHO pearvposath ¢ TecTom Allntty | Estradiol. B Takux
Cyyasix He06X0AMMO WCTO/NbL30BATL albTEPHATHBHBIE METOb!
M3MepeHus, HanproMp, Xpomartorpacguio.

Tabnuua

Bbixog Tecta ARCHITECT Eslradiol B npucyTCcTBUM Crieayrowmx
BellecTe Npy yKasaHHbIX HUXE KOHLEHTpaLWsX cocTaBus

100 +404:

BbU10 NpoBeAeHO UccriefoBaHne, B XOAe KOTOPOro K CUSTTCTUYECKM
obpasuam, cogepxalmm actpagmon (600 pg/mL) aobasnsm
NoTeHUMaIbHO UHTEPdEepUpPYIOLLME BeLLLeCTBa B yKasaHHbIX HUXe
KOHLIEHTPaUMsIX, a 3aTemM 1ccefoBasin 3T 06pasLbl Ha 3CTPaanor.
MPOLEHT BbIXoAa yKasaH Hue:

Virepdpepevt KoojerTpatys %BoMOMR
evmapdep—Ta

aarm 12reM 984
@B oHdEr 1DnalmL 926
OrrecTogyon 08 ngimL 836
MECTPEHO 0.8 nchrl 1005
HopsHopoH 32 ndorl 76.9
HeesTvHapoHA aletar 28 nflim NS
(kopsTVICTapOVE LETaT)

Bbixog Tecta APCHIMECT Eeiradlol B npucyTCTBUM CneayoLmx
BeLLECTB MPU YKa3aHHbIX HUXE KOHLEEHTPaLMAX cocTaBus
1(t0+10%;

BbUi0 NPOBBAETIO UCC/IeA0BaHNE, B XOAe KOTOPOro K CUHTETUYECKUM
o6pasuam, cogepxawum actpaamon (600 pg/mL) gobasnanm
NOTeHLMa/IbHO MHTepPheprpytoLLMe BeLecTBa B YKa3aHHbIX HUXe
KOHLIEHTpaLAX, a 3aTeM 1CCeoBa/n 3Ty 06pasLbl Ha 3CTpaamnor.
MPOLIEHT BbIXOAA YKa3aH Hibke:

VHTepdaLpIT KoHveeHTpaLyst % BbXOIA
/rpdepanTa

JhpopaepcH 10 piL 1001
Sa-asiapoaat3(1,170-cx1 10l 98.6
5B-3HIPOCTeHIVIOH 10irgniL 06
AnayaeHaoyoH 100 ng/ml 1001
KnowrdsHa Lympar BONngmL 9.3
Kopnaoar6po 570 gl %1
HOINEOM 500n~L %.4
VeOKOVKOPTVKOCTCPOVR 500n(ymL 989
agrar *

Wpaoketoptvizon ~ OOyl 1004
Qaxcavarasov 12 770g/mi 1005
DHEA 120yl 99.8
OHEAS Bp(OnL 1002
SpAVIALIVCCTERH 500 gL 1009
DHT (aAvppoTecTocapov) 2og/mL. 1009
rapon 2.0ngm_ 930
17asaByan 03ngim_ 1007
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VHrp»ch8pBAT KoHuavmTpauas %1 bll)ma
myrapchepasita
178-acTpagman-3- 4.8rymL 9\BB
TTIOKYPOHWA,
179-actpagvon 17-Banepar 1ng/mL 1004
179-3ctpaguon 1 ngMiL 100.1
17-nponvoHar
179-acTpaovicn 3-1ponmoH8T 50 ng/mL 105.1
179-acTpa2u(cn 3H: bchar 50 ng/mL 99.6
17-rnoK oHng,
Sctpvon 160-(9-0- 108 ng/mL 1013
[JHOKyPOHWL)
3ctpuon 3-cynbiar 300 ng/mL 979
Sctpuon 3-{M7- 106 ng/mL 1001
TTI0KYPOKUA)
ScTpom 3-cynchar 0.4 ng/mL 1001
nwioayiona aviavier 1 pg/mL 97.7
apOKOPTU30H 500 ng/mL 99.4
160-rMatoKCU3CTPOH 1n("L 100.2
17a-nupkcnpenlaHonoH 480r"mL 100.0
17a-TnapOKCUNPCTBCTaPOH 1200 ng/mL 98.9
MedhokcvnporacTtepoH 1271 ng/mL 99.1
IMperaaHosioH 59ntfria. 100.?
TMporecTepoH 500 ng/mL 1005
TamokendpeH 183 ng/ml 1009
TecTOCTMW 2DrxymL %81

JanHbiin Tect HE oneflyeT 1cnonb3oBaTh ANs ONpeseneHns

YPOBHSA 3CTPafMona y naumeHToB, NPOXOAALLIMX NIeHeHMe O
MCNoNb30BaHWeM (1>yraectpaxra nnm MudenpuctoHa. CTpyKTypHble
1 (DyHKLMOHa/IbHbIE aHaI0r1 CTEPOVAHBIX FOPMOHOB, B TOM YMC/e
MOJIeKy/1a 3CTPagMona, MoryT fEMOHCTPUPOBATL UHTeP(epeHLIO/
Kpoce-peakTvBHOOTb 0 TecToM Allntty | EstradloL. O6pasLypl,
MO/TyYeHHbIe OT MaLMEHTOB, NMPUHYMABLLIMX JIEKapCTBEHHbIE
npenaparbl, KOTOpPbIe VHMMOMPYHOT YBE/MYEHNE KONMYECTBA
OMyM/EBbIX KETOK (TMPUMEP, UHTUOUTOPbI LIMK/MH-3aBUCUMbIX
¥>KT3 (CDIQ 4/B) MoryT 6bITb MOABEPKELL MHTEpdepeHLn/
|pooe-pBakTBHOCTM € TeoTw Axiity | lelradloi, 1dowms Toro,
NexapcTBBTbIE NPenapaTbl, KOTOpble UHTEPEPUPYHOT CO
CT"30MHBLIMV FOPMOHaMM WK aKTUBMPYIOT VX BbIpaboTKy
(Hanpymep, MHIMBUTOPLI apoMaTasbl) MOMyYT TakMLL UHTEP(EPUPOBATL
nnn nepekpecTro pearmposatb 0 Tectom Allnity | Estradiol. B Takmx
Clyyasx Heo6Xo/anMo 1CMO/b30BaTb &/IbTEPHATUBHbIE METOADI
M3MOLEHUS, HanpuM” 3qomaTorpatuto.

Tabnuua

Bbixog, Tecta ARCHITECT Estradiol B npucyTCTBUM CneayoLmx
BelWleCTB Npu yKa3aHHbIX H/MKEe KOHLUEeHTpaunsax coctaBu

100 + 10%;

Bbuio npoBeAeHo uccriegoBaHve, B XoA4e KOTOPOro K CUHTETUYECKNM
obpasuam, cofepxalimm 3CTPaamorn (3Ha4eHNs KOHLLeHTpaLuuii
yKasaHbl HMXe), A06aBS/IM NOTeHUMasIbHO NHTepdepupytoLime
BelecTBa B yKa3aHHbIX HWKE KOHLEeHTpaunax a 3atemMm

TecTMpoBasv 3TN 06pasLpbl Ha 3CTPaamon. MPOLEHT BbIXOAA YKasaH
HIDKE:

KoHueHTpauys foMiUHTpauHH
WurepchepaHT 3cTpagvona siiTepchepeHTa % BbIxogA
3tk 750 pg/mL 300 pg/ml. 939
3cTpoH 4000 pg/mL 1500 pgfinL. 928
3opus! 4000pg/mL 1500 ptfmL 984
Sctpvion 1SOpgTnL 2500 pg/ml 921



NHTepdepeHumnsa

NaHHOe uccnegoBaHne nNposBoaunock Ha cucteme ARCHITECT i
System.

MoTeHuManbHO MHTepdepupyoLLMe 3HAOMEHHbIE BELLECTBa

TecT ARCHITECT Estradiol pa3pa6oTaH Tak, 4Tobbl UMETb
NOTEHUMaIbHY0 UHTepdePEHLMIO reMor/iobuHa, 6uMpyeuHa,
TpUrNuuepuaoB, 6enka 1 xonectepuHa s 10% Npu YpoBHsiX,
yKasaHHbIX HXe. VHTepdepeHLys Gbuia OLeHeHa B COOTBETCTBUM C
npoTtokonom EP7-A CLSL®

MeTMUMIBHO InTapdeivpytOL/118 tonueifTpiiuia sHTapdEPBUTB
BMLanBa Yc10BiGbB BAVKLbI
Mevoroom BOOT @,
B/vpyaH 20mg/dL
Trmpus! 1000l

Barok 4un12g/d
XorectrsovH 240 mgldl

CpaBHeHMe MeTOA0B

BbU10 NpoBeAeHO WccriefoBaHve B COOTBETCTBUM C
pekomeHgaumsrum aok meHTta CLSI EP09-A3 ¢ ncnonb3oBaHvem
meTofa perpeccun Passing-Bablok.”

Ko+ Ko Dtp*- [Jsanmnzon

Enoupl BO BOpparsLys ceBEBB HakioH  kohrkhi
n,
Mindy t Chbisiopcnm  piymL 120 297 107 12-873
Esndiol B kpoBu cprmol.) (10.69) (44 » 3202}
cpaBH.C
EsSadVi

1He ucnbiTaHo B Poccun
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chopmar uucen:

« B KauecTBe pasgenuTens TbICSY UCNONb3yeTcsi NpoGen (npumvep:
10 000 o6pas3uoB).

* B kauecTBe pasjeneTens [ecATUYHbIX 3HaKOB UCMOJb3yeTcst
Touka (npumep: 3.124).



CumBorbl ISO 15223
Cm. VHCTPYKUMIO NO
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V Averia(vn no npumeHeHvto HaGop pearekros Ans HomMyBCTBEHHOMO onpeaensTsa
3CTpajvona UMNMYHOXEMWTIFOMUHECLIEHTHBIM METO/IOM B CbIBOPOTKE H Miasma >p<m
yenoBeka Ha VIMMYHOXMMMYACXMX aHanmsatopax Alinity i «3ctpaguon PeareHTbl
(Alinty { EetradK)! Reagent Kit)> gHa Poccumn

TPAHCIMNOPTUPOBKA

W3penve pekmeHayeTcs TpaHcnopTMpoeatb Mpu  Temneparype 2-B*C B
T«LwoHTEeNeepax oIHOPa30e0ro Mno/b30BaHUs, CofePXKaLLyX "FA031eM»IThbl, W
B TEPMOCOHTEHBPaX MHOIOKPaTHOrO NMPVIMEHEHVIS C aBTOMAaTUHECKV NOAIEP>KIBAENMON
TeMriepaTypoli W1 B aBTopethpybkeparopax C HCNoNb30eBHUEM TEPKMUHATATOPOE.
V3genve octaetcs CTabWibHbIM fJO OKOHUSHUA Cp)Ka FOAHOCTM, YKAa3aHHOrO Ha
ynakEsika M|NerpaHcnopTpoBaHum ¢ HapyLLe>deb] TeMnepaTypHOro peXkIva U3aenve
Ha MOANEXMT MPUMEHEHNIO. TPaHCTOPTVPOBKA OCYLIECTB/IETCA BCEXK BiaMM
TpaHcncdta B (hblTbIX rpaHaTciTHbIX CPeAcTBaxX B COOTBETCTBUM C MpaBuiamm
NepeBO3KY MPy30B, ['VVCTBYIOLLYIM Ha, KaXKIOM BI/e TpaHCropTa.

TAPAHTUMHBIE OBSA3ATE/IbCTBA

Mpov3BoauTENb rapasTTpyeT. YTO NPy NPaBbHOM XPpaHeH 1 oBpaLieHn nsaenve
OCTaeTCs T« Snblbe¥n0 UCTEHEHVS CPOKA FOAHOCTV. MaKCMabHbIN CPOK FOAHOCT
MEMLIMHCKOTO 13fennsi He Gonee B Mecs™M C Jatbl npovssoacTea. Vispenvie.
XpaM«LLIEECsi C HBPYV>EHMEM permameHT>(pOBaHHOM> MPOV3BOAUTENEM  pexuva,
n|»1MeHBHVIO He NogrexorT.

TEXHUNYECKOE OBC/TY>XVIBAHVE

He Tpe6yeTc5l

TEKYLWAN PEMOHT

He Tpebyetca

OAHHbBIE ANA YTUIU3AUAA N YHNYTOXEHNA

MEIVLIHCKOIO U3OENNA

MefmUvHCKOe U3AEenve YTWIM3VPYHOT 1 YHAUTOXKAKOT & COOTBeTCTaT C npaBuiami
obpalleHns ¢ Meavk«ekuvm - otxodal»l pernavexrvpytowy| [tcs CaHMbH
21.7.2780-10 or 12.122010 «CBHUTAPHO-3MMABMMONOIMYECKHEe TpeGoBaHWA K
0"aLLEHMIO C MEVILLIBIOKVMA OTXOJAM.

Heo6BxoaMMOo CnefoBaTh HeLMOHENbHLIM CTEHAAPTEM MW Nepejade 1 yLM3BLMM
V3ennsl, ero (FOMTXTBHTOA U YNakoBKA

MEPEYEHb CTAHOAPTOB, KOTOPbIM COOTBETCTBYET
MEAVLINHCKOE U3AEVE

Hsi.AManbKble cTaHgapTbl 1 HO| MENVBHBS JOKYMEHTaLWA npuMeHsieMble K MH

I'CHOT P 61062-2013, TOCT PEH 13612-2010. TOCT P UCO 23640-2016, FOCT P
MCO 18113-1-2016. FOCT P CO 18113-2-2016, TOCTP 1CO 16223 1-2014,
MocTaHoeneHM Mpasutersctea P® 0727 ge ka” 2012r. N31416 «O6 yrBepaeHn
npaBun rocyAapcTBMMOIA PBIUCTPALYXK MEIMEHCKUX U3aenuiiy, Mpukas MyH3apasa
Poccum ot 08.065012r, Me4w,Mp*«B3 MiH3apasa Poccviv or09.01.2014r. SB2h,
Mprkazom MrunctepcTea JnpeeooxpaHeHust PO Ne 11H ot 19878/ a 2017 T.

MOTEHUWAJIbHbIVI NOTPEBUTE/1b

MemgvumHckoe wm3genve ctpaanon Pearextbl (ASrity | Estradiol Reagem  Kit)
NpefHa3Ha4YeHo ANS  VCTOMb30BaKLA €  pas/MiHbX  KIVHUKO-IaGopeTcimibiX
YCNoBusiX, BKMKOHas!, 6e3 OhBHUYEHS, GONBbHULILI M TabopaTOpHK, NEPCCUON KOTOPbIX
npoLLan obyyeHre no UcnoNb3oMH«I0 aHanmaaropa Alinity .

MH®OPMALIMA O HA/IMYMA B MEAVLIMHCKOM U3OE/TNA
NEKAPCTBEHHOI'O CPEACTBA

| <ecogepuT

CTEPU/IBHOCTb

MocTaBnsieTcs B HECTEPUNILHOM Bue. CTBpUAMMMYS Nepes NpUMeEHEHEM He
Tpebyetcs.

NH®OPMALUNA 6} BO3MO0)KO40CTIN MOBTOPHOIO
MNMPUMEHEHWA

He Nognexxut NMTOPHOMY MPYMEHEHIHO.

MATEPVAJIbI XKMBOTHOIO MPONCXOXAEHNA
Marepuarbi YBOTHOMO MPOVICXOXKAEHUS NMPOMPEHbI U PUCKA NpUMieHeHns M/
yKazaHbI B Mecropt* 6e3onacHocTu. Macnopra 6e30MacHOCTV MOXHO HalATV Ha caiire
www.aPbondiagnostca.com wim o6paTt1tech K MECTHOMY NPEACTAEUTBI0
NMOKA3AHNA
TecT ¢ ucnonb3oBaHViem 3cTpagvon PeareHTbi (AUnty i Estradiol Reagent Kit)
ABNAETCH XBMUMIOMVMECLPTTHBIM MM 0aHa/I30M Ha MuLtoHacrvuax (CMIA) ans
KONM4eCTB«/HMHO OnpeseneHns 3CTPBAVONA B CbIBOPOTKE U niia3me KPoBM YenoBeka
Ha aHam3aTtope AKnity i.
MPOTVBOIMNOKA3AHWA
He npumeHnmo.

YCNoBUA XPAHEHUA N MPUMEHEHNA

XpaHeHvie MEIMUMHCKOTO u3fgenmsa npu Temneparype ot 2'C go 8'C fomkHO
OCYLLIECTB/IATLCA & XONOAIbHBIX KaMepax Wi B XONOAWTbHVKAX, 0BECTIEHMBAtOLLYIX
pernamMeHTVPOBaHHbI  TEMMEPATYPHBIA  PEXUIM € EXEIHEBHO peructpag*”
Temneparypbl
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3660TT VipnaHams, T; +353 43 3331000

[JunarHocTunueckoe dakc: +353 43 3331001
nofpasgenexHue

JncHemak, JToHrdopa,
"padhcTBo JTOHIrhopA,
WpnaHgwus.

MoanwucaHo: /nognucawxo/ Jara: 6 mions 2020 .
Onueuna ManneH (Olivia Mullen),

Cneuuanmct No HOPMaTMBHO-NPaBOBOMY PEry/IMPOBaHMIO
3660TT VpnaHgns,

JunarHoctnyeckoe vogpasaeneHvie
JNucHemak, JToHrdgops,

I"padhcTBO JTOHrhOPA,

NpnaHans.

/MeyaTb: TOPFTOBAA MANATA CNAWNTO (MHK)

NOANTNHHOCTbL BACBMAETE/IbCTBOBAHA JOBPOCOBECTHO
YnonHoMoO4YeHHOe o /mognucardo/07.07.2020r./

/MevyaTb:narHocTunyeckoe
nogpasgenedne 9660TT.
Nourdgopg/

/MeyaTb: TOPFTOBAA MANTATA CNANTO (UHK)
3ABEPEHHbBIN CEPTU®UNKAT O MPOUCXOXAEHWN W/

/MognucaHo: Onusus Mannen (OliviaMullen) 06.07.2020r./

TekCT B AOKYMeHTe «/HCTPYKLUWA NO NPUMEHEHUIO» Ha aHMAMICKO.Y M PYCCKOM S3blKax
MOMHOCTbI CoBMagaeT.
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LllecTHaguaToro nions ABe TbiCAYM 4BAALATOrO roga
1 Kopcuk Mapus AnekcaHapoBHa, HoTapuyc ropoga MOCKBbI, CBUAETENLCTBYHO MOA/MHHOCTb
rnognvcy nepesofurka YepHoctosa Cepres Mropbesuya.
Moanwucs caenaHa B MOEM NPUCYTCTBUMN.
JNInyHoCTb NognncasLLero JOKYMEHT YCTaHOB/EHA.
3apcrmcT-puposaHo B peectpe: Ne 77/2139-H/77-2020-
B3bICkaHO rocyapCTBEHHOM MownmHbI (no Tapudy): 100 py6.

Bcero npoLuHypoBaHo,

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



> an'den6™Nayms
Fopog Mocksa

2HIO/1 220

91, bopoumHa EBrexns BnagumupoBHa, BpEMeHHO UCTONHAK L As 0683aHHOCTI
HoTapuyca ropoga Mocksbl baxtagse dnbmupbl tOpbeBHbI, CBHAETENbABYH
BEPHOCTb KOMAM C MPEACTABNEHHOTO MHE JOKYMEHTa.

3apermctpupoBaHo B peectpy Ne77/52-H/77-2020-

B3bickaHO Mo Tapudy: Pv6.
YnnaueHo U OKa3aHue yCNyr NpaBOBOTO U TEXHUYECKOTO XapakTepa: ~~~ pyb.
E.B. BopoHuHa

Bcero npoLHypoBaHo,
NPOHYMEPOBAHO ¥ CKPENNEHO
neyatbio mct CA

BPWO Hotapuyca
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KOI'MnNs

Abbott Ireland Diagnostics
Division,

Usnamuck,

Longford

Co. Longford

Ireland

Tel. +435343 3331000
Fax m35343 3331X1

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, CreunanncT perynaTtopHoro otgena, 9660TT JuarHoctuyeckoe
MoapasaeneHne UpnaHams, JoHrgopa, Npnadgms (Olivia Mullen, Regulatory Affairs
Specialist, Abbott Ireland Diagnostics Division, Longford, | reland), HacToswmm
YAOCTOBEPSAD, YTO MpuaraeMble AOKYMEHTbI B HVDKENPUBEAEHHOM OObEME CTpPaHWL,
ABMIAOTCA MHCTPYKLUMAMM MO MPUMEHEHNIO. DTN AOKYMEHTbI MO/IHOCTLHO COOTBETCTBYHOT
(hakTMYECKOIN JOKYMEHTALMN NPON3BOANTENS.

NHCTpYKUMA MO NpUMEHEHMIO Ha MeauupmHekoe msgenmve (Instruction for Use for
medical devise)

Kanu6paTopb! 415 06ecneyeHrs npaBuibHOCTU KOMIMYECTBEHHOTO OMNpeseneHuns
aCTpagmona MMMYHOXEMUTFOMUHECLIEHTHBIM METOLOM B CbIBOPOTKE W Na3me
KpOBM 4enoBeKa Ha VMMMYyMOXMMMUYecKMX aHanmsatopax Alinity i «3cTpaguon
Kanmbpatopsl (Alinity i Estradiol Calibrators)»

Mo TeKCTY WHCTPYKUM BCTPEYAtOTCA BapuaHTbl HaUMEHOBaHWIA MEeAVLIMHCKMX W3LENuiA,
NpVBEAEHHbIE B Tab/vLe HIDKe, KOTOpble SBMSKOTCS CMpaBed/MBbIMA M PaBHO3HAYHBIMM
(Instruction for Use includes the followings true and equivalent short names of medical devices

listed in table):
1lanmeHoBaHvie HaviveHoBaHVie MeAVLIHCKOTO 13aenmnst Ha CokpaLLieHHoe
Ha aHIIMACKOM PYCCKOM $13bIKe HavmeHoBaHMe(no
A3bIKe TEKCTY [JOKYMEHTA)
Alinity i Habop peareHTOoB [/191 KOTHCTBEHHOIO 3cTpaamon
Estradiol onpezeneHns acTpaamona UMMyHo- Pearento! (Alinity i
Reagent Kit XEMUTIOMUHECLIEHTHBIM METOOM B CbiBOPOTKe M Estradiol  Reagent
nna3Me KpoBY YesioBeka Ha MMMYNOXMMUYECKUX Kit)
aHanmsatopax Alinity i «3cTpaavon PeareHTb!
(Alinity i Estradiol Reagent Kit)»
Alinity i KanmbpaTtopbl [ 06ecrieueHnss NpaBWIbHOCT — 3CTPaaUoN
Estradiol KOMMUYECTBEHHOTO  OrpegesieHns  acTpaguona  Kambparopbi
Calibrators) UMMYHOXEMUIFOMMHECLIEHTHBIM ~ MeTogom B (Alinity i Estradiol
CbIBOPOTKE W Nnasve KpoBuM uenoBeka Ha Calibrators)
UMMYVOXUMUYECKMX — aHanm3aTopax — Alinity i
«QcTpaavon  Kanubparopsl (Alinity i Estradiol
Calibrators)»
(Alinity KOHTPO/bHblE  MaTepuaribl ANs  NOATBEPXKAEHUS  3CTPaaMon
Estradiol BOCMPOV3BOAYMOCTH 7 MpaBUIbHOCTU  KOHTPO/IbHbIe
Controls KOMIMUECTBEHHOTO  OMpedeneHus  acTpagmona  matepuassl (Alinity
VIMMYHOXEMWTIIOMUHECLIEHTHBIM ~ MeTogoM B i F.stradiol
CblBOPOTKE M [/1a3ve KpoBM YenoBeka Ha  Controls)

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

UMMYVOXUMMYECKMX — aHanm3aTopax  Alinity i
«3cTpaguron KoHTporbHble Matepuarbl (Alinity i
Estradiol Controls)»



Abbott
Alinity i
Estradiol
Manual Diluent
Kit

CocTaB:
u

Abbott Ireland Diagnosttcs
Division,

Usnamudy(,

Longford

Co. Longford

Ireland

LWnioeHT Ans pyyHOro passefeHnst 06pasLoB npu
NCCNefoBaHWMM  3CTpaamonia C  WCMO/b30BaHMEM
Habopa «3cTpaanon PeareHTbl (Alinity i Estradiol
Reagent Kit)» Ha  VIMMYHOXUMMYECKUX
aHanmzatopax  Alinity i «3ctpaguon  PydHoit
AvntoeHT (Alinity i Estradiol Manual Diluent Kit)»

Title

1 Instruction for Use for the Alinity i Estradiol Calibrators with
ADDENDUM for Russia.

2. WHcTpyKuma no npyuveHeHno Sctpaavion Kammbparops! (Alinity 1
Estradiol Calibrators) ¢ MPNIOXEHVEM ans Poccin

Signed:

Olivia Mullen

Date:

Regulatory Affairs Specialist
Abbott Ireland Diagnostics Division
Lisnamuck, Longford

Co Longford
Ireland

IKH O ill
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Tl  «3843 3331000
Fax +35343 3331001

Sctpagmon PyyHoi
Ovnmoent (Alinity i
Estradiol Manual
Diluent Kit)

Number

SLIGO CHAMBER OF COMMERCE (INC)
CERTIFIED CORRECT INALL GOOD FAITH

WoAItDIS Aiithorised Officially
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Alinity i

Estradiol Calibrators

Reed HighligMed Changes: Revised March 2018.

NAME
Alinity i Estradiol Calibrators (also referred to as Estradiol Cals)
INTENDED USE

The Alinity i Estradiol Calibrators are for the calibration of the Alinity
i analyzer when used for the quantitative deterrnirratlon of estradiol in
human serum and plasma.

For additional Informatiorr, refer to the Alinity i Estradiol reagent
package irtsert and the Alinity ci-series Operations Manual.
CONTENTS

The I~ 1*i contains TRIS buffer with protein (bovine) stabilizers.
The - |&»1™ contain estradiol in TRIS buffer with protein
(bovine) stabilizers. Fhaservative: Sodium azide.

The calibrators are at the following concentrations:

Estrw&all
Calibntor Quantity (poieM) (nmol/l)
1x3.0mL 0 0 0
1 X 3.0 mL 50 184 0.184
lcallcl 1X3.0mL 100 387 0.367
1X3.0 mL 280 918 0.918
I0ALIN 1X3.0 mL 500 1835 1.83S
1 X3.0 mL 1000 3870 3.670

MATERIALS REQUIRED BUT NOT PROVIDED
« 04R1001 Alinity ci-series CaliOrator/Control Replacement Caps

STANDARDIZATION

The calibrators are matched to Abbott internal reference standards
which are verified against ID-QCMS.*

PRECAUTIONS

. Eﬁr li vitro Diagnostic Use
°

Safety Precautions

The following vrarnings and precautions apply to:

()

WARNING Contains diethylenetriamlne-pentaacelic
acid and sodium azide.

H381 Su”ected of damaging fertility or the
unborn child.

M8\' Causte mlid skin imitation.

EUH032 Contacl with acids liberates very toxic gas.

Prevention

P201 Obtain special InSructlons before use.

P280 Wear protective gloves / protective

clothing / eve protection.
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Response

P308-rP313 IF exposed or concerned: Get medical
advice / attention.

P832+PS1S* If A Irritation occurs: Get medical
advice / anention.

Disposal

P501 Dispose of contents / container in

accordance with local regulations.

 Not appliccdjie where regulation EU 1272/2008 (CLP) or OSHA
Hazard Communication 29CFR 1B10.1200 (HC8) 2012 have been
implemented.

Safety Data Sheets are Bvailid)le at www.abbottdiagnostics.com or
contact your local representative.

For a detailed discussion of safety precautions during system
operation, refer to the Alinity cl-series 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

* Protect from light.
* Do not use past expiration date.

Stonge Maximum  Additional Stonge
Temperature  Stonge Time Instructions
Unopened 2 to 8'C Until
expiration
date
Opened 2to8'C Until Return to original carton
expiration to protect from light. Store
date tightly capped with new

replacement cap. Return
to refrigerated storage
after use.

The analyzer will track In-use Stability, which is the time the

calibrator is outside of refrigerated storage while on the analyzer.

The analyzer will not allow the use of the calibrator if the In-use

St7illty has been exceeded. Maximum In-use Stability can be

found in the Assay Parameter Report. For additional Information on

calibrator In-use Stability, refer to the Alinity cl-series Operations

Manual, Section s.

For additional inlormation on printing assay parameters, refer to the

Alinity ci-serles Operations Manual. Section S

INSTRUMENT PROCEDURE

« Calibrator lots may be configured using the bar code label on the
calibrator carton.

* For information on configuring calibrator data, refer to the Alinity
ci-series Operations Manual, Section 2.

»  For instructions on ordering and loading calibrators on the
Instrument, refer to the Alinity ci-series Operatior\s Manual,
Section 5.



QUALITY CONTROL PROCEDURES

A single sample of each control level must be tested to evaluate the

assay calibration. Ensure that assay control values are within the

ranges specified Nethe respective control package insert.

R)r information on ordering corftrols, refer to the Alinity ci-serles

Operations Manual, Section 5.

Once a calibration is accepted and stored, all subsequent samples

may be tested without further calibration unless:

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

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

» If statisticaiiy-based quality control limits are not available then
the calibration should not exceed a 30-day limit for recaiibration
frequency.

This assay may require recalibration after maintenance to critical

parts or subsystems or after service procedures have been

performed.

For additional information, refer to the assay reagent package insert

and the Alinity ci-serles Operations Manual.

INDICATIONS OF INSTABIUTY OR DETERIORATION

Instability or deterlorBilon should be suspected if there are
precipitates, visible signs of leakage, turbidity: if calibration does

not meet the appropriate package Insert and/or Alinity ci-serles
Operations Manual criteria, or if controls do not meet the appropriate
criteria.

BIBLIOGRAPHY

r Wu H, Ramsay C, Ozaeta P, etal. Serum estradiol quantified by
Isotope dilution-gas chromatography/mass spectrometry. criin Cham,
2002:48:364-366

Note for number formatting;

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

* A period is used to separate the Integer part from the fraction®
part of a number written In decimal form (example: 3.12%).
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Key to Symbols
1S0 15223 Symboia

Consult instructions for use

Manufacturer

Temperature limitation

2 Use by/Explratlon date

1A In vitro Diagnostic Medical
Device
Lot Number
Li~ Number

Serial number

Other Symbois
Calibrator (A.8.C.D.E or F)

Control Number

|conc| Concentration

Contains Sodium Azide. Contact
with acids liberates very toxic
gas.

Distributed In the USA by

LONTAMStazjoel

MSTMauno iMTHS usa by |

Inlomtation needed for United
States of America only

Product of Ireland

MMOMMXMOM TOR USAONLY

[RMDUerOF IREUUW]

1TOOTSCT PROM UeirT 1 Protect from light

Ib ONLY 1 For use by of on the order of a

physician only (applicable to USA
classification only).

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

Abbott Ireland
Diagnostics Division
LIsnamuck, Longford
Co. Longford

Ireland
+353-43-3331000

C€

IwsTRUnjreow Tue usa by |

Abbott Labonidorfes
Abbott Park, 1160064 USA

Customer Service: Ccmtaet your local representative
or And courdry-epeciflc contact Infonnatlon on
www.abbottdiagnostics.com

Revised March 2018.

©2016, 2018 Abbott Laboratwies



ADDENDUM
to the Instmcbon tar Use AXrity i Estrsdiol Csltaratars (for Russis]
SHIPPING

Rocormn”dtd snipping c’ioitions for device is 2-B in singie-Liee thermo comeiners
contansng coolani elements, or in reusable thermo containers «ith eutomaticdly
mainteinM terrverature or in afrtoreMgeralors using thermal trxlicalors Oemce is
stable until me expmon dele mAcated on me package Device Is no longer sutstue
tar use it srvpging tempeiatuie limits have been vioiateo Ship in an enclosed carrier
vehide of any kind in accordance with shipping nses, applicebie to me respective
earner.

WARRANTY

Manutacturer guarantees that device remaire siade utfd the ei9 Iration date when
stored and handed at dkecied The meemun shelf fife of the medical device is 10
months fromdate of marxactuing Dewce must be dscarded if stored with deviatons
in merrufacturers reguifements

MAINTENANCE

Mot required.

REPAIRS

Not requred

DESTRUCTION AND DISPOSAL OF A MEDICAL DEVICE
Qeitruct and aspote of a medical davica in eccordance with me requirements c«
SwiPin  2-17.2790-1Q dated December 12, 2010 mSanltary-epldefTiiological
Requirements for the Mwtagement of Madesf Wes»'.

Transmrt and dispose of e product and its componertt and paekaging in accordance
wiNelocal regulations

LIST OF APPLICABLE STANDARDS

Natonai Russian standards and normatitra ck>cumentation applied to UD:
GOSTR 51352-204,GOST R 17511-2011, GOSTR EN 13612-2010,GOST
R ISO 23640-2015, GOST R 18113-1-2016, GOST R ISO 18113-2-2015.
GOST R ISO 15223-1-2014, Government Regulation Ntl416 «On the
aporoval of the rules of state registration of medicti devicesOrder of the
Mmis” of Health of Russia dated 08/006/2012. No. 4n, Order of the
Ministry of Heahh of Russia dated 01/006/2014 No 2n, Order of the

Ministry of Health of the Russian Federation No. 11n of January 19, 2017.
POTENTIAL USER

The Aliity 1Estradiol Caflbratore Is nwr>ded to be used in a variety of dimcal and
1 r8)cry condmone, meiucsng. Witnoui hiritatfon. hospltds and laboratories, whose
pweonnel have beer traned in the use of the Ainiy i ariayzer
INFORMATION ABOUT PRESENCE OF DRUGS IN
COMPOSITION OF MEDICAL DEVICE
Does not conam any drugs
STERILIZATION
MeOcai device it not requred to be stenie

* INFORMATION ABOUT POSSIBILITY OF MULTIPLE
APPLICATION
Medical device cannoi be re-"ted
MATERIALS OF ANIMAL ORIGIN

Matenels of emmel odjsn ereres»d and nskt of ueng MD are indicated in SOS Safety
Dau Sheets are evaiabe at www abboRdiegnostics com or contact your local
representative

INDICATIONS

The Alinty | EstrarSol Calibrators are for the calibration of the Alinty | analyzer when
used tar the quanttabve delemynatron of estrsdiol In human serum end plasme.
CONTRA-INDICATIONS FOR USE

NotMiplcetile

STORAGE AND USE CONOmMON

Storage of Medical device et alempereture of 2 *C to 8 *C should be canled outin cold
QOB or In refngeretors providing a regijnteo temperature regime with a daiy
terr™ature record.
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3ctpaanon Kannopatopsbl (Alinity i Estradiol Calibrators
pang p pbI ( y ) DO

Ch . BHOa/14HHbIB NWeKBHUA. Peglkuww: n«pt201B T.

HAMMEHOB/MHWE (CokpalyeHHOE)

Actpagunon Kannbpatops! (Alinrty i Estradiol Calibrators]
(Takxe BCTpeyaeTcsa no Tekcty: Estradiol Cals)

HASHAYEHNE

AcTpagmon Kanubpatops! [Alinity | Estradiol Calibrators)
npeaHasHadeHbl 415 kambpoBkmM aHanmn3aTt” Alinity | npu
KO/IMYECTBEHHOM OMNpeAenieHnn 3CTPaAMoNa B CbIBOPOTKE U Miasme
KPOBM YesioBeKa.

LONONHUTENBHYHO MHAIOPMALMIO CM. & MHCTPYKLMU MO MPUMEHEHWIO
K COOTBETCTBYHOLLEMY peareHTy 1 PyKOBOACTBE MO 3KChyaTauum
Alinity ci-sertes.

COOEPXWNMOE

17M1*1 cogepxuT TRIS-6ydep ¢ npoTeMHOBbIMA (BbI4bUMM]
crabunmsaropamu.

[~S - cofepxart actpagvon B TRIS-6ycheps ¢
nNpoTerMHOBbIMU (6bl4bUMK) cTabunusaropamu. KoHcepBaHT; a3ng
HaTpust.

Kanmbpartopb! XapaKTepusytoTcsl CreAyoLyMM 3HAYEHNSIMU:

>cTpmttn(5gjjgJ

KuefipiTbp Konsiyacro (pfimD) (pmel/L) (nnoiA)
Mgl 1X3.0 mL 0 0 0

1X3.0 mL O 184 0.164
iCAliel 1 X30ml 100 367 0.367
lcaklp | 1X20mL 250 916 0.918
ICALIfi 1 X3.0ml Seo] 1B2% 1.835
[ealis] 1X3.0mL 1000 3670 3.670

HEOBXOANMbIE, HO HE NPEJOCTAB/IAEMBIE
MATEPWANbI

e 0O4R1001 3ameHsieMble KPbIWKN /15 KannépaTopa/Kox»LL)ons
Alinity cl-serles Calibrator/Control Replacement Caps

CTAHOAPTU3ALNA

KanmbpaTopbl COOTHECEHbI C BHYTPEHHUMU pedhepeHCHbIMU
cTaHgapTamm Abbott, BepndmumpoBaHHbiMu no UP-FXMC.*

MEPBI NPEAOCTOPOXHOCTU
®

e [Ns AUarHoCTUKN /1 Vitro
« lIbOW.y|

Mepbl NPeaoCTOPOXKHOCTM

Cnepytolie npefyrrpexaeHnst 1 Mepbl NpefoCcTOPOXHOCTN
oTHocaTes K: 1 M*1 m[«NE

NMPEAYNPEXAEHUVE Copepxut
[OM3TUNEHTPUAMITHNEKTAYKCYCHYHO
KUCMIOTY Y a3uf HaTpust.

H361 MpeAnooXUTENIbHO MOXET HaHECTU
ylep6 NAoAOBATOCTU WIN HEPOXAEHHOMY
pe6eHky.
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H316* BbI3bIBaeT /ierkoe propaxaHue rku.

EUH032 Mpy KOHTaKTe C KMcnoTamm obpasyeTtcs
BbICOKOTOKCUYHBIN ras.

MpepoTBpalleHve

P201 Mepea ucnonb3oBaHMEM MOYUNUTL
cneynasibHble UHCTPYKLMN.

P280 Monb3oBaTbcsa 3aWmUTHLIMKU NepyaTkamu/
3almUTHON oaBxaoi/cpeacTBaMn 3almThbl
rnas.

PearvpoBaHune

P308+P313 8 CJ/IYUAE Bo3geiicTBust uim
06ecrnokoeHHOCTN: O6paTUTLCA K Bpady.

P332+P313* Mpy paanpBXeHin KOXn nam nosiBneHnn
cbinu: O6paTUTLCA K Bpady.

Ytunusauna

P501 YTUAn3nNpyiiTe cofepXMMOB/KOHTEHED B

COOTBETCTBUM C CaHUTapPHbLIMU HOppAAMA

P® {CaHlMuH 2.1.7.2790-10 ot 09.12.2010).

«He npuMeHMMO Ha TeppuTopumn ABiicTBK)! Pernamenta EC
1272/2008 (CLP) wnn CTaHaapTa OroBeLLieHnst 06 ONacHOCTY
MpaBnexuns CLUA no oxpaHe Tpyaa ¥ NPOMBILLNEHHOV rurueHe
(OSHA) 28CFR 1910.12X (HCS) 2012.

MacnopTa 6e30MacHOCTM [OCTYMHbI Ha caiTe
www.abbottdlapnostics coT namn y MecTHOro npeacraBuTens.

Mopapo6Hyo nHhopMaLmio 0 HEOGXOANMBIX Mepax
NpeaoCTOPOXHOCTU NpK paGoTe C aHa/IM3aTOPOM CM. B
PykoBoacTse no akcnnyatauum Alinity ci-serles, Pasgen 6.

NMoAroToBKA K MCIMOJIb30OBAHUIO

»  [laHHblii NPOAYKT MOCTaB/SETCA B XWAKOM BUAE, FOTOB K
VCTOMb30BaHMIO.

* [la41bIlii NPOAYKT MOXET MUCMO/b30BaTLCS HEMOCPeACTBEHHO
nocne u3BfeyYeHnss N3 MecTa XpaHeHus ¢ Temnepartypoii 2 - 8'C.

« Tepes KaXWsM VCMOMb30BaHNEM MepeMeLlnBaiiTe, akkypaTHO
nepeBopaunBasi uIakoH.

*  XpaHuTb B 3alLMLLEHHOM OT CBeTa MecTe.
* He ucnonb3yiite nocne McTeyeHnst cpoka rogHOCTU.

Temnepatypa Makc, Bpems [lononuntesnbubie UM-

XpaHeHus XpeHeHVst CTPYKLMWM MO XpaHEeHNo
HeBcKpbIThbIi 2 « 8'C [o
hnakoH OKOHYaHuA
cpoka
rofHoCTU
BCKpbITbIE 2 - 8*C [o XpaHuTb B yrnakoBke
chnakoH OKOHYaHVSi  NpousBOAWTENS /19
cpoka 3alnTbl OT CBeTa,

roAHOCTM  XpaHuTb BO (h/IaKoHaX,
N/I0THO 3aKPbIThIX
HOBbIMU 3aMeHSIEMbMMU
Kpbllwkamu. Mocne
MCMOJIb30BaHNA XpPaHUTb
- B OX/1XXAEHHOM BUAE.
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Cuctema oTcnexmBaeT CTabUIbHOCTb MNPV UCMONb30BaHUA *
nepvog, BpeMeHn, B TedeHne Kondoro kambpaTop HaxoauTcs
BHe X0/104W/IbHUKA Ha 6OPTY aHanusatopa. Cuctema He No3BO/UT
ncnonb3toatb KammbpaTtop, ecnv nepuog ctabuibHOCTU

npy NCnonb3oBaHNM UcTek. CM. MakcUMasibHoe 3HadeHune
CTabUIbHOCTN NPU NCMOsb30BaHUK B OTYeTe ‘TlapameTpbl
TecToB*. [IoNoHUTENbHYIO MHOPMaLMIo O CTabUILHOCTU NPy
MCMoNb30BaHNM Kannéparopa cM. B PyKOBOZACTBE MO aKCnyaTaumm
Alinity ci-eerles, Pasgen 5.

[lononHMTENbHYIO MHGOPMALVIO O BbIBOAE MapaMeTpoB TECTOB

Ha neyaTb cM. B PykoBoACTBe Mo akcnyartaumn Atinlty cKeelles.
Pasgen 5.

MPOLUEOYPA PABOTbI HA AHAJIM3ATOPE

* TMapameTpbl cepun KanmbpaTopa StoryT BBOAUTLCA NPU NMOMOLLM
LITPUXKOZA Ha ynakoBke Kaimbparopa.

*  VHchopmaumio 0 HacTpoiike napamMeTpoB kasmbpaTtopa CM. B
PykoBoacTee no akcnayatauun AlinHy ci-serles, Pasgen 2.

*  VHdopmauumio o 3akase 1 3arpy3ke KasmbpaTopoB B CUCTEMY
cm. B PykoBogcTBe no akcnnyeTtauum Alinity ci-senes. Pasgen 5.

MPOLUENYPbLI KOHTPOMA KAYECTBA

[INs oueHKN Ka/IMBPOBKM TecTa He06X0AVMMO NPOTeCTMPOBaTL MO
O[IHOMY KOHTPOJIIO K&XKZI0ro YPOBHS. Y6eANTECh, YTO 3HaYeHUs!
KOHTpO/1Ie™ HaxoJATCA B Npefenax AuanasoHa JonycTUMbIX
3HaYeHWI, yKasaHHbIX B COOTBETCTBYOLLE UHCTPYKLMK MO
MPUMEHEHMIO.

MHchopmaLmio o 3akase KOKTposieil cm. B PykoBoacTee Mo

akcnnyataumm Alinity o-series. Pasgen 5.

locrie NPUHATUSA 1 COXPaHeHUA pe3y/bTaToB KasIMGPOBKY TecTa Bce

nocnex”™MoLume 06pasLibl MCOKHO TeCTUpOBaThb 6e3 npeABapuTesibHON

Ka/MGPOBKY, KPOMe Tex Crly4vaeB, KOraga;

*  Vcronb3yetcs Habop peareHTOB C HOBbIM HOMEPOM Cepuu.

*  PesynbTatbl eXeAHeBHOI NpoLieaypbl KOHTPO/A KayecTsa
HaxofATCA BHE CTATUCTUYECKM 060CHOBaHHOIO JuanasoHa
KOHTPO/IA Ka4ecTBa, UCMO/b3yeMoro A/t MOHUTOPUHIa U
KOHTPO/11 0aboumx XapapCTePUCTVIK CUCTEMBI, Kak yKka3aHo B
pasgene MNpoueaypbl KOHTPOSS KavecTBa* MHCTPYKUMK MO
NPVIMEHEHMIO K COOTBETCTBYIOLLEMY peareHTy.

* Ecrm cTtatucTmyeckm 060CHOBaHHbIV Ananas3oH 3HaueHun
KOHTPO/IS1 HEAOCTY/IEH, TO NEPUOA, MeXAy KambpoBkaMu He
[omkeH npeBbiwaTb 30 gHel.

MoxeT noTpe6oBaTbCA MNOBTOPHasA KaMbpoBka TecTa nocne

npoLeaypbl TEXHNYECKOTO 06CIYXMBaHWSI OCKOBHBO( YacTei

CUCTEMbI WM ee KOMMOHEHTOB WM Moc/ie NpoBeAeHNs! CEPBUCHBIX

npoLeayp.

JlononH1TesnbHyt0 MHPOPMaLMIO CM, B MHCTPYKLWW MO MPUMEHEHIO

K COOTBETCTBYIOLLEMY OearBuTy 1 PyKOBOACTBE MO 3KCM/lyaTaummn

Alinity ci'Serles.

MOKASATE/IM HECTABW/IbHOCTW U/ NMOPYIA

MokazartesnisiMy HeCTabUbHOCTY UM MOPYU CyXaT 0Caaok,
B/AVIMbIE Criefbl NPOTEYUKM, 9aMyTHEKHOCTb, HECOOTBETCTBME
Ka/IMGPOBKN KPUTEPUSIM, YKa3aHHbIM B MHCTPYKI(MX MO NPUMEHEHWIO
nvnn PykoBogcree no akcnayatauun Alinity cl-seties. nin
HECOOTBETCTBWE KOHTPOJIEN YCTAHOB/IEHHBIM KPUTEPUSIM,

BUBJTMOTPAGA

1 WuH, Ramsay C. Ozaeta P, erel. Serum estradiol quantified by
isotope dilution-oas cnromatography/mass spectrometry. Clin Chem,
2002;48:~-3M

chopmar uncer;

e 8 KayecTBe pasfenmTensi TbiCSiH UCMOMb3yeTca Npo6en (Npumep:
10 000 o6pasLoB).

* B kavecTBe pasgenmrens AeCATUYHbIX 3HAKOB MCMOJb3yeTcst
Touka (Mpumep: 3.12%).
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Mcnonb3yemblie CUMBO/IbI

Csaanensl B o 15223

D a CM. MHCTPYKLUMIO No
NPYMEHeHNI0

m | M3rotoButesb

X TemnepaTypHbIii AnanasoH

2 Mcnonb3oBaTtb A40/CpPoOK rogHOCTM

MeaunuvHckoe nsgenve ans
AVarHoCTUKM <NVino
Homep cepun

KaTtanoxHbIli Homep

CepuiiHbIiA HoMep

A pynu cumBosibl
Kanu6parop (A.B.C,0.E nimn F)

KOHTpO/bHbI HOMEp

loBac| KoHueHTpauus

leoNTAiea>uic» | CofepxuT asug, HaTpust.

Mpy KOHTaKTe C KUcrioTammn
06pa3yeTcsi BbICOKOTOKCUYHbIN
ras.

lowmManTtae m T™B UB* BT | Aunctpnbbrotop B OUA

IMraTbirtiom Bosi nag oNur | WHbopmauys Tonbko ansa CLUA
|naeBucTeaslayuml MpoaykT NpnaHanm
MoTacTtraem naHt 1

ftaOMT]

3awmuiatb ot coeta

[ns ncnonb3oBaHysA TOMbKO
MeAULNHCKUM PaGOTHUKOM
(NPYMEHNMO TOMBKO K
knaccudmnkaumm CLUA)

Alinity siBnsieTcs TOprosoli Mapkoli komnaHum Abtratt Latxiratortes B
PasNUHBIX PUCANKLUMSAX. Bce apyrie ToproBble Mapku SIB/SIOTCS
COGCTBEHHOCTBIO COOTBETCTBYIOLLMX BrafesbLEeB.

Abbott Ireland
Olaonostics DMsion
LIsnamuck, Longford
Co. Longford

Ireland
+353-43-3331000

CE

|blanBanTape>TH1 UBABT

Abbott LaboratorIM

Abbott Park, IL 60084 USA

CepsucHas nogaepAka; Obpalalitecb K CBOeMy MECTHOMY
npefcTaBuTeNto MM CMOTPYNa KOHTaKTHYt0 MHhopmMaumio ans
Balleli cTpaHbl Ha calite www.abbott<iiadnostics.com
Pepakuusa mapt 2016 T.

<S)2016, 2018 Abbott Laboratories

ABTOPV30BaHHbI NpeAcTaBUTeNlb N3rOTOBUTENA HA TEPPUTOPUN
Poccun n gpyrmnx ctpad CHrI;

OG6LLECTBO C OrpaHNYeHHOW OTBETCTBEHHOCTLIO "O660TT
Mabopatopua’, 125171, Poccus, r. MockBsa,
JNeHunHrpagckoe wocce, 16A. cTpoeHue 1.

Ten: *7 (495) 258 42 00; dpaxc: +7 (495) 250 42 81



MPUNOXXEHWE

K VHCTpyKMmM 1o npumpHmo Sctpaguon Kanmbparopbl (Akntty i Estra<kal
CaliNe8toa) ansi Poccum

TPAHCIOPTVPOBKA

Wapanvue pekomeHgyeTca Tpavcrnoptvposarte Mpy  Tamnaperyps  2-8'C a
TaptnoKOHrawapax aaHopaaoaon3 nonasoBaHM. cogapkana’ xnagoanamaHTbl, nm
B  TBPVOKOKTB/Hapax  WMOTOKPATHOrO  MPUMEHEeHWs € aBTOMAaTVHeCKu
rofiep#vBaeMoli TeMreparypoli Wn B aBTopetipybkeparopax C UCToNb30BaHNEM
TepMoliHoVKaTopoe. M3aenve octaarcst CTabibHbIM 4O OKOHUaHVs CPOoKal FoHOCTY,
YKa3aHHOTO Ha yrBkoake. Mpy TpaHcrnopT1poBaHu C HayLLieHeM Temneparyprions
peXda usfenvie Ha MOMIeXUT MpUMEHEHVO. TPaHCTOPTTIOBKA OCYLLIECTBSIETCS
BCEMM BUAMM TPAHCTIOPTA & KPbITbIX TPAHCTIOPTHbIX CPEACTBaX @ COOTBATCTOMM C
npaBVnami MepeBo3KkM rPy30B, ABICTBYIOMAIMH Ha Kavvm BI/E TpaHCropTa.
rAPAHTVIIifHBIE OBASATE/TILCTBA

Mpon3BoguTeNb MaHTUPYET, YTO MK NPaBULHOM XPaHEHV 1 06paLLIEHN 3aenve
0CTaeTcs CTablbHbIM 10 VICTEHEHMS Cpoia roAHOCTU. MakcuMianibHB i CPOK FOAHOCTU
MOZKLLYHCXOTO U3fiennA He Gonee B MeCsLEB C [eTbl NpousBoAcTBa. Msgenve,
XpaHVBLLIEECS] € HapyLLEe»BIOM Per/iaMeHTPOBaHHOTO MNPOV3BOAUTENEM PEX/VA,
MPVIMEHEHVIO HE TMO/IEMMT.

TEXHNYECKOE OBC/TY>KNBAHVE

Hii Tpe6yercs.

TEKYLLAA PEMOHT

He Tpebyetcs

OAHHBEE 0N YTWIBALMA N YHUUTOXEHUS
MEI/LIHCKOIrO M3OEVA

MegyupMHCKoe 13aenvie YTLIM3MPYHOT 1 YTMHTOX@HOT B COOTAETCIB/M C MpeBiiamm
obpalleHnsi C  MeQMLHCICMMM  OTXofamy,  pernaveHTvpyropmcs  CeklH
2.1.7.2790-10 ot 12.12.2010 KCaHUTapHO 3anuaBMMOOrMYeCXe TPebooaHHA K
06paLLEHIIO C MBAVLMHCXVIM OTXOAaMu.

Heo6XoavMMO CnefjoBaTh HaLWoHa>HbLIM CTaHAapTaM My nepeade n yTuwimsatyim
V3[eNusi, ero KOMIMOHEHTOB U YTIBKOEKN

HAUVOHAJTbHBIE CTAHOAPTLI M HOPMATVBHAA
JOKYMEHTALMA, MPYUMEHAEMbIE KMA

POCTP 51352-2013, TOCT UCO 17611-2011, FOCT P EH 13812-2010 FOCTP
NCO 23640-2018. FOCT P UCO 18113-1-2015, TOCT PUCO 18113-2-2018, FOCT
PUCO 16223-1-2014. MocTt»ow»HMB Mpasutenscrea PP OT 27 nekabps 2012r.
N11418 kO6 yTBepXAEHUN NPEBIN FOCyALXNIBEHHOW perMCipaiaiH MeayLoroxmx
n3genviiy. Mpukas MT3gpaBa Poccum ot 06.08.2012r. LU 4H. Mprkas uimagpasa
Poccmn ot 06.01.20141 N( 2H. Mprkasom MuHucTepcTBa 3apaBooxpaHeHnst PO Nt
11H 0T 19 siHeepsa 2017 1.

MOTEHLIVAMBHBIV MOTPEBUTESb

MeguhTHckoe usfenve 3ctpeguon Kanmbparopb! {Alinity i Estradiol Calibrators)
npefHasHa4YeHo AN WCTONb30BAHMSA & Pa3yHbIX  K;HHVKO-NBGOPATOPHbIX
YCOBUSIX, aKroyas. 6a3or paHNyeHNs. 6oLLINLbI MNatopaTopyiv, NepcoHaU KOTopbIX
npoLLen obyyeHue no 1cnonb30aBHULO aHanm3aropa Alirity |.

VH®OPMALIMS O HAIMHYA B MEAVILIHCKOM V3NN
NEKAPCTBEHHOIO CPEACTBA

Ha copeput

CTEPW/IBHOCTb

MocTasnsieTcs B rectepunbHOM Bupa Crepwmsaums nepef NpUMeHeHem He
Tpebyetcs

VHPOPMALIMA O  BO3SMOXHOCTWM  TOBTOPHOIO
MPUMEHEHNA

He Nof/IexXVT NOBTOPHOMY MPVMEHEHIO

MATEPUAJbI XXKMIBOTHOTO MPONCXOXOEHNA

Matoguarbl SKIBOTHOTO HOOVMCXOMIEHWS MPOBEPEHbI U PUCKW MpUMeEHeHus M
yKasaHbl1B Macropre 6e301B0OCTY. MacnapTa 6e30MacHOCTV MOXXHO HalATV Ha caiite
www.abbottdiBono8bcs.coni nnv o6petutec K MECTHOMY NpeACcTaBUTENHO.

MOKA3AHA

Sctpagymon KanvGparopel (Alinity i Estradiol Calibrates) npagHasHBUBHbI NS
KanmbpoBky aHamaaropa Alindy | py KONMYBCTBEMHOM ONpefeneHnn actpaguona a
CbIBOPOTKE U nna:smaq)oem yenoseka.

MPOTVBOINOKA3AHA
He npyvermvo.
YCNOBUA XP-AHEHA 1 TPUMEHEHA

XpaHeHue MeSVLMHCKOTO W3fenvst npu Temneparype oT 2*C go B*C AOMKHO
OCYLLIECTBNATLCSA B X0N0ANLHL1X KaMepax Wi B XONoAWIbHUKaX, obeernevvaatonan
parnaMeKTVpoBBUHbIA  TEMNEPaTYPHLIA PEXUM C  EXKe[HEBHO pentoTpauyeit
TeMNBpaTypbl.

& 000 LHPMY (] INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR.RU



9660TT NpnaHawns, T; +353 43 3331000

[narHoctnyeckoe dakc:+353 43 3331001
nofpasgeneHue
JNncHemak, JloHrdopg,
"padhcTso JIoHTrhopA,
WpnaHgus.
MoanwvcaHo: /nognucato/ [Jara: 6 nions 2020 .

Onusua ManneH (Olivia Mullen),

Cneunanuct no HOPMaTUBHO-MPaBOBOMY PeryiMpoBaHUIo
3660TT VpnaHgus,

[narHocTnyeckoe nogpasgeneHvie

NncHemak, JIoHrdopa

padcTBO JloHrhopa,

WpnaHans.

%

/MeyaTs: TA CNAWTO (MHK)
ACBUAETENbCIBOBAHA JOBPOCOBECTHO
'‘oyennoe nuyo /nognucardo/ 07.07.2020 r./

/MevyaTb:narHocTmnyeckoe
nogpasgeneHne 3660TT,
NoHropga/

/MeyaTb: TOPTOBASA MANTATA CNANTO (MHK)
3ABEPEHHbIVI CEPTU®UNKAT O MPOUCXOXAEHUWN/

/MopnucaHo: Onusma ManneH (Olivia Mullen) 06.07.2020 r./

TeKCT B AOKYMeHTe «VHCTpPYKUMA NO NMPUMEHEHUIO» Ha aHrNACKOM 1 PyCCKOM 43blKaX
NONMHOCTbIO coBNnajaeT.

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



Poccuiickas deaepauns
LLlecTHaauaToro nons fge ToiCAYM ABaALATOrO roga.
1, Kopcuk Mapust AnekcaHzpoBHa, HoTapuyc ropoga MocKBbI, CBUAETENCTBYHO MOLA/MHHOCTb
nognucy nepesoaunka YepHocrtosa Ceprest ropscauya.
[Lognmck caenaHa B MOEM MPUCYTCTBUM.
JIN4yHOCTb NoAgnuMcaBLLIEro JOKYMEHT YCTaHOB/EHa.

3aperucTpuposaHo B peectpe: Ne 77/2139-H/77-2020- 9 ~
B3bICkaHO rocyfjapCTBEeHHOM MOLLIMHBI (1o Tapudy): 100 py6.
YnnayeHo 3a OKasaHve yCnyr npaBoBOro M TEXHNYeCKOro xapaktepa: 300 pyo.

M.A. Kopcuk

/.1 t

Bcero 1pomHypoBaHo,

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



Poccuiickan ®epepaumns
Fopoa, Mocksa

21 WKON2u19
91, bo[loHnHa EBrBHM 61aguMupo6H3, BpeMeHHO UCMONHAKLAs 06A3aHHOCTI
HoTapuyca ropoga Mocksbl baxtagse 3nbMupbl HOpbeBHbl, CBHeTENbCTBYH
BEPHOCTb KONUY C NPEACTABAEHHOTO MHEZDKYMBHIA.
3aperncTpupoBaHo B PeBCT. 77/52-H/77-2020- p? ;

B3bickaHo no Tapudy: py6.
YNNayeHo 3a oKkasawe ycnyr npaBoBoro 1 TEXHUYECKOr0 xapakTepa:------ py6.
E.B. bopoHuna
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