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I, Olivia Mullen, Regulatory AlTairs 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, Cneunannct perynsTopHoro otaena, 3660TT [uarHocTuyeckoe
MoppaspeneHve Mpnanams, JloHrdopa, WpnaHams (Olivia Mullen, Regulatory Affairs
Specialist, Abbott Ireland Diagnostics Division, Longford, Ireland), HacToswmm
YOCTOBEPSIO, YTO Mpunaraemble LOKYMEHTbI B HVDKENPUBEAEHHOM 06beMe CTpaHuL,
ABNAOTCA UHCTPYKLUMSMM MO MPUMEHEHUIO. STW JOKYMEHTbI MO/THOCTLIO COOTBETCTBYHOT
(haKTUYeCKON AOKYMeHTaL M NPOU3BOANTENS.

MHCTPYKUMA N0 NPUMEHEHMIO Ha mMeauumnHcKkoe uagenue (Instruction for Use for
medical devise)

Habop  peareHTOB A1  KO/IMYECTBEHHOTO  OMpefesieHns  3crpagvona
NMMYHOXEMWUTIOMUMECLIEHTHBIM METOZIOM B CbIBOPOTKE U MN1a3Me KPOBU YesioBeKa
Ha MMMynoxmmmnyeckmx aHanmsatopax Alinity i «3ctpagmon PeareHTbl (Alinity i
Estradiol Reagent Kit)»

llo TEKCTY WHCTPYKUMK BCTpPEYHAKOTCA BapUaHThbI HaVMeHOBaHW MEANLIMHCKNX VI3,£I,€I'II/II7I,
npmBeAEHHbIE B Ta6n|/|u,e HWXe, KOTOpble ABMAKOTCA CrnpaBea/IMBbIMA U PaBHO3HAYHbIMU

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

HavimeHoBaHuWe HavmMeHoBaHMe MeAMLMHCKOro U3genns Ha CoKpalleHHoe
Ha aHr IMIACKOM PYCCKOM fi3blKe HavmMeHoBaHue(no
A3bIKe TEKCTY JOKYMEHTA)
Alinity i Habop peareHTOB 19 KO/IMYECTBEHHOIO AcTpaguon
Estradiol onpefeneHnsa acTpaanosa UMMyHO- PeareHTbl (Alinity i
Reagent Kit XeMUIOMUHECLEHTHBIM METOZOM B CbIBOPOTKE U Estradiol Reagent
nnasme KpOBM Ye/BBEKA HA MMMYHOXMMUWNYECKMX Kit)

aHanuzatopax Alinity i «9cTpaguon PeareHTbl
(Alinity i Estradiol Reagent Kit)»

Alinity i Kanubpatopbl Ans o6ecneyeHnss npasBuAbHOCTU  ScTpagmon
Estradiol KO/IMYeCTBEHHOrO  OnpefeneHns  actpaguona  KanuépaTopsl
Calibrators) UMMYHOXEMUTFOMWUHECLLEHTHBIM METOZOM B (Alinity i Estradiol

CbIBOPOTKE W nNna3Me KpoBuM 4yenoBeka Ha Calibrators)
UMMYHOXMMUYECKMX — aHanu3atopax Alinity i
«3cTpaguon  Kanubpatopsl (Alinity i Estradiol
Calibrators)»

(Alinity i KOHTpo/bHble MaTepuanbl Ans MOATBEPXAEHUS — 3cTpaauon
Estradiol BOCMPOW3BOANMOCTY 7 MPaBUAbHOCTU  KOHTPO/bHbIE
Controls KOMMYECTBEHHOTO  OnpefeneHus  acnpaguona matepuansi (Alinity

NMMYHOXEMUTIOMUHECLEHTHBIM MeToZ0M B i Estradiol
CbIBOPOTKE M Nna3Me KpoBM uyenoBeka Ha Controls)
UMMYHOXMMUYECKUX  aHanm3aTtopax Alinity i
«9cTpagnon KoHTponbHble Matepuanbl (Alinity i

Estradiol Controls)»

3NEKTPOHHAS KONUA OGOPMIIEHA LIEHTPOM UCMbITAHIW W PETMCTPALIMI MERHLMHCKWX H3OENHIA
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Alinity i
Estradiol Reagent Kit

Read Highlighted Cbangee: Rei*sed May 2019.

Instructions must t>e carefully followed. Reliability o! assay results
cannot be guaranteed if there are any deviations from these
instructions.

B name
Alinity | Estradiol Reagent Kit

1 INTENDED USE

The Alinity 1Estradiol assay is a chemiluminescent rnicropartide
Immunoassay (CMIA) used for the quantitative determination of
estradiol In serum and plasma on the Alinity | analyzer.

ISUMMARY AND EXPLANATION OF THE TEST

Estradiol Is the most potent natural estrogen In humans. It regulates
reproductive function In females, and, with progesterone, maintains
pregnancy, fAjst eshadiol 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 placoma
produces most of the drculding estradiol.

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

Virtually all clivulating 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 serum estradld must release this steield quanlitativety from lIts
binding partners. The amount and proportion of protein-bound artd
free estradiol vary by gender, and with pregnancy and menstrual
phase in women.'

Normal estradiol levels are lowest at menses and Into the early
follicular phase (25-75 pg/mL) and then rise in the late follicular
phase to a peak of 200-600 pg/mL just before the LH surge, which
Is normally foUowed immediately by ovulation. As LH peaks, estradiol
be”s to decrease before rising again during the luteal phase
(100-300 pg/mL}. If conception does not take place, estradiol falls
turner to Its lowest levels, and menses begins shortly thereafter.* ®
If conception occurs, estradiol levels continue to rise, reaching levels
of 1000-5000 pg/mL during the first trimester, 5000-15 000 pg/mL
durbg second trimester, and 10 000-40 000 pg/mL during third
trimester.® M menopause, estradiol levels remain low.®

Because the ovanes produce most estradiol h 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 delayed one-step immunoassay for the quantitative
determination of estradiol in human senjm and plasma u»ng
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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anti-estradiol coated microparticles. Estradiol acridinlum-laboled
conjugate is added to create a reaction mixture. The reaction
mixture is Incubated. Following a wash cycle. Pre-Tr ger and Trigger
Solutions are added.

The resulting chemiluminescent reaction is measured as relative light
units (RLUs). There Is an Inverse relationship between the amount of
estradiol In the sample and the RUJs detected by the system optics.
R)r additional Information on system and assay technology, refer to
the Alinity cl-series Operations Manual, Section 3.

i REAGENTS

Kit Contents

Alinity ! Estradiol Reagent Kit 07P50

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

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

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

07P5020 07P6030
Tests per cartridge set too 500
Number of cartridge 2 2
sets per kit
Tests per kit 200 1000
ImcaonMineLCsl 8.3 mL 33.8 mL
|coiuimOil| 6.1 mL 26.5 mL
FUAV HUIBfri 6.1 mL 26.5 mL
'memksa DUICNTI 10.4 mL 471 mL

filucwouMmcLi»! Anti-Estradiol (rabbit, monoclonal) coated
microparticles in TRIS/BIS-TRIS buffer with protein (rabbit) st*lizer.
Minimum concentration: 0.0657% solids. Preservative: ProClin.
|comuq*Te| Estradiol acridinium-labeled conjugate in citrate buffer
with surfactant stabilizer. Minimum concentration: 63.36 ng/mL.
Preservative: ProClin.

|I—MvonueifTj Surfactant in citrate buffer. Preservatire: ProClin.

IsetcwiM PiujHtTI -|-g/5 buffer y,"th protein (bovine) stabilizer.
Preservative: sodium azide.

W amirtgs and Precautions
1A

« For In Vitro Diagnostic Use
o la»oWMyl
Safety Precautions

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



The followtna wamk)os and precautions apply to: i»«cnee*im ctf8i j
|COWJIWC»Til f JASSAY fiILUENT |

WARNING Contains methylisothiazolones.

H317 May cause an allergic skin reaction.

Prevention

P2n Avoid breathing mist / vapors / spray.

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

P280 Wear protective gloves / protective
clothnq / eye protection.

Response

P302-»P352 IF ON SKIN; Wash with plenty ol water.

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

P382+P364 Take off contaminated clothing and wash
it before reuse.

Disposel

P501 Dispose of contents / container in

accordance with local regulations.

The folkwnng warnings and precautions ai”ty to:

WARNING Contains diethylenetrlamine-pentaacetic
acid and sodium azide.

H381 Suspected of damaging fertility or the
unborn child.

H318' Causes mild skin irritation.

EUH032 Contact with acids liberates very toxic gas.

Prevention

P201 Obtain special Instructions before use.

P280 Wear protective gloves / protective
clothing / eve protection.

Response

P308-MP313 IF exposed or concerned: Get medical
advice / attention.

P332+P313* If skin Irritation occurs; Get medical
advice / attention.

Disposal

P501 Dispose of contents / container In

accordance with local regulations.

* Notapplic”le regu”on EC 1272/2008 (CLP) or OSHA
Hazard Cwranunicadon 29 C>X 1810.1200 (HCS) 2012 have been
im plem efitai.

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

RH a detailed discussion of safety precautions during system
operation, refer to the Allnity ci-series Operations Manual. Section 8.
Reagent Handling

NOTE; Allnity | Estradiol Conjugate and Assay Diluent bottles do not

contain a septum by design.

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

Place a check In the square on the reagent kit to Indicate to
others that the inversions have been completed.
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« After mixirtg, place reagent cartridges in an uight position for
8 hours before use to ailow bubbles that may have formed to
dissipate.

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

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

For a detailed discussion of reagent handling precautions during

system operation, refer to the Allnity ci-series Operations Manual.

Section 7.

Reageni Storage

storage Maximum Additloral Storage
Temperature  Storage Time Instructions
Unopened 2 to 8*C Until Store in upright position.
expiration |t cartridge does not
date remain upright, gently
invert the cartridge 10
times and place in an
upright position for 8 hours
before use.
On board  System 30 days
Temperature
Opened 2to BC Until Store in upright position.
expiration it cartridge does not
date remain upright durirtg
storage, discard the
cartridge.

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

Reagents may be stored on or off the system, if removed from the
system, store reagents with new replacement caps in an upright
position at 2 to B'C. For reagents stored off the system, it is
recommended that they be stored in their origmal trays or boxes to
ensure they remain upright.

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

Indications of Reagent D eterioration

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

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

BINSTRUMENT PROCEDURE
The Aiinity | Estradiol assay requires that the Allnity THgg»"
Solution be stored orbboard for no longer than 10 days after the
day the reagent Is Installed. The system automatically tracks the
on-b<Mird stability of the Ttigger solution in the replacement bottle
and the reservoir.
NOTE: If the orv-board stability for the Triggw solution expires
perform the Empty the bulk solution reservoirs (I-series)
procedure found In Section 10 of the Operations Manual.
TTie Allnity | Estradiol assay file must be installed on the Aiinity i
analyzer prior to performing the assay.
For detailed information on assay file In*allation and viewing and
editing assay parameters, refer to the Allnity cl-serfes Operations
Manual, Section 2.



For informatk)n on printing assay parameters, refer to the Alinity ci*
series Operations Manual, Section 5.

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

Alternate Result Units

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

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

Default Result Unit
pg/mL

Alternate ResuH Unit
pmol/L
nmol/L

Conversion Factor
3.87
0.00387

| 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 lor the use of cadaveric
specimens or the use of bodily fluids other than human serum
Of plasma.

* The Instrument does not provide the capability to verify specimen
types, it Is the responsibility of the operator to verity that the
correct specimen types are used in the assay.

Specimen Conditions

« Do not oso:

- heal-Inactivated specimens
- specimens with obvious microbial conlaminatlon

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

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

Preparation for Analysis

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

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

To ensure consistency in results, recentrifuge specimens prior to

testing if

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

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

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

recentrltugation.

Prepare frozen specimens as follows:

* Frozen specimens must be completely thawed before mixing.

* Mix thawed specimens thoroughly by low speed vortex or by
gently inverting.
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* Visually inspect tne specimens. If layering or stratificalion is
observed, mix unll specimens are visibly homogeneous.

« If specimens are not mixed thoroughly, inconsistent results may
be obtained.

* Recentrlfuge specimens.

Recenfrifugation of Specimens

« Transfer specimens to a centrifuge tube and centrifuge.

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

Specimen Storage

Maximum
Specimen Type Temperature Storage Time Special Instructions

Serum/Plasma 2 to 8'C 7 days if 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 treeze”haw cycles.

Specimen Shipping

Package and label specimens In compliance with applicable state,
federal, and international regulations covering the transport of clinical
specimens and infectious substances.

| PROCEDURE

M aterials Provided
07PS0 Alinity i Estradiol Reagent Kit

M aterials Required but not Provided

» Alinity i Estradiol assay file

» 07P5001 Alinity i Estradiol Calibrators

* 07P6010 Alinity 1Estradiol Controls or other commercially
available controls

« 07P5040 Alinity | Estradiol Manual Diluent Kit

« Alinity Trigger Solution

¢ Alinity Pre-Trigger Solution

« Alinity i-series Concentrated Wash Buffer

For information on materials required for operation of the instrument,

refer to the Alinity cl-senes Operations Manual, Section 1

Iror information on materials required for maintenance procedures,

refer to the Alinity cl-sehes Operations Manual, Section 9.

Assay Procedure

The Alinity | Estradiol assay requires that the Alinity THgger

Solution be stored on-board for no longer than 10 days aftar the

day the reagent Is Installed. The system automatically tracks the

on-board stability of the THgger solution In the replacement bottle
and the reservoir.

NOTE; If the orvboard stability for the THgger solution expires

perform the Empty the bulk solution reservoirs (I-series)

procedure found In Section 10 of the Operations Manual.

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

cl-serie$ Operations Manual, Section S.

« It using primary or aliquot tubes, refer to the Alinity 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 vohjme for lirsl lest: 200 pL
* Sample volume for each additional test from same sample
cup: 150 pL
- s 3 hours on the reagent and sample manager
«  Sample volume for first test: 200 pL

< Sample volume for each additional test from same sample
cup: 150 pL
- >3 hours on the reagent and sample manager;
o Replace with a fresh aliquot of sample.

« Refer to the Allnity | Estradiol calibrator package Insert and Alinity
i Estradiol control package Insert for preparation and usage.

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

« For cMlmal performance, it Is Important to perform routine
maintenance as described In the Allnity cl-series 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
Dilution Protocol or the Manual Dlhjllon Procedure.

Automated Dilution Protocol

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

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

Manual Dilution Procedure

Suggested dilution: 1:10

Add 20 pL of the sample to i80 uL of Alinity | 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 docs not enter the dikilion factor, the result must

be manually multiplied by the appropriate dikition (actor before
reporting the result. If a diluted sample result is less than 100 pg/mL
(367 pmol/L), do rtol report the result. Rerun using an appropriate
dilution.

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

Calibration

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

series Operations Manual, Section 5.

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

Once a calibration la accepted and stored, all subsoquent 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 control limits used to monitor and control system
performance, as described in the Quality Control Procedures
section of this package insert.

- If statistically-based quality control limits are not avaltable.
then the calibration should not exceed a 30-day limit tor
recallbration frequency.

This assay may require recalibration alter 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 statistically-besed control limits, each laboratory should

establish its own concentration target and ranges tor new control lots

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

* Multiple stored calibrations

« Multiple reagent lots

« Multiple calibrator lots

« Multiple processing modules (If applicable)

« Data points collected at different times of the day

Refer to published guidelines tor Information or general control

recommondation, for example Clinical and Laboratory Standards

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

general quality control recommendations.

* If more frequent control monitoring is required, follow the
established quality control procedures for ~ur laboratory.

m If quality control results do not meet the acceptance criteria
defined by your laboratory, sample results may be suspect.
Follow the established quality control procedures tor your
laboratory. Recalibration may be necessary. For troubleshootirtg
Information, refer to the Allnity ci-sertes Operations Manual.
Section 10.

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

Commercial controls should be used accordktg to the guidelines

and recommendations of the control manufacturer. Concentration

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

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

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

assay package Insert.

Quality Control Quidartce

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

guidance on laboratory quality control practices.”*

Verification of Assay Claims

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

Assay Claims In the Alinity cl-series Operations Manual.

| RESULTS

Calculation

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

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

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

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

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

T>ie measuring Interval of the Almity i Estradtoi assay Is 24 to
1000 pg/mL (88 to 3670 pmol/L).



| LIMITATIONS OF THE PROCEDURE

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

« If the estradiol results are Inconsistent with clinical evidence,
addibonal testing is suggested to confirm the result.

* Heierophilic antibodies in human serum can react with reagent
immunoglobulins, interfering with in vftro immunoassays. Patients
routinely exposed to animals or to animal serum products can
bo prone to this interference, and anomalous values may be
observed. Additional Information may be required for diagnosis.”®

| EXPECTED VALUES

This study was performed on the ARCHfTECT i System.

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

it Is recommended that each laboratory determine its own reference

range based upon its particular tocaie and population characterlaics.

The expected ranges for the AHCHITECT 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 women drawn throughout (heir cycle, resulting in a lolal of 956
specimens. Variations in cycle length were normalized by aligning
the cycles based on Day 0 as the day of the LH peak (same day as

AHCHITECT Estradiol Profile During Ve Normal Menstrual Cycle

y 3=
Cyde Dy MG
Estradid Concentration %
B
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the FSH peak and same day or one day after the estradiol peak).
To establish cycle-specific reference ranges, the specimens were
categorized as follicular phase, mid-cycle phase and luteal phase.
Follicular phase was defined as the period of time from 15 days to
2 days prior (-15 to -2) to the period of the mid-cycle gonadotropin
surge (Days -1 to -"l). The luteal phase was defined as *2 days to
+15 days.'®

All cycles included in est”lishing reference ranges were ovulatory.
The results are presented below.

Estradiol CoiKantraeoR Value
Memen  Centraf 95% Range

AipiilitiM n (sg/mL) (pft/ml)
Nomal Menstruating Fermeles:
Foliicular Fliase 385 54 21-251
Mid-Cycle Phase 106 196 38 649
Luteal Phase 466 9 21-312
rb’menopausal Femeles not on HRT 50 <10 <10-28
RMtmenopausal Femeles on HRT* 22 2 <10-144
Meles 101 23 1n-44

HRT " Hormone Replacement Therapy

« For M-22. the central 96% range is the same as the range from
minimum to maximum.



m SPECIFIC PERFORMANCE CHARACTCRISTICS
Representative petiormance data are (Hovlded In this section. Results
obtained in Individual laboratories may vary.

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

Unless otherwise specified, all studies were performed on the Atlnity
| an®yzer.

Precision

Within-Laboratory Precision

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

W\ittinRun \AIfiirH_shortory
ReestiLY) (o)
Sge 0 @ D Y D WY
st 7)) B 35 74 38 717

Meum 10 BS 45 24 49 26
128 22 152 26

Includes witthin-run, between-run, and belween-day variability.

WUNRRN VWHiRLiboaav
(RepectHily) (Taely™
Sds n (pmoia D YV D w/
UnQotm 10 jise) 130 72 139 Ve
Madum j74) 68 164 24 179 2C
(€3] ]
HMGid 120 2% 41 22 59 26

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

A study was performed based on guidance from CLSI EP17-A2.™
Tesling was conducted using 3 lots of the Alinity 1 Estradiol Reagent
Kit on each of 2 inaruments over a minimum of 3 days. The
maximum observed Limit of Blank (LoB), Limit of Detection (LoD),
and Limit of Quantitation (LoQ) values are summarized below.

nm pPn«a
L B
Lo D B
L 2 3

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

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

A The LoQ was determined from n a 60 replicates of low-analyte
level samples and Is defined as the lowest conceniration at which a
maximum altovrable precision of 20 %CV was met.

Linearity

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

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

Anelyticai Specificity

This study was performed on tho ARCHfTECT | System.

The specificity of the ARCHITECT 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*®
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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.
Tho percent cress reactiviry is shown below:

Goncedtriion Qott
Qo»Reedtat Reedart %Cos ReedHy
178Edadd3aliAe Sgh. Q1%
Eae IS0 Q6

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

QOrs Reedart QKegtration Gess Roedzet
Adsaae IQutymi_
ANy Tpdd 10l
SAdodadae oty
Adotaredae IQ0gni
Gopwedrae 60l
Qrfadeae 50
Qaisite 50rgint.
Deoyaticsaareasze S0rghi
1-Dpycatisd 50ghi
Deadresae 1270rgh
CiA 10reint
s SiigArt
Plhdafjocsisre g
OT ChWiBtsBoe 2L
Eqyiin 06rghi
EyiinSiige 5nghi
Eseid 24bght
1igEradd 03y
1PEradd-38wuDrice 4Brgim.
[PPEfradd1Adaab gl
17Esndd17poind 1rghi
17Hstiedid 39UBaE7-guar(ice Prght
Erd p3000e 0
Esrd 16a(BD{Arance} 106
Esrd 3alize 0y
Erd 3(BD/unuaa(e) |CengmL
ESre3ali@e 04rghi
Bhyrodd decet=B g
Bhvyieshedd 04yl
(oHdoyestoe lrghi
ToHdoegadoe 40t
TioHdoypogesamre 1AW
Mdoypoedaae 1223t
Mestierd Q4rgm_
HreNdme leroTiL
Nodhrdaeasze [Nodhsaae 4Tl
a0eite)

Reoerdae g
Rogsaae S0l
Taodan 183
T .

mniit assay should NOT be used to «BBage e i*K tol levete for
patients undergoing Fviveeuam cr Mifepr*one Ne se”nt. Structural
and function” analogues of steroW hwntmes. htcluffing the estradiol
molecule. ha<” Ute potential to cause M er*wtce/crass reactivity
with the AiWiy | Esttadlol assay. Samples hwn patiwits adminfettered
medications which Inhibit tumourceii pTLlL w iin (e.g. CDK 4/6
Inhibitors} may be subjectto interfen”e/oro” reactivity with the
Winlty | Estradiol asst”. In addition. *ugs virtUch interfere with w
activate production of steroid homK»tes (e.g. Aromatase Inhibltore)
may also Interfere or cross react”th Nee Mirdty | Estradiol assay. Ne
such cases, an alternate meteod siK” as ohromatogrephy should be
used.



Table B
The ARCHITECT Estradiol assay recovery Inthe presence of the
following compounds is 100 * 40% at the concentrations listed below:
A study was performed in which synthetic specimens containing
estradiol (600 pg/mt.) were supplemented with potential interferents
at the concentrations listed and tested for estradiol. The percent
recovery Is shown below:
Interterent

Comentratfofl Mefteisd YRecoverv

Eoulb 1.2mrgfmL 984
Equifn &dfate IOnglenL 926
Etiiynylestradiol O.eng/mL 886
Mestrano! 0.8ng/ml 1005
Norethindrnwv 32ngrmL 76.9
Nordhirtbrone acetate 28 ng/mL 9.5
(NorethisteTOK acebte)

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

irileftsreni ConcentrsUon Interteisrit %Reeovsry
Aldosterone to [I"niL 1001
Sa-Androstars3p. ITp-ciol 10n*mL B6
5QAdrostandiB 1OngftnL 99.6
Androstenedione tOOne/mL 1001
Comiprene clMe 60ng/mL B8
Corticosterone 570 ng/mL P01
Cortisone 500nfl/mL B4
Deol(ycorticosNdDre acetate 500 ng/mL 989
11-Oeoxycortisol SOOngiml 1004
Dexanethasone 12 770nalmL 100S
DHEA 120nomiL 9.8
DHEAS epfl/mL 100.2
se-CthydrocoriicosterDne 500ng/1nL 1009
OKT (Othydrotestosterone) 2ng/mL 1009
Estetrd 2.0ng/ml 93.0
17a Estradd 0.3ng/mL 100.7
1Tp-Estradioi-S-gluouroride 4.8 nglonL 9338
178-EswWdidl 17-valafaM ltsgml 1004
17p-Estradiot 1 7pri(sorede InAl 1001
WHstradiol 3-sulfate SOn”rri 1051
17B-Essadiol3-sutiate17* SOtt"m 99.6
gucurorVe
Estrid 16tH"D-glucuronide) 10SrymL 1013
ENiol 3-suHatt 31Xl 97.9
Estiiot S-1B-D-"ucuronade) |0engtmL 1001
Eskone 3suifatE 0.4rigftnl 1001
Bf"inodid diacetate 1pgimL 977
Hydocorttsore 500ng/mL 04
tSodlydnstyestrorie 1ng/mL 100.2
17aHydrin(ypregnan(done 480ftgimL. 1000
170-HydNgyt)roeeslefone 1200n(yT1 98.9
Medtacyprooesterwe 123ng/mL 9.1
Pregrenctore 59nghiL 100.2
Pngesttrwie SO0 mL 1005
Tanorlet) 183m0imL 1009
Testogterare TOnt"mL 981

This assay should NCTTbe used to assess estradiol levels for
pabonts undergotog Fulve”~rant or Mifepristone treatment Structural
tnd functional anatogues of steroid hormones, Induing the estradiol
molecule, have die potential to cause interference/cross reactivity
*Ah the Aiintiy | Estradiol assay. Samples frcvn patients administered
mettoaUorts which hihlbtt wrriowr cell proliferation (e.g. COK 4/6
InhUton) may be sitojed to imerference/cross reactivity wfth the
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Allnity | Estradlot assay. In «idltion, drugs which Intmtera with or
activate production of steroid hormones (e.g. Aromatase Inhibttors)
may also Interfere or cross react the Mintty | Estradiol assays in
such cases, an alternate method such as chromatogra;” should be
used.

Table C

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

CorKfinlratiM Concentration
Intsriersfil EstioM Iderltrent % Recovery
Estrone 750 pgAoL SOOpginL 939
Estrone 4000pft'm 1500 pg/mL 92.8
Estrid AOQOpgmTL ibOOpghTiL K*
Estridl tSOpgtmL 2500pglmL 921
Interference

This study was performed on the ARCHITECT | System.
Potentially Interfering Endogerrous Substances

Potential Interference in the ARCHfTECT 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 CLSI protocol EP7-A/M

leterfereni Level
PotanttiPy Interfering Setnlance ConvenUond Unite
Memogiohin SOmiyuL
BHrbin Zngd-
Trigtycendes 1000MtydL
Pratein 4 and 1?0/dL
Chofesttrol 240 mg/m

Method Comparison

A study was performed based on guidance from CLSI EP09-A3 using
the Passing-Babiok regression method.»

Caotrelelion Concentration
Units Cotffideiit Interoefl Slooc ~ Rnge
Aftnityi Swm  pg/mL LW 0.99 297 107 12-873
Estradiol vs Qnoyl) (10.69) (44-3202)
ARCHTECT
Estradol
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Note for number formatting:

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

« A period is used to separate the integer part from the fractional
pan of a number written In decimal form (example: 3.124).
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Key to Symbols
1SO 15223 Symbols
Consult instructions for use

Manufacturer
Sufficient for

Temperature limitation

Use by/Expiration date

am
In Vitro Diagnostic Medical
Device
Vl Lot Number
List Number
[md Serial number
Other SymbrHi
JABUV OHOMTL Assay Diluent
ICOtUIMATI 1 Conjugate

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

Distributed in the USA by

ICONTAWSi U IO 11

Msranim o WTHAUAAAV|
Information needed tor United
States of America only
Inversions Performed

WPORHATIOM FOR USAOMU 1

INVUmOM FaRFORIMB 1

fiiwROFiwnobasl Micropartroles

FROOVCTor MBLANDL Product of Ireland

IRmOMLt | For use by or on the order of a
physician only' (applicable to USA
classification only).

1S>EQMEHD 1w M T | Specimen Diluent

Aiinity and ARCHITECT are trademarks of Abbott Laboratories In
various iurlsdiclions. All other trademarks are property of their
respective owners.

Abbott Ireland
Diagnostics Dnhsion
Lisftamuck, Longford
Co. Longford

Ireland
+353-43-3331000

CE

lormRiauTEOwW THe ~ s”

Abbott Laboratories

Abbott Park. IL 60064 USA

Customer Service: Contact your local representative
or find country-epeclfic ceniact Information on
www.abbottdlagrwstics.com

Revised May 2018.
$2017, 2019 Abbott Laboratories



ADDENDUM

to Ih* Inetrucbofi (or Um Alimty | EttraiM Re»9enl Kit {tor Rusaa)
SHIPPING

Roconrnended thipcrtg coneieons (or cijewce Is 2-8 Irt sir>90-use therrm cmtainers
containing cooian alemanu, or in reusaoe tnormo containers with auttynsUcaliy
maintained terrperature or In eutorefngerators using thenT«i Indcators. Deviceis stable
until the oxptnifion dale indicated on the paciiage De\(ce Is no longer suitable (or use
it Bhippr>g temperature limits have been violeted. Ship In an endosed earner vehicle of

eny kind m accordance with slipping rules, apfMceble to the respective ewrier.
WARRANTY

ManufacKrer guatanlees tlal device remains sUibe unSI the e«p«atlon dale w*ten
stored and handled as ctrecled The rnaxmum shelf life of the rnedicd device is 6
rronitie from date of manufacturing Deuce must be dscerded if stored with deviations

In manufacturers requirements.
MAINTENANCE

Not required

REPAIRS

Not requred

DESTRUCTION AND DISPOSAL OF A MEDICAL DEVICE
Destruci arto depose of a medica device in accordarvee wslh the reqdrements of
SanPtn 21.72790-10 dated Decentoer 12. 2010 ‘Santary-epidemioiogical
Requirements for the Management of Medicd Waste'

Trwtsrrit end depose of B product and its corrsxmants and packaging in acconjance
with local regdatlons

LISTOF *"PLICABLE STANDARDS

Naboriai Russian standards and normative documentation applied to MO.

GOST R 51352-204, COST REN 13812-2010, GOST R ISO 23840-2015, GOST R
10113-1-2015. GOST R ISO 18113-2-2015, GOST R 1S 0 15223-1-2014, Government
Regulabon NH418 «On the approval of the nies of state regstration of medcai
devices', Order of the Mirvstry otH etW iof Russi8dsted08/oer20i2 No. 4n, Order of
me Ministry o( Health of Russia dated 01/139/3014 No. 2n, Order of the Minsiry of
Health of the Russten Federation No. 11n of January 19. 2017

Noldie
POTENTIAL USER

The AHnity 1 Eslredol Reagent Mt Is Intended to be used In a variety of dirtied and
laboratory condSons, mdudtog, without lirhiatian, hc~kiafs and laboratcnes, whose
personnel have been trained m toe use of the AhrSty i «nstyzer

INFORMATION ABOUT PRESENCE OF DRUGS IN
COMPOSITION OF MEDICAL DEVICE

Does not contain any drugs

STERILIZATION

Medical device is not requred to be sterile.

INFORMATION ABOUT POSSIBILITY OF MULTIPLE
APPLICATION

Uedcai device cannot be re-applied
MATERIALS OF ANIMAL ORIGIN

Maienalsofanimel origin are tested and risks of uemg MDeroindcatedmSDS Safety
Data Sheets are avalable at www.abbottdia®iosacs com or contact your local
reoresentative.

INDICATIONS

The Alinity t Estradiol assay is a chemkjrrinesceni rdcropartldB immunoassay

(041A) used lor toe quantitative delerminabon of estradiol In serum and plasma
on toe Akhty i analyzer

CONTRA-INDICATIONS FOR USE
Na appscade.

STORAGE AND USE CONDITION

Swage bl MedcM device at a lemperatore of 2 C to 8 *C should be earned outin odd

moms or in refngeretors providing a regulated temperature regime with a deny
lenpersture recod
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Alinity i

Sctpapgwnon PeareHnTol (Alinity i Estradiol Reagent Kit)

Cm. BblAeNeHHble N3MeHeHMs. Peaakumsi: maii 2019 r.

Heo6X0AMMO TOUHO CeA0BaTb MHCTPYKLMSAM. MpU OTKIOHEHUN OT
VHCTPYKLNIA HAZEXHOCTb Pe3ynbTaToB TecTa He rapaHTupyercs.

m HAUMEHOBAHWE (CokpauweHHOe)
AcTpaguon PeareHTsl (Alinity | Estradiol Reagent Kit)

I HABHAYEHWE

TecT ¢ ucnonb3oBaHnem Actpagnon PeareHtsbl (Alinity | Estradiol
Reagent Kit) ABN1s€TCA XeMUIOMUHECLEHTHBIM VMMyNOaHaI130M

Ha MukpovacTuyax (CMIA) ons KONMYeCcTBEHHOro onpegeneHns
3cTpagmona a CbiIBOPOTKe W nnasme KpoBu He aHanusatope Alinity i.

| KPATKOE ONNCAHWE TECTA

3cTpaanon - Hanbonee akTUBHBIN HaTypasbHbIi 3CTPOreH YenoBeka.
Y XEeHLWWUH OH perynupyeT penpoayKTUBHYIO PYHKLUIO 1 Hapsay

C nporectepoHoM o6ecneynBaeT HOpMasibHOE NpoTekaHue
6epemeHHOCTU. OCHOBHasA YacTb 3CTPaANONa CUHTE3NpYyeTCs B
ANYHUKaX (Y HeGepeMeKHbIX XEHLUH), XOTS ANUKKA (Y MYXUYUH) 1
Kopa Hagno4ye4YHNKOB (Y MYXUUH U XKEHLLUH) TakKe CUHTe3npyoT
He60/bLIOEe KO/IMYEeCTBO rOPMOHOB. Bo Bpems 6epeMeHHOCTH
nnaueHTa CUHTe3MpyeT HanboMbLUY YacTb LMPKYMPYIOLLero
acTpaguona.

B opraHu3ame uyenoseka, !n Vivo, acTpagnon v aCTPoH
B3anmMonpespaljaemsl. B HopMme y HebepeMeHHbIX XeHLUH
3CTPaAMOS, CUHTE3NPYEMbI B ANYHUKAX, SABNSETCA [NaBHbIM
VNCTOYHWNKOM 3CTPOHa W acTpuona.

MpakTnyeckn BeCb LMPKYNPYIOLWNA 3CTPaANON HaxoanTca

e CBA3aHHOM C 6efikamMy COCTOSIHUW. VI3BECTHbIE KOHCTaHTbI
accouvaummn actpaguona ¢ rnobynMHoM, CBA3YOLWMUM NOMoBble
FOPMOHbI, 1 anb6yMUHOM B CbIBOPOTKE KPOBW COCTaBNAIOT,
cooTBeTCTBEHHO, B.0 K FO* 1 6 x 10", BcnepcTteue gaHHoro chakropa
No6oi MeToA aHanm3a acTpaauona Ha maTepuasne CbiIBOPOTKM
KPOBW [O/MKEH GblTb OCHOBAH Ha MPUHLMNE KONMYECTBEHHOTO
BbICBOOOX/eHNs faHHoro ctepomaa. KonnyecTtso u fons
cBO6GOAHOIO 1 CBA3AHHOTO C Genkamy acTpasgmona 3aBuUcUT OT nona,
a 'y XeHLMWH * TakxKe 0T 6epeMeHHOCTU 1 ha3bl MEHCTPYaslbHOro
uukna.'

8 HOpMeE Y XEHLLMH YPOBEeHb 3CTpaAnona MUHUManeH BO Bpems
MeHcTpyauun n B Hayane honnukynapHon dassl (25 ¢ 75 pg/mL)
3aTeM B KOHUEe (hONNKYNApHON hasbl OH HaYMHAEeT yBeNn4YMBaTbCs
n gocturaeT nuka 200 « 600 pg/mL nepeg Ha4yas oM MacCUBHOTO
Bbl6poca /. 3a KOTOPbIM 06bIYHO HEMEANEHHO CneayeT OBYNALMA.
Mocne nuka yposHa JIT KOHUEHTpauusa acTpaanona HauvHaet
CHMXaTbCA [0 CneaytoLiero noBbilLeHWss BO BPEMS Nl0TEeUMHOBOM
chasbl (100 ¢ 300 pg/mL). Ecnm 3a4aTvs He NPOM3OLLO, YPOBEHb
acTpagmuona npojoxKaeT CHUXATbCA A0 MUHUMYMa, U BCKOpe 3a
3TUM HauYMHaeTCa MeHCTpyauua.** Ecnvm npoucxoguT 3avatuve,
YpPOBeHb 3CTpajmnona Npofo/xarnT yBenmumaa'n>cs, gocturas 1000
- 5000 pg/mL Bo Bpemsi nepBoro TpumMecTpa, 5000 - 15 000 pg/mL
BO BpeMs BToporo TpumecTtpa v 10 000 « 40 000 pg/mL BO Bpems
TpeTbero TpumecTpa.*® B meHonayse ypoBeHb acTpaguona
0CTaeTCs HU3KUM.*

MocKonbKy ANYHWUKN BbipabaTbiBaloT HanbosbLIee KOMYecTBo
3CTpajmona y 3[0p0oBbIX XEHLWNH, ONpBAENeHne KoHLeHTpauuu
3TOr0 FOPMOHa MHOT4a MOXET CNYXWUTb nokasatenem yHKLUn
ANYHNKOB.® Kpome Torc MOHUTOPUHI YPOBHel acTpaanona urpaet
BaXHYI0 posib B 06CeoBaHNN NpW amMmeHopee, NpexAeBpeMeHHOM
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Estrediol
07P50

G76392R06
B7P50R

07P5020
[w]07P5030

MO/I0BOM Pa3BUTUM, GECMNIOAMN Y MYXUUH U XEHLLMH, B TaKkkKe /15
OLeHKM Hauana MeHonay3sbl. MOHUTOPUHT YPOBHEl acTpaguona
ABNSETCA HEOGXOAMMBIM NPU OMI0LOTBOPEHUN M Vitm, Tak Kak
13B/IeYEHNE O0LMTOB NPOBOANTCA B ONPEAeNeHHOl hase pasBuThs
honNnKyna, uTo B CBOK OYepefb CBSI3aHO C YPOBHEM 3CTpaguona.

I BUONOTWUYECKUWE NPUHLUWNbI NPOLEAYPbI
[JaHHbI TeCT SBMSETCS OT/IOXKEHHbIM OLHOCTYNEHYaTbIM
VMMYHOQHaIN30M A/1A onpeAeneHns 3cTpagmona B CbiBOPOTKe
1 nnasme KPOBU HA OCHOBE TEXHOJIOTN XeMUTIOMUHECLEHTHOTO
MMMyHOaHanmsa Ha mukpovactuuax (CMIA).

CmMelmBalTCs U UHKY6GUpyloTca obpasel, napamarHuTHble

MWUKPOYaACTULLbI, CEHCUOWUN3NPOBAHHbIE aHTUTENIaMMN K 3CTPaLL«Ony
(KPONMYBUMU, MOHOK/IOHANTbHLIMM), AUMIOEKT o6pasLa 1 AnnaHT
TecTta. OcTpaamnon, NnpucyTCcTByloWNiA B 06pasLe, CBA3bIBAETCA
C MUKPOYacTULaMU, CEHCUONIN3NPOBAHHBIMU aHTUTeNamMmn K
acTpagnony. XL co3faHna peakLoHHON cmecn gobasnseTtcs
aKpUAMH-MeueHblil KoHbloraT acTpaaumona. PeakUoHHas cMecb
MHKy6npyeTcs. Mocne Lukaa NpoMbIBKM K peakLuoHHO cmecn
fo6aBnaTCA pacTBOPLI Npe-Tpurrepa u Tpurrepa
Monydyaemas B pesynbTaTe XeMUTIOMUHECLIEHTHAA peakLns
N3MEPSIETCS B OTHOCUTE/bHbIX CBETOBbIX eAnHunyax (RUJ). Mexay
KO/IM4ecTBOM acTpaguona B obpasue n RLU, geTekTupoBaHHbIMU
ONTWKOW CUCTMIIbI. CyLlecTBYeT o6paTHas 3aBUCUMOCTb.
Moapo6Hyto MHhopMaLMIo O CUCTEME W TEXHOMOTMU aHa.nm3a cMm. B
PykoBogcTtBe no akcnnyatauyuu Alinity ci-series, Pasgen 3.

I PEATEHTHI

Copepxumoe Habopa

ScTpaavon PeareHtbl (Alinity | Estradiol Reagent Kit) 07PSO
MPUMEYAHVE: HekoTopble hacoBKM AOCTYMHbI HE BO BCEX CTPaHax
O6paTnTechb K Balwemy MeCTHOMY AUCTPUGLIOTOPY.

NPUMEYAHUE: [aHHblii NPOAYKT COCTOUT U3 4 KOMMNOHEHTOB,
KOTOpble MOCTaBAATCSA Kak HAbop peareHToB C ABYMS
KapTpuapkamu. na BbINONHEHNS TecTa Heo6XoANMbI 06a
KapTpuaxa.

O6bembl (ML), yKka3aHHble B Tabnvue Hke, 0603Ha4Yal0T 06bEM B
0"MOM Habope KapTpuaxeii.

07PS020 07P5030

Konnuectso TectoB
e ofiHOM Ha6ope 100 500
KapTpuaxei
Konunyectso
KapTpuaxei B Habope
Ko. €eCTBO TecTo

INYECTBO TECTOB B 200 1000
Habope
lwceoiMimchBel 8.3 mL 32B mL
|comua<ni| M mL 26.5 mL
Inm 8 emgemT | 6.1 mL 26.5 mL
[BpB7AA11MtUBIrf 10,4 mL 47.1 mL



07P5020 07P5030

WeMMImeLC» MukpouacTuubl, CEHCUBUNU3NPOBAHHbIE

aHTUTeNnamm K actTpaguony (Kposmiybumu, MOHOKIOHA/IbHbIMM),
B THS/BtS-TRIS-6ychepB ¢ NpoTeENHOBbLIMU (KPOAUYBUMM)
cTrabunusaropamv. MuHuMansHas koHueHTpaums: 0.0657%
TBEpAoro BeuecTBa. KoHcepsaHT: ProClin.

leom w T ii AKpUAMH-MeYeHbIli KOHblOraT acTpaLlosia B LUTpaTHOM
6ychepe ¢ cypdakTaHTHbIM cTabunmsaTtopom. MuHumManbHas
KOHUeHTpauwns: 63.36 ng/mL KoHcepsaHT: ProClin.

1= » P ***A| Cyp(I>KTaHT B uMTpaTtHoM Gydepe. KOxcepaaHT:
ProClin.

ldinceyMtH mwe>rT| TRIS-6ychep ¢ npoTenHoBbIM (6blUbKM)
cTabunmsaTopom. KoHcepBaHT: asng Hatpus.

MpeaynpeTkAeHUs N Mepbl NPefOCTOPOXHOCTMN

« [Ona gnarHoctuku In Wfro

Mepbl NPeAoCTOPOXHOCTU

BHUMAHWE: [aHHblli NpogykT npeanonaraeT pa6oTy ¢
o6pasuyamu, Nosy4eHHbIMU OT YesioBeka. PekoMeHayeTcs cuntatb
BCe MaTepuasibl, NOslyYeHHble OT YesrioBeka, NoTeHuuanbHO
MHEKUMOHHBIMU 1 06paLaTbca C HUMW B COOTBETCTBUM

co CrwaapToM no o6paLieHnio C reMOKOHTaKTHbIMU
naToreHamu, paspa6oTtaHHbiM YnpasneHnem CLUA no oxpaHe
TpyZa v npoMbilwneHHol rurneHe (OSHA), Mpu pa6oTe ¢
maTepuanamy, cogepxaliuMn unu NpeanosioXUTeNIbHO
coflepXxalimMn MHDEKLMOHHbIE areHTbl, cnegyeT cobnogars
npasuna 6mnonoruyeckoit 6e30nNacHOCTH, YpPOBEHb 2, UK Apyrue
COOTBETCTBYIOLME Npasuia 6uonornyeckoit 6esonacHocTn.'®@®

CnegyioLyie noenynoexaeHuss 1 Meobl N0eA0CTO00XKOCTU
nmnanTia & MMROMmCLEt / [COH3WMTB] j |ASSAY DILUENT |

P

MPEAYNMPEXAEHVE CofAepXnT METUIN30TUA30/I0HbI.

H317 MoXeT BbI3blBaTb as/iepruyeckyto
KOXHYI0 peakuuio.

MpepoTepalleHe

P281 M36eraTb BAbIXaHUA TymaHa/napos/
asposonei.

pP272 He BbIHOCUTL 3arps3HeHHY0 ofexay C
pabouero mecra.

P280 Monb3oBaTtbCa 3alUTHBEIMKU NepyaTkamu/
3alMUTHOI ofexoii/cpeAcTBamm 3aLUThl
rnas.

PearnpomHune

P30rTP36r NPV MONAOAHUM HA KC»KY; MpombITh
60/1bLIMM KONNYECTBOM BOABI.

P833TP313 Mpun pasgpaxeHuy KOXu Uan nosasneHun
cbinn: O6paTUTLCS K BpaYy.

P3B2up3B84 CHITb 3arpsisHeHHy0 ofexay u
BbICTVPaTb ee nepe/ UCMo/ib30BaHNeM.

Yranvzaumsi

P01

YTUnuaupyite cofepxmnmoe/KoHTEUHEP B
COOTBETCTBUM C CAHUTAPHBLIMU HOPMaMU
P® (CaHlNuH 2.1.7.2790-10 ot 09.12.2010).

Cresytolyie NPeaynpexneHns 1 Mepbl NPejoCcTOPOXHOCTH
OTHoOT k- [m © BKN OLLLEKA

se
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NPEAYNPEXOEHWE Copepxut
[ON3ATUNEHTPUAMUHNEHTAYXCYCHYO

KUCNOTY U asng Hatpus.

H361 MpeanonoxuTenbHO MOXET HaHecTn
yuiep6 NAofOBUTOCTU WU HBPCMLLEHHOMY
peb6eHky.

H31s* BbI3biBaeT f1erkoe pasfpaxeHne Koxu.

EUHO032 Mpu KOHTaKTe ¢ kucnotamu obpasyeTcs
BbIOOKOTOKCWYHBIIA ras.

MpepoTepalyeHne

P201 Mepea MCNoL30BaHNEM THO/TYUUTL
crneuunanbHble MHCTPYKLNK.

P280 Monb3oBaTbCA 3aWMTHLIMU NepyaTkamu/
3alMTHOI ofexaoi/cpecTBamMn 3awuThbl
rnas.

PearnpomHune

P308+P313 B C/IYYAE Bo3aelicTBus nam
o6ecnokoeHHoCTU: O6paTUTLCS K Bpayy.

P332+P313* Mpun pasgpaxeHnun KOXn uav nosisNeHumn
cbinu. O6paTnUTbCs K Bpauy.

YTtunusal(iia

P501

YTunusupyiite cogepxvumoe/koHTeliHep B
COOTBETCTBUW C CAHUTAPHbIMWU HOPMaMU
P® (CaHlNuH 2.1.7.2790-10 o1 09.12.2010).

* Ha npumeHnmo Ha Tepputopumn feiicteus PernamenTta EC

N9 1272/2008 (CLP) nnn CtaHoapTta onoselyeHns 06 onacHocTh
YnpaBnenus CLUA no o>haHB Tpyaa 1 NPOMBbILLEHHOW rMrneHe
(OSHA) 29CFR 1910.12t0 (HCS) 2012.

MacnopTta 6e30nNacHOCTM AOCTYMNHbI Ha caiite
www.abbottdlagno8tics.com nnan y mecTHoro npeacrasuTens.
Mofpo6Hyo MHOPMaLMIo 0 HEO6X0ANMBIX Mepax
npeAoCTOPOXHOCTM NpU paboTe C aHa/M3aTopoM CM. e
PykoBoacTee no skcnnyatauuu Alinity cl>serie& Pasgen 6,
O6palyeHune c peareHTamu

NPUMEYAHUE: fin3aiin chnakoHoB koHblorata Alinity | Estradioi
Conjugate n guntoenta Alinity i Estradiol Assay Dikjent He
npejgycMaTtpuBaeT Hasimume Kpblllek.

« [ocne nonyyenns Habopa pacnonoxuTe HEBCKPbITYIO KOPOGKY
3€e/1eHO N0N0COoi CBEPXY U akKypaTHO nepeBepHUTe K cebe
n oT ceb6s (Ha 180 rpagycos} 5 pas, 3aTeM pacnonoxuTe
KOpPOGKY 3€/1eHO Nonocoli CHU3Y N CHOBa NepeBepHuTe
K cebe n ot cebs (Ha 180 rpagycos) 5 pa3. B pe3synbtate
XUAKOCTb 6yeT paBHOMEPHO pacnpefenieHa no BHyTpeHHel
NOBEPXHOCTU (PNIaKOHOB, HAXOAALWMXCA BHYTPU kapTpuaxa. Mpn
TPaHCMNOPTNPOBKE PEareHTOB MUKPOYACTULbI MOTYT OCeCTb Ha
MeMGpaHy KpbILIKM peareHTa.

MocTaBbTe OTMETKY Ha yNakoBKe peareHTta, 03HauyaloLlyto,
4TO OHa Gblia NepeBepHyTa B COOTBETCTBUN C
VHCTPYKLMSMA.

« [ocne nepemelinBaHus 1 nepej UCNosb30BaHNEM OCTaBbTe
KapTpuaX peareHTa Ha 8 4acoB B BEPTUKASIbHOM MOJIOXEHUN A0
MCYE3HOBEHNS Ny3bIPbKOB, KOTOPbIE MOFIM 06pa3oBaThbCca Npu
nepemeLLMBaHNN.

* Ecnn kapTpuax pearekTs ONPOKUHY/CS, NPpUBeAUTE ero
B BepTMKa/IbHOe MOJIoXeHMe u ocTaBbTe Ha 1 yac fo
MCYE3HOBEHNSA My3bIPbKOB, KOTOPbIE MOFIM 06pa3oBaThCs.

*  PeareHTbl noaBepxeHbl (HOPMUPOBAHWIO NMeHbl U My3bIPbKOB.
My3blpbk/ B peareHTe MOryT nomeLuatb onpejeneHnks
YPOBIbl peareHTa a kapTpuake v Npu3ecT K HeJ0CTaTOYHO
acnupauuu peareHTa, KoTopas MOXeT 3HAUYUTEesIbHO BANSATL Ha
npaBubHOCTb Pe3ybTaToB.

Moapo6Hyto nHopmaumio 06 obpalleHun ¢ peareHTamMmun npu

pa6oTe ¢ aHa/sM3aTopom CM. B PyKOBOACTBE MO akcnayaTtauuu

Alinity ci-series, Pasgen 7.



XpaHeHne peareHToB

JonanHITenbHble
MNHCTPYKLMIA no
»pH«1l KpaHamMu»  XpaHeHuto

Twinepeiypa MakcuKm/IbHOC
»Pelin

HeBCKpbITHIN 2 * 6'C
KapTpunA

[0 oKOHYaHusA
CpopLU rOAHOCTU

XpaHute B
BEPTUKANbHOM
NosIOXKEHUN.

Ecnun kaptpuax
XpaHuncs He
BepTvKa/lbHo.
akKypaTHO
nepeBepHuUTe
KkapTpuax 10

pas u nepeg
1Cnosb30BaHNeM
ocTaBbTe Ha 8 4acos
B BEPTUKa/IbHOM
NOMIOXEHNN.

Ha 6opTy Temnepatypa 30 gHeli
B cUcTeMe

BCKpbIThIl 2« 8C
KapTpuax

[l0 OKOHYaHWi
CpoKa roHoCTU

XpaHute B
BEPTUKANbHOM
NOJSIOXEHUN.

Ecnn kapTpugx
)baHNeLs He
BepTUKaNbHA
yTunusnpyiite
KapTpUaX.

He ucnonbayiite
NOBTOPHO
KPbILWKW peareHTa
13roToBUTENS!

U 3aMeHsieMble
KpbILLKN

BBUAY pUcka
KOHTaMuHaumu

1 BO3MOXHOCTU
HapyLueHus pa6oumnx
XapaKkTepucTuk
peareHTa.

PeareHTbl MOXHO XpaHWUTb Kak Ha GOPTY CUCTEMbI, Tak U BHE

ee. Mocne n3BneyeHnss peareHToOB U3 CUCTEMbI XpaHWUTE WX B
BepTHKASIbHOM MOMIOXKEHUN C HAZETHIMU HOBbIMY 3aMeHsieMbIMU
KpbilKaMy npu Temnepartype 2 - B'C. PeareHTbl, xpaHsLmecs

BHE CMCTEMbI, PEKOMeHAYeTCs XpaHuTb B habpuuHbIX 10TKax v
ynakoBKkax A ob6ecneyeHnsi BepTUKa/IbHOTO NOJSIOXEHUS.
Moapo6Hyo MHGOPMALWIO O BbIrPy3Ke peareHToB U3 CUCTEMbl CM. B
PykoBogcTtse no akcnnyatauum Alinliy ci-serles. Pasgen 5.

Moka3aTtenn nopyu peareHTos

Ownbka KanMbpoBKM MW BbIXO 3HAYEHNA KOHTPONA 3a npejesb
fAvanasoHa JonyCTUMbIX 3Ha4eHUl MOXeT CBUEeTeNIbCTBOBATbL O
nopye pearektoa. Pe3ynbTaTbl COOTBETCTBYIOLNX TECTOB CrefyeT
cuuTaTh HeBepHbIMU, 06pasLibl JOMXHbI GblTb MPOTECTUPOBAHbI
NoBTOPHO. MoXeT noTpe6oBaTLCA NOBTOPHAas Kannbposka TecTa.
WHdopmaumio 06 ycTpaHeHUn HeucnpaBHoCTell cM. B PykoBoacTee
no akcnnyatauum Aliniry cHBenea. Pasgen 0.

I n POLUEAYPA PABOTbl HA AHAJIUSATOPE
PactBop Tpurrepa (AHnity THager Solution) moXXeT xpaHuTbCa
Ha 60pTy He 6onee 10 AHell Nnocne yCTaHOBKW peareHTte npu
nposegeHun Tecta AUnlty i Estredlol. Cuctema aBTomatmyecku
oTCnexunBaeT CTabUNbLHOCTbL pacTBopa Tpurrepa Ha 60pTy B
3aMeHsieMoM (h/lakoHe 1 e pesepByape.

NMPUMEYAHWE: Ecnn cpok cTabunbHOCTM Ha 60pTy pacTeopa
Tpurrepa UcTek, BbINOJIHUTE npoueaypy "Yrunusaymsa
cofepxXumoro pesepayapoB pabounx pacteopos (I-series)"”, cm.
Pasgen 10 PykoBogcTBa Mo akcnayatauum.
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Heo6xoanmo yctaHoBuTb haiin Tecta Allnity | Estradiol nepeg
nposefieHneM TecTta Ha aHanusatope Alinity i.

Moapo6Hyt nHhopmaumio 06 yctaHoBKe chaline TocTa, NpocMoTpe
1 peflaKTMpOBaHUM NapameTpoB aHann3a cM. B PyKkoBoAcTBe No
akcnnyaTauuu Alinity cl-senes. Pasgen 2.

MHbopmauuio 0 BbiBOJe Ha NevaTb NapamMeTpoB aHaan3a CM. B
PykoBogcTee no akcnnyatauum Alinity cneeries. Pasgen 5.
Mopapo6Hoe onucaHue npouegyp paboTbl C CUCTEMOV CM. B
PykoBoacTBe no akcnnyatauum Alinity ci-serles.

AnbTepHaTUBHbIE eANHULbI N3MEPEHNA pe3y/ibTata

[ina Bbi6opa anbTePHATUBHON €MHNLbI N3MEeHUTE napameTp TecTa
'EAVHALBI U3MepeHus*,

thopmyna nepecueta:

(KoHUeHTpauma B CTaHAapTHbIX eAnHULax U3MepeHus pesynbTara)
X (chaktop nepecyeta) m (KOHUEHTPaLWA B abTEPHATUBHbIX
eIVHNLAax U3MepeHns pesynbrara)

CraHgapTHble AnbTepHaTuBHbIE
eanHn1l n3mepeHus eIMHULbI N3MepeHus
pesynbTata chakTop nepecyeta pesynbTarte
pg/mL 3.87 pmol/L

0.00387 nmol/L

| csorP OBPA3UA N NMOATOTOBKA K AHANTN3Y
IVinbi o6pasyos

MepeuncneHHble HUXE TUNbl 06pa3LoB GblIN BEPUGULMPOBaHbI HA
NPUrofHOCTb K UCMOJIb30BaHMIO B flaHHOM TecTe.
Apyrve Tunbl 06pasLoB 1 NPobupok Ana c6opa 0bpasLoB He Gblan
BepuUULMpPOBaHbl HA NPUrOAHOCTb K UCMO/Ib30BaHUIO € JaHHOM
TecTe.

Tunbl 06pasLos Mpo6upkn O/U c6opa 06pasLos

CbIBOpPOTKa KpOBU CbIBOpPOTKa KpPOBYU
CbIBOpPOTKa KpOBYU C
pasgenuTenbHbIM renem
Mnasma Kposu MuTwnit renapuH
Mnasma Kposu ¢
pasgenuTenbHbIM renem

Kanvesas conb EOTA

* Pa6ouve xapakTepuCTUKu TeCTa He YCTAHOBNEHbI ANsA C/yYyaeB
nccnefoBaHna 06pasLoB TPYNHOW KPOBU UK NOGbIX XuAKocTel
opraHvu3mMa, KpoMe CblIBOPOTKW WM Naa3Mbl KPOBW YesoBeka.

* [lns aHanusatopa He npefycMoTpeHa onuus BepudukaLmum
TUNOB Ucnonb3yembix 06pasLoB. B o6s3aHHOCTU onepaTtopa
CUCTeMbl BXOAUT NpoBepka NpaBuibHOCTU YKa3aHWsi TUMOB
06pasLLoB, UCNOMb3yeMbIX B TecTe.

CocTosiHMe o6pasLoB

¢ He ucnonbayiite:
- 06paslbl, NHaKTUBNPOBAaHHbIE HarpeBaHVem
- o6pasubl C ABHOW MUKPOGHOW KOKramuHauusi

*  YT06bl NOMY4nTb NpaBuJIbHbIE pe3ynbTaTbl, 06pasLbl
CbIBOPOTKM W Nna3mbl KPOBW CleayeT OTAennTb oT mbpuHa,
3pUTPOLIMTOB 1 APYrUX TBEPAbIX YacTul,. O6pasibl CbiIBOPOTKM
KPOBW MaUMEHTOB, NOMyYaWMNX aKTXKOAryIALNOHHY0 UK
TPOMBONNTUYECKYIO TEpPanuio, MOryT cofepxatb rbpuH B
pe3ynbTate He3akoHYEHHOro 0Gpa3oBaHNs CrycTKOB.

* PekomeHfyeTcs Ucnosib30BaHWe O[HOPA30BbIX NMNETOK
1 HaKOHEYHWKOB [/ NUNETOK A/ NpefoTBpalLeHns
nepekpecTHoOl KOHTaMUHaLuK.

MoaroTtoBka K aHanusy

* CnepyiTe MHCTPYKLMAM M3roToBUTENS Npo6Mpok Ans céopa
o6pasyoBs. Mpy NoaroToBke 06pasLoB K TECTUPOBaHNIO
rpaBNTaLMOHHOIO pasfefieHns HefoCTaTouHo,

* OG6pasLbl He AOMKHbI COAepPXaTb My3blpbKOB BO3AyXa.
Ypanute ny3bipbkn annavMkaTopoM [0 Havana TecTupoBaHus,

Mcnonb3yiiTe HOBbIN annamkatop Ans Kaxaoro o6pasua, 4To6bl
n36exarb NepekpecTHol KoHTaMuHaLmu.



[ NoNyYeHns CornacoBaHHbIX pe3ynbTaToB pekoMeHAyeTcs
npoBOAUTL NMOBTOPHOE LieKTpudyLupoBaHme o6pasLos nepes
TecTUpoBaHveM, ecnu

*  OHW cogepxaT UOPUH, SPUTPOLUTLI UKN Apyrue TBepable
yacTuupl.

NPUMEYAHUE: Ecnun o6pasubl cogepxart pubpuH apuTpoLmThl

W Apyrue TBepAple YacTulbl, NepemMellaiite nx Ha BopTekce Ha

HW3KOV CKOPOCTU WM aKKypaTHO nepeBepHyB nepe/ NOBTOPHbLIM

LieHTpudhyrmpoBaHuem.

MogroToBbTe 3aMOPOXEHHbIE 06pa3sLbl creaylLwnii 0*asom:

* [lepep nepemMellunBaHMEM 3aMOPOXEHHbIE 06pas3Lbl HE06X0AVMO
NOJIHOCTBIO Pa3MOPO3UTb.

« TuwartenbHo nepemMeluaiTe pasmMopoxeHHble o6pasLbl Ha
BOPTEKCE Ha HW3KOW CKOPOCTW UM akKypaTHO nepeBepHyB
npoGupKu.

* BusyanbHo nposepbTe o6pasubl. Ecin Habnogaetcs
paccnoexne unu cTpatucdmkauus, NoBTopsiiTe nepemellBaHme
[10 Tex nop, noka o6pasLibl He CTaHyT BU3yaslbHO OfHOPOAHbLIMU.

* HepoctaTouyHoe nepemMelunMBaHue 06pa3L0B MOXeT NPpUBECTM K
NONYYEHUI0 HETOUHbIX Pe3y/bTaToB.

* PekomeHAyeTcs NpoBOAWNTL NOBTOPHOE LieHTpUChyrupoBaHue
o6pasLos.

MoBTOpHOE LEeHTpudyrnposaHne ob6pasLos

* TomecTute 06pasLbl B LEHTPUDYXHbIE MPOBUPKU 1
LeHTpudyrupyiite.

« [Ins TecTMpoOBaHNs NOMeCTUTe OYMLLEeHHbI obpasel, a
Yalueuyky Ans o6pasLoB Uiy BTOpUYHYt0 Npo6upky. Ecnv nocne
LeHTpudyrnposanua a obpastie nNpucyTCTByeT NMNUAHBIA CNONA,
nepeHecuTe TOMbKO OYULLEHHbIV 06pa3el, 6e3 NnMnemMmnyeckoro
maTtepuana.

XpaHeHue o6pasyoB

MakcumansHoe

Bpems CneuunanbHble
Tun o6pasue Temnepatypa XpaHeHus VHCTPYKL Y
CblBOpOTKa/ 2'6'C 7 pHen Ecnun
nnasma Kposu TecTupoBaHue

oTknagbiBaeTcs
6onee yem Ha 24
yaca, oTgenute
CbIBOPOTKY W/n
nnasmy Kposwu

OT CryCTKOB,
pasgenuTensbHoro
rens uam
3pUTPOLUTOB

N XpaHute npu
Temneparype

2 -8C.

Ecnu TecTupoBaHue oTknagbiBaetcs 6onee Yem Ha 7 fHell, o6pasLibl
cneflyeT 3aMOpO3nUTb W XpaHUTb Npu Temnepatype -20°C wm
HUXe.'*

M36eraiiTe MHOTOKpa'LUbIX LUK/I0B 3aMOPO3KI/pasMopo3Ku.

TpaHcnopTupoBka o6pa3LoB

YnakoBbiBaliTe v Mapkupyite o6pasibl a COOTBETCTBUM C
rocyAapcTBeHHbIMM, hefepasibHbIMU U MEeXAyHapOoAHbLIMN
Tpe6oBaHMAMM NO TPAHCMOPTUPOBKE KIMHUYECKUX 06pasLoB 1
VHEKLVOHHBIX BELLECTB.

Inrouepyra

MpepocTtaBnsemble Matepuarnbl
07P50 3cTpagnon Pearenthbl (Alinity i Estradiol Reagent Kit)

Heo6xoanMble, HO He NpeAocTaBisieMble MaTepuanbl

+ Alinity i Estradiol chaiin Tecta

+« 07P5001 3Sctpaguon Kanubpatopsl (Alinity | Estradiol
Calibrators)
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* 07P5010 3cTpaguon KoHTponbHble matepuans! (Aiinlty | E$trad>ol
Controls] unu gpyrne kommepyeckune KOHTPOM

e 07PS040 3ctpagmon PyuHoii AuntoeHT {AHntty | Estradiol Manual
Diluent Kit)

« Pactsop Tpurrepa (Alinity Trigger Solution)

« Pactsop nps-Tpurrepa (Alinity Pre-Trigger Solution)

e 17UEeHTPMPOBAaHHbLIN NpombiBatoWwuii 6ycep (Alinity i-series
Concentrated VtbslIr Buffer)

NHdopmauuio 0 maTepuanax, HE06XoAUMbIX 418 paboThl

aHanusatopa, cM. B PykoBoacTBe no akcnayaTauuu Alinity ci-series,

Pasgen r

WHopmaumio o matepranax, He06XoAUMbIX A1 npoueayp

TEXHUYECKOro 06CNyXnBaHusa, CM. a PyKOBOACTBE MO 3Kcnyatauuu

Alinity ci-series, Pasgen 9.

Mpoueaypa aHanusa

PacTtBop Tpurrepa (Alinity THgger Solution) MOAeT XxpaHUTbLCA

Ha 60pTy He 6onee 10 gHem nocre yCTaHOBKW peareHTa npu

npoBegeHnn TecTa Alinity 1Estradiol. Cuctema aBToMaTuyecku

oTCNBKMBaeT CTabU/IbHOCTL pacTBopa Tpurrepa Ha 6opTy B

3ameHsieMoM hnakoHe u e pesepByape.

nPMMD4AHHE: Ecnn cpok cTabunbHOCTU Ha 60pTy pacTBopa

Tpurrepa UCTekK, BbINOJSIHUTE Npoueaypy "YTunusaums

cofepX1UMOro pesepsyapoB pabounx pactsopos (1-serlea)”, cm.

Pasgen 10 PykoBoacTBa ro aKcnsyarayum.

Moapo6Hoe onucaHue npoueaypbl NPoBeAeHUs TecTa CM. B

PykoBogcTtae no akcnnyatauuu Alinity cl-serles. Pasgen 5.

*  VHbopmaumo 06 obecneyeHnn AOCTaTOHHOrO ob6bema obpasua
nayueHTa npu NCNoNb30BaHWN NEPBUYHBIX UAWN aNIMKBOTHbIX
npo6upok cm. B PykoBogcTtee no akcnnyatayuu Alinity cl-serles.
Paszgen 4.

e YT06bl MMHMMMN3NPOBATL APEKTLI CNapeHus, nepes
npoBefieHMeM TecTa y6elTTech, 4To a vyaleyke Ans o6pasLos
NPUCYTCTBYET [OCTATOUHbI 06bem obpasua.

* MakcumanbHoe Y CcT N0BT(">0B U3 OAHOI Yalleyku Ans
o6pasua; 9

MpropuTeTHble 06pasLbl:

O6bem obpasua ana nposefeHus nepsoro Tecta: 200 pL
> 0O6bem

o6pasua ans npoBeaeHust Kaxzoro
[ONONHUTENBHOTO TECTa U3 OAHON Yalleykn ana obpasua:
150 ul
S3 yacoBs B cucTeme ynpasneHus obpasuamu u
pesrektamu:

*« O6bem o6pasua gna nposefeHns nepsoro Tecta: 200 pL
« O6bem o6pasua ons nposefeHuns Kaxaoro
[l0NOJTHUTENIBHOTO TeCTa U3 OHOI Yalleykn 415 o6pasua;
150 pL
- >3 4acoB B cUCTeMe ynpaB/ieHns o6pasuamu u
peareHTamu:
« T6BOYyeTCs cBEXas anukBoTa obpasua.

*  WHcopmauuio 0 NoAroToBKe 1 NCMOMb30BAHWUN KasiMbGpaTopos
1 KOHTPO/IBIA CM. B MHCTPYKLMM NO NPUMeEHEHMo K IcTpaamon
Kanu6patopam (Alinity | Estradiol Calibrators) n B uHcTpykuuu
no NpuMeHeHWo k 3cTpaanon KOHTPONbHbIM MaTepuanam
(Alinity i Estradiol Controls).

*  VHcopmauuio 06 06LmMx onepauroHHbIX npoueaypax cm. B
PykoBogcTte no akcnnyatauuu Alinity ci-series, P3gen 5.

e 1N AOCTUXEHUA ONTUMasIbHBIX Pabounx xapakTepucTuk
BaXHO C/lefoBaTh CTaHAapTHbIM NpoLeaypam TeXHUYeCKoro
06CNyXNBaHNSA B COOTBETCTBUM C PyKOoBOACTBOM MO
akcnnyaTtauum Alinity ci-senes. Pasgen 9. Ecnu npasuna pa6otbl
B Balleli nabopaTopuu TpebytoT 60/1€B HACTOrO TEXHUYECKOTO
o6CcnyxuBaHus, cnepyiite NPUHATON NpakTuke.



Mpouenypbl pa3BegeHns o6pasyos

O6pa3sLpbl Co 3HaYeHnem actpagunona 6onee 1000 pg/mL

(3670 pmo(/L) nomeuatoTcsa kogom '> 1000 pg/mL' (> 3670 pmol/L)
1 MOTyT 6bITb pa3BefieHbl C UCMOb30BaAHNEM MPOTOKONA
aBTOMaTWYeCKOro pasBefeHus uav npoueaypbl pyyHOro
pasBefeHus.

MpoTOKON aBTOMATUYECKOro pa3BeAeHns

Cuctema pas3BoauT o6pasel, B nponopuuun 1:5 n aBTomaTnyeckn
paccunTbiBaeT 3HaYeHUe KOHLeHTpaLuumn, yMHoXas pesynbtaT Ha
COOTBETCTBYIOLW NI hakTop pasBeaeHus.

Ecnu nocne npvmMeHeHUs NpoToKosia aBTOMAaTUYECKOro pasBeeHust
3HayeHue KoHLUeHTpauumn obpasya > 5000 pg/mL

(> 18 350 pmol/L), pa3Bogute o6pasew, B nponopuun 1:10 n
TecTupyiTe ¢ Ucnosb3oBaHMeM npouleaypbl PyYHOTO pasBefeHus.
Mpoueaypa py4yHOro pasefeHus

PekomeHayemoe passefenue: 1:10

[o6asbTe 20 o6pasua k 180 pL 3ctpaguon PyyHoro [uneHTa
(Alinity i Estradiol Manual Diluent Kit).

OnepaTop A0/MKEH BBECTW (hakTop pa3BefeHusi B aKpaHbl

3akasa nayueHTa uam KoHTposnsi. Cuctema 6yaeT ucnosnb3oBatb
[aHHbIf hakTop pasBefeHus 41 aBTOMaTUYeCcKoro pacyeTta
KOHUeHTpaLun obpasua u coobleHns pesynbtata. PesynbTar fo
npMMeHeHus haktopa pa3BefeHus L0NXeH cocTaBnsaTe > 100 pg/mL
(367 pmoliL).

Ecnu onepatop He BBen hakTop pa3BefeHuns, Heo6xoa1MMo
YMHOXWTb pe3yfbTaT Ha COOTBETCTBYHOLMIA hakTop passegeHus
[0 coobuieHnsa pesynbtata. ECan KOHUEHTPOUMA pasBeseHHoro
o6pasua MeHbwe 100 pg/mL (367 pmol/L), He coobLaiiTe aTOT
pesynbTat. MoBTOpUTE TECT, UCMOMbL3Ysi NPaBU/IbHOE pa3BefeHue.
Mo£uto6HY0 MHhopMaLMio 0 3aka3e pa3BefeHwii cM. B PykoBoAcTBe
no akcnnyataumu ~Uiniiy ci-eerieB, Pasgen 5.

Kann6poska

MIHCTPYKLMM O NpOBefeHNN KannGpoBku CM. B PykoBOACTBE HO

akcnnyaTtauum Alinity ci-series, Pasgen 5.

[na oueHKn kannbpoBku TecTa HEO6XOAMMO NPOTECTMPOBATL ace

KOHTPON.

Mocne NPUHATUA U COXpaHeHWs pe3y/bTaToB KanMGpoBKM TecTa Bce

nocnepytouine o6pasLbl MOXHO TecTupoBaThb 6e3 npeaBapUTenbHOi

KanMbpoBKM, KPOME Tex Ciyyaes, Korga:

¢ Mcnonb3yeTca Habop peareHTOB C HOBbIM HOMEPOM Cepuu.

*  PesynbTaTbl eXe[HEBHOI NpoLeaypbl KOHTPONA KayecTsa
HaxofsATCA BHE CTATUCTUYECKM 0GOCHOBAHHOTO Mana3oHa
KOHTPONA KayecTsa, UCMOJb3YEMOrO [/11 MOHUTOPUHIA 1
KOHTPO/IA pabounx xapakTepucTuK CUCTEMbI, KaK yka3aHo B
pasgene "lMpoueaypbl KOHTPONS KayecTBa' fAHHON MHCTPYKL MK
N0 NPVMEHEHNIO K peareHTy.

Ecnu cTaTMCTMYeCKn 060CHOBAHHBIN AnanasoH 3HaveHuit
KOHTPOSISt HeOCTYNeH, TO Nepuoj Mexay KannbpoBkamu He
LO/MKeH npesblwaTb 30 AHei.

MoxeT noTpe6oBaTbCA NOBTOPHAA KanmbpoBka Tecta nocne

npoueaypbl TEXHUYECKOTO 06CYXNBAHUA OCHOBHbIX YacTeli

CUCTEMbl UMW ee KOMMOHEHTOB WX MOC/e NPOBEAEHNS CEPBUCHBIX

npoueayp.

Mpoueaypbl KOHTPONS KayecTBa

PekomeHgyemMble Tpe6oBaHNA NO KOHTPO/IO kadecTBa TecTta Alinity 1

Estradiol 3aknioualoTca B TECTUPOBAHUM NO OAHOMY KOHTPOJIO BCEX

YPOBHeiA kax/ble 24 yaca, TO eCTb Kaxzible CyTKu 3KCnyatauuu.

[ononHuTEeNbHbIE KOHTPONW CrefyeT TeCTMPOBaTh B COOTBETCTBUN

C MECTHbIMW, FOCYAapCTBEHHbIMU /MK heaepasibHbIMKU 3aKoHamu

VAN akkpeauTauMoHHbIMK ‘heboBaHUHMY U NONUTUKON KOHTpONS

KayecTBa Balleil naboparTopuu.

[ns nonyyeHus ctatucTuueckn o60CHOBAHHOIO AuanasoHa

KOHTPOSIs kaxpaas naGopaTopusi fo/HKHA ycTaHaBNMBaTb

COGCTBEHHbIE LiefIeBble 3HAYEeHUst KOHLeHTpauuii 1 AnanasoH

KOHLLEHTpaLWii ANA HOBbIX CEPUIi KOHTPOel Ha KaX/4oM KANHUYeCKn

3HAYMMOM YpOBHe KOHLeHTchauun. B xoae nccnepoBaHns
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npoaow”Tca He MeHee 20 NOBTOPOB Ha MPOTSHKEHUN HECKO/IbKUX

(3 - 5) gHeli ¢ fganbHeWwWnM onpefeneHnem 0Xnaaemoro cpefHero

(ueneBoro) 3HauyeHus N BapnabenbHOCTU CPefHUX 3HaYeHN!

(avanasoHa) B nabopaTopvMn Ha OCHOBE MOJyYEHHbIX Pe3y/bTaToB.

YT106bl NONTyunNTb penpeseHTaTBHbIE AaHHble 414 fanbHelwei

paboTbl cMCTEMbI, B JaHHOe uccnefjoBaHne Heo6XoANMO BKIOUUTL

BO3MOXHbl€ NPUYNHBI BapnabenbHOCTH:

¢ Heckonbko coxpaHeHHbIX KanmbpoBok

* PasHble cepun peareHToB

* PasHble cepun kanmbpatopos

¢ PasHble aHanuMTu4yeckue mMoaynu (ecnnM NPUMeEHNMO)

* PesynbTathl, Noslyyaemble B pasHoe Bpems CyTOK

MHhopmaLmio unu obuime pekoMeHgaun no KOHTPOosI KadecTsa

CM. B ONy6/IMKOBAHHbIX PYKOBOACTBAX, Hanp., B fokyMmeHTe C24-A3

WHCTUTYTa KAMHUYeCKnX 1 nabopatopHbix ctaHgaptos (CLSI) wam B

ApYrux ony6nnMkoBaHHbIX PyKOBOACTBaX.™

* Ecnu npouegypbl Baleii nabopatopun TpebyroT 60/1C0 YacToro
MOHUTOPUHIa KOHTPONA KauecTsa, crnejyiiTe NPUHATON NpakTuke.

* Ecnu pesynbTaTbl KOHTPONSA Ka4ecTBa He COOTBETCTBYIOT
MPUHATLIM KPUTEPUSAM, YCTaHOB/IEHHbIM Balleil nabopaTtopueil,
3Ha4YeHNs Pe3yNbTaToB TeCTUPOBaHUA 06pas3L0B OT NaLueHToB
MOTYT 6bITb COMHUTENbHBIMU. CneayiiTe NPUHATLIM Ballei
nabopatopueil npoueaypam KOHTpons kavyectsa. MoxeT
notpe6oBaTbCcsA NOBTOPHAsA kasmbposka. MHgopmatmio
06 ycTpaHeHun HeucnpasHocTeli cM. B PykoBoAcTBe no
akcnnyaTtauumn Alinity ci-seriee, Pasgen 10.

« T[locne 3arpy3ku B CUCTEMY HOBOW Cepun peareHta wam
KanmépaTtopa nposepbTe pe3ynbTaTbl KOHTPONA KayecTsa U
KpUTEPUN NPUEMIEMOCTH.

Mcnonb3oBaHne KOMMepPYeCKNX KOHTpOoneli JOKHO NPOBOANTLCA B

COOTBETCTBUM C PYKOBO/ACTBAMW W PEKOMEHAALMUAMMU N3rOTOBUTENSA

KOHTPO/IAI. [lnanasoHbl 3HAYEHWIi KOHLEHTPaLWii, ykasaHHble B

VNHCTPYKLWN NO NPUMEHEHNIO K KOHTPO/IO, HOCAT UCKIOUYNTENbHO

pekomeHfaTenbHbIA xapakTtep.

Mpn ncnonb3oBaHMK MO6Oro KOHTPONLHOTO MaTepuana naéoparopms

[l0/KHa y6euTbCs, YTO MaTPUKC KOHTPO/IbHOTO MaTepuana

NpuUrofeH Ana UCnosnb3oBaHns B TeCcTe B COOTAETCTBUM C

VHCTPYKUMEN N0 NPUMEHEHWIO K TeCTy,

PekoMBHABLMM MO Npoueaype KOHTPONS kayecTBa

PekomeHgaumu no npoueaypam KOHTPO/IA KayecTsa nabopaTtopuu

cm, B "Basic OC Pradices", Jamas O Wastgard, Ph.D."*

MoAaTBEPXAEHNE 3aAB/IEHHbIX XapakTepUCTUK Tecta

MpoToKONbI ANA NOATBEPXAEHUA 3aSAB/IEHHLIX B UHCTPYKLUN

no NPUMEHEHUI0 XapakTepuCTuK Tecta cM. a PykoBojcTae

no akcnnyatauum Winity ci-series. Pasgen “MogTeepxaeHve

3asB/IEHHbIX XapaKTepucTuk Tecta’.

BrPE3ynbTATHI

Pacuet

TecT Alinity | Estradiol ncnonb3yeTt yeTblpexnapameTpuyeckuii
NOrNCTUYECKNiA MeTog annpokcumaumm kpusoii (4PLC,
Y-B3BELBHHAA KpUBas) ANA NONyYeHUs KanubpoBOYHON KpWBOW ©
pes3y/nbTaTos.

MHbopmaumio 06 anbTepHATUBHBIX eANHULAX N3MepeHus
pesynbTatos Tecta cM. B pasgene MNPOLIEAYPA PABOThI

htA AHAJI3ATOPE, "AnbTepHaTVBHblE eANHNLbI U3MEPEHNSA
pesynbTaToB" fAaHHOW WHCTPYKLMUN MO NMPUMEHEHWUIO.

dnaru
Pe3synbTaTbl HEKOTOPBLIX TECTOB MOTYT CONPOBOXAATHCA
HchopmMauveld B none "®narn”, OnucaHue cnaros, KOTOpblE MOTYT

nosiBNIATLCA B 3TOM nosie, CM. B PykoBOACTBE MO 3Kcnyatauum
Alinity ci-series. Pasgen 5.

WNHTepBan nsmepeHus
WHTepBan n3mepeHusi onpeaensietca kak gnanasoH 3HayeHuin B
pg/mL (pmol/L), KoTopbIii COOTBETCTBYET rpaHuLaM NpueMaeMbix

paboumnx xapakTepucTuk 4asi IMHEeRHOCTH, BOCNPOM3BOANMOCTN 1
OTK/IOHEHUS.



WHTepBan nsmepexus tecta Alinity i Estradiol coctaBnseT 24 -
1000 pg/rnL (88 « 3670 pmol/L).

I OFrPAHUYEHMWA NPOLUEAYPbI

* PesynbTaThl TecTa cnegyeT UHT A peTNPOBaTb B COBOKYMHOCTM
C APYTVIMU Ja@HHbIMU, Hanp., CUMATOMamu, pesynbTaTamu Apyrux
TECTOB W K/IMHUYECKUMI NPOSIBNEHNUSMMU.

* Ecnu pesynbTaTbl TecTa Ha 3CTpaAnon He COOTBETCTBYIOT
K/TMHUYECKON KapTUHe, PeKoMeHayeTCcs NpoBOAUTbL
[0NO/THNTENTbHOe TECTUPOBaHUe LW A NOATBEPXAEHNS
pe3y/bTaTos.

» TleTepochu/ibHble aHTUTENa CbIBOPOTKM Kpoaun yenosBeka MoryT
BCTYNaTb B peakLuio C MMMYHOr/I06y/IMHaMN peareHTa, nckaxas
pe3ynbTaThl MMybloakanusa In Vitro. MauneHTsl, Haxoasawmecs
B NMPVBbIYHOM KOHTAKTe C XUBOTHbIMU /IGO0 C NpogyKTamu,
NONYHYEHHbIMU 13 CbIBOPOTTCU KPOBYW XUBOTHbIX, B 60/IbLUel
cTeneHn noasepxeHsl Nofo6HOK UHTepdepeHLun. PesynbTarsl
TECTMPOBaHNst NOA06HbLIX 06pa3LoB MOrYT eMOHCTPUPOBATL
aHOMasibHble 3Ha4YeHus. [N NoCTaHOBKW AMarHo3a MoxeT
noTpe6oBaTbCA AONOAHUTENbHAA UHopMauus. M

I OXWAOAEMbBIE BHAYEHWNA

[laHHOe nccnepoBaHue npoeogunock Ha cucteme AMCHIMECT i
System.

B flaHHOM pa3sfenie NpeAcTaB/eHbl JaHHble N0 Penpe3eHTaTUBHbLIM
pabounm xapakTepucTukam. PesynbTatbl, NoyYeHHbIE B OTAE/bHbIX
na6opaTopuax, MOryT OTAINYATLCA OT NPUBEAEHHbIX AAHHbIX.

Kaxpgoii nabopaTopui pekomeH/yeTca ycTamaanmsaTb CO6CTBEHHbIN
pedhepeHcubIil Anana3oH, OCHOBaHHBINM Ha cneuyudurke permoHa n
XapakTepucTukax nonynsauuu.

Oxunaaemble gnanasoHbl KOHLEeHTpauuii ana tecta ABCHITECT
Estradiol 66111 nonyyeHbl a pesynbTare uccneobaHns o6pasuos,
B3ATbIX Y 101 MyXUMHbI MYy 72 XEHLWWNH B NOCTMEHONay3e u ¢
HOPMaJIbHbIM MEHCTPYasibHbIM LMKIOM. [ NoMyyeHus ananasoHoB

KOHLEeHTpauuii Ans XeHWNH C HOPMasTbHbIM MEHCTPYaslbHbIM
Lumknom o6pasupbl Januch y 36 XEHLWMUH Ha NPOTSXEHNN BCETO
uumkna, Takum obpasom 6bio B3sTO 956 06pasyos. Pasnuuua B
NPOAO/MKUTENBHOCTU LUKNOB GbiNv BbipaBHEHbI NO AHIO O, Kak AHI
MakcrManbHOro nuka cekpeuuu /I (Takke AHIO NMka cekpeLunmn
®CT v fHI0 NUKa CeKpeLun acTpaamona Wan Ha AeHb Mo3sxe).
Ansa onpeaeneHus pedepeHCHbIX Anana3oHoB KOHLEeHTpauuii B
3aBUCMMOCTU OT cneundmnkn LUKNoB o6pasubl 6binn nogpasaeneHsbl
Ha honnunkynapHyto dasy, cepeauHy MEeHCTPYasibHOro uukna u
noTenHoByto hasy. PonnvkynspHas asa bblna onpegeneHa kak
nepuog ot 15 ao 2 gHeii (o1 -15 Ao -2) 4O Nnepuoja nuka cekpeunm
roHaZloTponuHa B cepeanHe umkna (AHu oT -1 go +1). JlloTemHoBas
¢hasza 6blna onpegeneHa kak nepuog ot *2 Ao +1S gHeii.'®

Bce LMKbl, NCNO/b30BaHHbIE [/ YCTAHOBNEHNUSA PedIePEHCHbIX
[Anana3oHoB. Bbln OBYNATOPHbIE.

PesynbTaTbl NpeacTaBfieHbl B TabnnLe Huxe.

3HaueKs* AoHLEHTpanuMm

KT|ua10n4
LieHTpanbHbI! 95% -
MegunaHa i guanasou
Monynauus Kan-10  (Pfl/m) (PO/mL)
YKeHLWHbI C HOPMa/TBHBIM MEHCTPYasTbHbT
LVIKIOM;
chonnmxynspHas chasa 365 54 21 -251
thasa cepeuHb! LKA 105 196 38 - 849
JiotevHoBas dhaza 466 99 21-312
JKeHLLyHbI B nocTmeHonay3e He B 3T 50 <10 <10-28
XKeHwTbl a noctmeHonayse u3 3rT* 22 28 <10-144
My>XUnHbl 101 23 11-44

3I'T - 3amecTuTeNIbHAA ropMoHasibHas Tepanus

* 1N N"22 ueHTpasbHbIi 95%-1 Aynna3oH Takoi xe. kak AnanasoH
OT MUHUMYMa A0 MakcuMmyma.

Mpocunb Tecta AHCHITECT Estradiol Bo Bpemsi HOpMasibHOrO MEeHCTpyasibHOrO Lukia
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I CNEUVN®UNYECKUNE PABOYUE
XAPAKTEPUCTUKMN

B [JaHHOM pasjesie npefcTas/ieHbl AaHHble N0 Penpe3eHTaTUBHbLIM

pa6oTe* xapakTepucTukam. Pe3ynbTaTbl, NOSYyYeHHbIE B OTAE/bHbIX

na6opartopusx, MOryT OT/IM4aTbCA OT NPUBEAEHHbIX AaHHbIX

Ha aHanusatope Allnity | u cucteme ARCHITECT | Sy"em

MCMO/b3YIOTCS OJHU W T€ XEe peareHTb. U COOTHOLeHus obpasua/

peareHTa.

Ecnn He yka3aHO MHOE, BCe MUCC/e[j0BaHNA NMPOBOANINCE Ha

aHanunsaTope Alinity L

Bocnpou3ssBoAanMOCTb

Bocnpon3BoAMMOCTb BHYTPU naéopaTopuu

Bblno npoBeaeHo uccnesoBaHue B COOTBETCTBUM C
pekomeHgaumsamu gokymeHta CLSI EP05-A2."* WUccneposaHue
nNpoBOAWIOCH C MUCNoJib3oBaHneMm 1 cepun 3ScTpagunon PeareHTos
(Allnity i Estradiol Reagent Kit), 1 cepun 3cTpaguon Kannbpatopos
(Allnity i Estradiol Calibrators) n 1 cepun 3cTtpagmon KOHCOMbHbIX
matepuanos (Almlty ) Estradiol Controls} Ha 1 aHanusatope. Tpu
KOHTPONSA 6blM NPOTECTUPOBaHbI He MeHee B 2 noBTOpax 2
pasa B fieHb B TeyeHune 20 gHeil.

Brayrps cepm Bryron reBoparopan

YO (naaropsamocTb) (0OLLaa)*
Mpaatu a  {pmuU KO %KB ave %%KB
Huzkuit 120 40 35 M 3.8 "
KOHTPO/Tb
CpepHuii t?0 1ga 4.5 24 458 2.6
KOHTPO/Tb
Bbicokuit 120 587 12.8 2.2 15.2 26
KHIPCK b

* BkntoyaeT BapuaGenbHOCTb BHYTPU CEpPUN, MEXAY CEpUSMU 1
mMexay AHSMMU.

BuyTpst cepum BuyTpsi NaGop/iopsm
Cpanma (naaTOpSAMOCTS) (oBuaa)®

OBpasaL, B0 (pTOW) (0,0] UKB (6,¢] %%kB
HyKHViIA 120 160 130 72 13.9 7.7
KOHTPO/Tb

Cpeppuii 120 688 16.4 24 17.9 26
KOHTPO/b

Bbicokuii 120 2158 47.1 22 559 28
KOHTPO/b

m BitoyaeT BapnabenbHOCTb BHYTPU CEPUN, MEXAY CepusiMu u
Mexzay AHAMU.

HuXXHune rpaHmybl usmepeHuns

BbINo NpoBefEeHO nccnefoBaHne Ha OCHOBe pekomeHpaaumii CLSI
EP17-A2." ViccnepoBaHve NpoBOAM/IOCHL C UCNO/Ib30BaHNEM 3
cepuii Sctpaamon Pearentos (Alinity i Estradiol Reagent Kit) Ha 2
aHanmusatopax B TeyeHue He MeHee 3 gHell. Hanbonee BblCOKMe
3HaueHus npegena 6naxka (MB), npeaena obHapyxerus (MO) u
npegena KonuyecTBeHHoro onpegenenus (MKO) npuBegeHbl HUXe.

PB7mL PA10L1
3b* 13 48
30* 20 73
k™ 24 88

* B onpegeneH kak 95* npoueHTUNb NO pe3ynbTatam
nccneoBaHna 06pasLoB C HyNeBOW KOHUeHTpauvein aHanuta B
nr 60 nosTopax.

MO onpefeneH kak camas HU3Kas KOHLEHTpauus, npu KOTOpoii
aHanUT MOXeT 6bITb BblisiBNIEH ¢ 95%-/i BEPOSITHOCTLIO NO
pesynbTaTam uccnefoBaHusi 06pa3LoB C HU3KUMUW YPOBHSIMN
KOHLeHTpauum aHanuta B 1 1 60 nosTopax.

* MKO onpegeneH kak camas HU3Kasi KOHUEeHTpauus c
MaKCUMasibHbIM 3Ha4YeHneM BocrnpoussogumocTn 20% KB no
pesynbTaTam UccnefoBaHus 06pasLoB C HU3KUMU YPOBHAMM
KOHLleHTpaLuumn aHanuta a n a 60 nosropax.
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NuHeliHoCTb

Bbifo NpoBefEHO UccnefoBaHne B COOTBETCTBUN C
pekomeHgaumamun gokymenta CLSI EP06-A.N

JINHeiHOCTb AaHHOro TecTa COKpaHsieTCs B MHTepBasie U3MepeHust
24 - 1000 pg/mL (88 - 3670 pmol/L).

AHanutnyeckaa cneynd M4HOCTb

[laHHOe nccnepoBaHue nposoguiock Ha cucteme ARCHNACT |
System.

CneymndmyHocTb Tecta AHCHNTCI Estradiol 6bina onpegenexa
MCCNexBaHNeM NPUBEAEHHbIX Huxd BELECTB Kak Npu Hanmuum,
Tak U Npu OTCYTCTBMM 3CTPajMosia B COOTBETCTBUM C NPOTOKOIOM
EP7-A CLS».**

Tabnnuya A

Bbino NpoBeeHo uccnefoBaHue, B Xo4e KOTOPOro K CUHTETUYECKUM
o6pasuam, He codepxalyum onpesensemMoin KoHLeHTpaLmn
acTpaguona, fo6asnsany BelecTsa ¢ NOTEHLMANbLHOW Kpocc-
pearcTeHoCTbI0 B yKa3aHHbIX HUMXe KOHLeHTpauusx, a 3atem
TecTupoBanu 3Tu o6pasupbl Ha acTpagmon. MNpoueHT Kpocc-
pPeakTUBHOCTU NPUBEAEH HUXE:

Kovumitpmia pou-
K])occ-peara« pawarra % KpBCa-pBarBBBaeTa
17”»cTpagsiin 3-cynbtar 50n(yT1 0.1%
3CTpoH 1500pg/mL 0.7%

Kpocc-peakTMBHOCTbL He Gblia onpegeneHa Xyrst CneAyoLmnx
BeLeCTB NPU yKa3aHHbIX HUKE KOHLEHTpaLnsX:

Kpaccpaakrat KiuuauTpaLas pom-patiann
Anb[J0CTOPOH owyrr!
5(ba)LLpocTaH-3617B-avton tOoruyrr!
50-aHapocTaHayioH toncyn!
AHhOCTEHAYOH 100noTnu
Knomwidpare uymmpar 60n(yTl
KapTvikocTapoH S70ng/my.
KopTusoH SOOng/mL
JMKCKOPTUKOCTEPOHa aLieTar SOOr™*mL
11-pBOKCUHCPTVZ0N SOOng/mL
JlakcaveTasoH 12 770 (TtfmL
OHBA 120ng/mL
PHBAS 8
56-HrMIP<KOPTVKOAaPOH 500ng/mL
OHT (aUnuBIOTECTOCTEPOH) 2ttg/ml
3KBUAT 06n~mL
SKBUMHA CyBbpaT SrxymL
Scretpon 2 4ArtfymL
170 actpagaon 0.3nMtnL
176-acTpaamon-3-roKypoHg, 4 8n(yYTl
178-actpaayon 17-sanepar 1ru/ml
178-actpagpan 17-npormoHar 1ng/mL
176-acTpazvion 3-cynbghar 17-r/vpKypoHL, SOntymL
3ctpvion TSOOpgimL
3cTpon 16a. (8-0-rrokyporma| 106 ng/tnl
3cTprion 3-cynbgar 300ng/niL
3cTpveY! 3-(8-0ioKyPOHIAA) 106 ng/mL
3cTpoH 3-cyndiaT 0 4 ng/mL
3TuHoavona apaLeTar 1 pgrmL
STHHWACTPaAYION 04ngffnL
pOKOPTU30H SOOnymt
160-MVPOKCIICTPOH 1 rigftni
17a-rapOKCKIPErHaHOOH 480 ng/mL
170-ruppokcunp{lrectepoH 1200i>g/mL
MegpnirevrrporectepoH 12.3 ng/mL
MactpaHon 0 4 ng/mL
HoparuHapoH 16ng/mL
HopaTrHapoHa aLeTar (HopaTVCTapoHa 14 ng/mL
auerar)

IMperHaHosioH 59 njymL



Kpoec-fMmvT Kiinupmrrptm Kpoee-ptMTim
[MporecTepoH 500ng/mL
Temokoved 183niymL
TecroctepoH 20ntfml

[OaHHblii TocT HE cnooyBT ncnonb3oBath ANS onpeAenieHns

YPOBHA 3CTpaAnona y nauueHToB, NPOXoAsALNX NeyeHune ¢
ncnonb3oBaHnem dyrwectpaHTe unu MudenpuctoHa. CTpyKTypHble
1 (hYHKLMOHa/IbHbIE @aHANOor CTEPOUHbIX TOPMOHOB, B TOM YuC/e
MOeKyna acTpalieona, MoryT eMOHCTPUPOBaTh MHTepdepeHLuio/
Kpocc'pBakTMBHOCTB € TecTom Allntty | Estradiol. O6pasuibl,
noslyYeHHble 0T NayMeHTra, NPUHUMAaBLLINX IEKAPOTBEHHbIE
npenaparbl, KOTOpble NHIMOUPYIOT YBE/IMYEHNE KONMYECTBA
OMyX0/IEBbIX KNETOK (Hanpumep MHrabuTopbl LIMK/INH-3aBUCUMBbIX
knHa3 (COK) 4/B) moryT 6bITb NoABEPXdHbI MHTepdhepeHLnmn/
KpOCO-peakTnaHocTu ¢ Tectom Mini” i Estradiol. Kpome Toro,
NleKapCTBEHHbIE Npenapartsbl, KOTOpble MHTEPEPUPYIOT CO
cTepoujabmy rTIOMOHaMU UM aKTUBUPYIOT UX BbIPaboTKY
(HanpTa”™ MHIMGUTOPbLI apoMaTam) MOryT Takxe UHTepdepmpoBaTb
1Unn nepekpectHo pearnposatb ¢ Tectom Allnfty | Estradiol. B Takux
cny4asx Heobxo4MMO UCNO/b30BaTh a/lbTePHATUBHbIE METO/bI
1N3MepeHns, HanpuMmep, xpomanmpagpuio.

Tabnuua S*

Bbixog Tecta ARCHITECT Estradiol B npucyTcTBUM cneayoLimx
BeLeCTB NPK yKasaHHbIX HUXEe KOHLEeKTpauusax cocTaBun

100 * 40%;

Bbino npoBefeHo nccnefoBaHne, B XoAe KOTOPOro K CUKTETUHCCKUM
o6pasuam, cogepxalimm actpagmon (600 pg/mL) go6asnanm
noTeHuuasibHo MHTepepnpyoLe BeWwecTBa B yKa3aHHbIX HUXe
KOHLeHTpauusax, a satem uccnefosanv 3T obpasupl Ha 3CTpaanon.
MpOLEHT BbIXOAA YKa3aH HUXe:

vrepchepeHT XounueHTpaul s % BbXOAA
auTapdspssn

v 1.2 ng/mL 88.4
S@umHa cyredEr 10 m/mL 92.6
SvmBcTpayon 08ndrl 88.8
MkTpavor QBnflimL 100.5
HopstHapoH 32 neprnl 76.9
HopaTHapoks aLgrar 28 ng/mL 99.5
(HopaTviprepova aLeTar)

Bbixop Tecta ARCHITECT Estradiol B npucyTcTBUM Cnegyowmx
BELLLECTB NPU yKa3aHHbIX HUXKEe KOHLEHTpaLuusx cocTaBu

100 + 10%:

Bblno NpoBefieHo WccnefoBaHne, B Xofe KOTOPOro K CUHTETUYECKUM
ob6pasuam, cogepxalwmm actpagmon (600 pg/mL] gobasnsanu
noTeHUManbHO WHTEptepupyoLLMe BellecTBa B yKasaHHbIX HUXeE
KOHLEeHTpauusx, a 3aTemM MccnefoBasin 3T o6pasibl Ha 3CTPaguon.
MpOLEHT BbIXOAa yKazaH HUXe:

VHTBpcEpeHT KOHUMTpauns %BbXoa
samTsipchapasia
AmapcTepoH 10pg™mL 100,1
Si-aHapoctaH-3B,179-pon 10N Tl 98.6
Sa-aHpocTakayion 10ng/mt 99.6
AHOPOCTEHINOK I00firmL 100.1
Kroweria Lympar eOnuAmL 98.8
KOpTVKOCTADOH 570 ncpnll 99,1
KoptvaLu 500TuyTl 98.4
/tloKcuKkopTTOCTEepCKa SOOM\mL 98.9
agrar
11-peokavkopTvzan SOOnjymL 1004
[JexcanvprasoH 12 770nfl/fnl 1005
OHEA 120ngNeiL. 99.8
OHEAS 8lig7mL 100.2
SAHOLMAIPOKOPTUKOCT»pPK 500N TL 100.9
CHT (AnapoTeCTOCTEPOK) 2 nfl/mL 100.9
Scretpon 2.0nymL 93.0
17a acTpagHo,’) 03ng/mL 1007
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WHTpchepesT Kemueurpauys % ebXoda
IHT«pepep«(rTa
177acTplu<on-3- 4.8np'mL 98.8
TTIIOKYPXWZ,
17p-actpagvion 17-sanepar 1rtfl/mi 100,4
17p-9ctpagvon 1 nfl/mL 100,1
17-nponmoHar
17p-acTpaavon 3-npornvoHar SOniyrriL 105.1
17p-actpaaHan 3-cynbgar 50 nfl/mL 99.6
17-rNeOypoH1a,
3ctprion 160-"0- 106 ng/mL [e}V]
TTIOKMOKALL}
3ctpuon 3-cynbgar X nfl/mL 379
3ctpum! 3-(p-0- 106n~mL 100.1
TTINDKYPOUAL)
3CTpOoH 3-cynbchar 0.4n(ymL 100.1
3mxoavona relaview 1pfi/mL 97.7
OPOKOPTU30H 500 ng/mL 9.4
LW ynchokcncTpoH 1 ng/tnL 100.2
1/0-rvAPOKCTPErHanoNoH 4eOn<ymL 100.0
170-ruajokevinporect | poH 1200 ng/mL 98.9
MepoKeUnporecTepoH 1211 nginL 99.1
[MperviamorioH 59ivmL 1002
MporecTrpLu 500 ng/mL 1005
TamokcudeH 133mymL 100.9
TecTocTepoH rOrkynL|. 9.1

[OaHHblli TecT HE cnesyeT ncnonb3oBaThb ANS onpejenexns

YPOBHSA 3cTpaanonay naynmeHToB, NPOXoAsLnX NeyeHne e
ncnonb3oBaHnem dyneectpaHta unn MudgenpuctoHa. CTpyKTypHble
M PyHKUMTaNbHbIE aHaNor CTeponaablX ropasioHoB, B TOM Yucie
MoOJieKyna acTpagmona, M'nyr AeMOHCTPUPOBBTL UHTepepeHuuio/
KPOCC-peekTUBHOOTb 0 TeoToM AHnIty | Estradiol O6pa3ubl,
nony4YeHHble OT NauneHTOB, MPUHUMAaBLLNX NeKapCTBEHLW e
npenapaTtbl, KOTOpble MHNNUPYIOT yBEIMYEHNE KonnyecTa
onyxoneBbIX knan» (Hardumep, MXKGUTOPbI LUKANH-3aBUCUMbIX
KMHa3 (COK) 4/6) wieryT & Tb ncgaepkeHsl uHTepdepeHymn/
KPOCO-peaKTUBH(XITN C TECTOM | Estradiol. 10>0me TOro,
nekapcteeNen>b npenapathl, koTcpsie MHTEpPdEPUPYIOT CO
CTEPOUAHLIMU FCXHNOHAMU UM aKTUPY IO T UX BbIPAGOTKY
(HanNpyM«I, MHIMGUTOPLI apomartasbl) M(XYr TaKkke UHTepepmpoBaTb
VN nepekpecTHo pearnposatb e TerTx Alinity | Estradiol. B Takux
Cnyyasx HeoBGXLWMMO NCNONb30BaTb anbTeKaTuBHbIE METOAbI
n3MepeHus, Hanpumep, o omaTorpartio.

Tabnuua

Bbixog Tecta ARCHITECT Eslradid B npucyTcTBUM cnegyoLmx
BeLEeCTB MNPU yKa3aHHbIX HUXE KOHMeHTpauusax cocTasui

100 + 10%;

BbII0 NpoBefieHo nccnefoBaHne, B X0A4e KOTOPOro K CUHTETUYECKUM
o6pasuam, cofepxalium acTpagmnon (3HameHns KCTueHTpauni
yKasaHbl HUxe), f06aBNsn NnoTeHUunanbLHo UHTepdepupytowme
BeLecTBa B A3aHHbI X HWKE KOHLEeHTpauusax, a 3atem
TecTupoBanu 3Tn o6pasupbl Ha 3CTpaanon. MpoLeHT Bbixoda ykasaH
HUXe:

KoHueKTpaLiss KoHueuTpaugss
VkTBpchapakr acTpaguona sHTepthepovTa %BbLl Aa
3CTPOH 750 Pi/mL 300 Pfi/mL 93.9
3CTpoH 4000 Pfi/mL 1500 pfiTnl 92.8
Sctpuon 4000 Pfi/mL 1500 pdh Tl 98.4
Sctpvion 150 Pl/mL 2500 pmL 921



WHTepdepeHuma

[laHHOe nccnepoBaHue NpoBoAunock Ha cucTTe AACHITECT i
System.

MoTeHumManbHO NHTepthepnpytoLMe 3HA0TeHHbIB BeELLecTBa

Tect ARCHITECT Estradiol pa3pa6oTaH Tak, 4To6bl UMeTb
noTeHUManbHy0 HTepdepeHLuo reMmornobuHa, 6unnpybuxa,
Tpurnuuepuaos, 6enka n xonectepuHa i 10% npu ypoBHSX,
yKa3aHHbIX HuXe. VIHTepdepeHLmns 6bina OueHeHa B COOTBETCTBUMN C
nportokonom EP7-A CLSL.®

MoTuLBasbIM *HTBPChEpapyBUM KoswieHTpalips BuTepdepenn
nApcTel_ YcseBHbE eiBHEaM
evorooH BOOrTuMLLL
Bampy6iH 20m(yP1
Tomrvuepnap 1000miyclL

Bitiok 4un12o0dl
XoitecTepnH 240 myd|

CpaBHeHne MeTO40B

BbiNo npoBefeHo uccnefoBaHne e COOTBETCTBUMN C
pekomeHgaumammn gokymeHta CLSI EP09-A3 ¢ ucnosb3oBaHnem
meToga perpeccuun Paseing-Bablok.*

Ko+ Kosth Meps- [1BENB30B
Epupl 10 KpBnAuBB CBYMAB HBKMOH — «OH-LBB

Amlyl  Copopone pifml 120 0.9 297 107 12873

EstnOd B KpoBK (pLol1) (10.69)

(44+3202)

CpeBH.C
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B kaHecTBe pasfenuTens TbiCSY UCMoMb3yeTcs npo6en (npumep;
10 000 o6pasLos).

B kauecTBe pasfenurens AecATUYHbIX 3HAKOB MUCMOJIb3yeTcsa

Touka (npumep; 3.12%).
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NMPUNOXEHWE

K UHCTpyto4»«1 no npHM»HeHv«o Ha6op plorBkroB 4151 KOJIMYBCTAOHHOTO ONpejeneHns
3CTpajMona NMMyHaXTauloMUHBCLAHTHBIM METOAOM @ Cbla<")oTke W nnasme >choen
yenoseka Ha WMMyHOXUMMW4YecwXx aHaTaaTopax Alirbty | «3ctpagnon PeareHTsbl
(Alinity | Eatradd Reagent Krtja gns Poccun

TPAHCMNOPTMPOBKA

Vi3genve  pekomeHayeTcs  TpaHomopTy|poeaTb npu TemnepaType 2-B*C e
TAIMOXOHTEiHEepax 04HOPA30BOro NOML30BAHMUS, COAEPXALLNX XNAA0ANM*» Thl, UK
BTEPMOKOHTENH BX MHOTOKDBTHOTO NPUMEHEHUS C aBTOMATUYeCku NoAAepxKnuBaemo
TemnepaTypoii unu B aBTopedpmxepaTopax ¢ UCN0Nb30BAHNEM TEPUOUHAMKATOPOB.
V3genne octaeTcs CTabubHLIM /10 OKOHYAHUSI CPOKa FOAHOCTW. yKasa»»«cra Ha
ynakoBke. Mpyn TpaHCNoOpT>thoarkini ¢ HapyLeHneM TeMNepaTypHOro pexunma usaenue
HE MNOANEeXMUT npumeHeHno. Tpaxcnop'TihoBka OCYWECTBAAETCA BCEMU BUAaMM
TpaHcriopTa B KpPbITbIX TPAHOTCAIMMX CpPeAcTBax B COOTBETCTBUW C Npasunamu
nepeBo3KM rpy30B, efCTBYIOWUMM Ha KaXAOM BUAe TpaHcnopTa.

FTAPAHTUNHBIE OBA3ATENBCTBA

Mpon3BoANTEeNb rapaHTUPYeT, YTO rhu NPABUIBLHOM XPAEeHUU 1 06paLlBMuM U3genve
ocTaeTcs CTabunbHbIM A0 NCTBUEHUSA CPOKa rO4HOCTU. MaxkcumanbHblii CpOK ruipHocT”
MMWULWHCKCTO u3fenns He 6onee B Mec<weB C [eTel npoussoacTea. Wsaenve,
XpaHUBLIEECS C HapylleHue pernameHT|(MBHHOTO NPOWU3BOAUTENEM pexcuma,
NPUMEHEHWIO HE MOANEXNT.

TEXHWYECKOE OBCNYXWBAHUE
He TpebyeTcs

TEKYLWMUA PEMOHT

He TpebyeTcs.

OAHHBIE ANA YTUNUSALUUN N YHUUTOXEHNA
MEAVNUWNHCKOIoO N34ENNA

MepguumHckoe u3aenne yTUNNIMP T N YHNUYTOXAIOT B COOTBETCTBMM C Npasunamm
obpalieHus C  MEe[UCBTHCKUMU OTXOAasM. pernameHTupylouwmmucs CeHIMNg
21.7 2700-10 oT 12.12,2010 «CaHuTapHo-3nusmnono(lbisC1ile Tpe6osaHus K
06paLeHMO C MeJULMHCKUMU OTXOAaMI».

Heo6x04MMO cnefoBaTth HaLuNOHaNbHBIM CTaHAapTam npu nepejade v yTuansauynn
n3fenus, ero KOMNOHEHTOB 1 yNaKoBKU.

NMEPEYEHb CTAHAAPTOB, KOTOPbIM COOTBETC'BYET

MEANLWHCKOE VU3AENVNE

HblgMoHaNbHbIE aaH AL Nbl U HOPMATUBHASA JOKYMEHTALUsA, NpUMeHseMble kK MU:

FOCT P 51052-2013. TOCT P 6H 13612-2010, FOCT P NCO 23640-2015. TOCT P
NCO 18113-1-2015, TOCT P NCO 18113-2-2015, FOCT P UCO 15223-1-2014,
MocTaHoBnex»sle MpasutenscTBa P® oT 27 Aekabps 2012r. N*1418 «O6 yTBepXAeH!M
Npamn rocyAapcTBEHHOW peructTpauum Mg« [uMckux nagermii», Mpukaz Munsgpasa
Poccuu 0T 08,06,20127. NB4H. Mpuka3 Muxaapasa Poccun oT 03.01.2014r. Ne 2u,
Mpuka3om MuHucTepcTBa 3/pBBOOXPBHEHUS PO M 11H 0T 18 arsaps 2017 1.

NMOTEHUWANBHBI M MOTPEBUTENb

Mepg»BpNe<xxoe usgenue OScTpapwon Pearentsl (Mirtty ! Eftractoi Reagent Kil)
npeAHasHaueHo AN WUCNOMb30BAHUS B Pa3/IMYHbIX  XMXKMKO-1a6opaTopubix
YCNoBusX, BKNoYasn, 63 OrpoHNYEHNs, 60T<HWLbI U Na6opaTo{»H«, NEPCOHAN KOTOPbIX
npowen o6yyeHue No ucnonbL3oBaHuio aHanusarope Alinity I.

NMH®OPMALNA O HANNYNN B MEAVNLMNHCKOM U3OENNN
NEKAPCTBEHHOIO CPEACTBA

WNe copepxut

CTEPUNBHOCTb

MocTaBnsieTcs B HeCTepunbHOM Buae CTepunusauus nepes NPMMEHEHUEM He
TpebyeTca.

NHO®OPM>LNA (0] BO3MOXHOCTHU NMOBTOPHOTIO
NMPUMEHEHNA

He nognexuT NCBTOPHOMY MPUMEHEHNIO.

MATEPWANbI XNBOTHOTO MPONCXOXAEHUNA

MaTtepuanbl XMBOTHOTO NpoucxoxaeHns npoaepef&i u puckn npumeneHns MU
ykasaHbl B lBoX¢hTe 6esonacHocTu. Macnopta 6€30nNacHOCTU MOXHO HaiiTu na caiice «--M»
www.abbc4tcliagnostics.com nnm o*aTyrreck k MECTHOMY NpeAcTaBUTBIa0

NMOKA3AHWNA

TecTe ucnonb3osaHnem dctpaguon PeareHtsl (Allmtyi Estreffioi Reag«n Kit)

SABNAGTCS XBMUNIOMUHEANEHTHMM »»»«yHOaHann3om Ha Mmukpou48ct(ax (CM1A) gnsa

KONMYeCTeeXoro onpeaeneHns acTpaanona a CbiBOPOTKe 1 nnasme oan yenoseka

Ha aHanusaTope Aiinity m

MPO-WWBOMOKA3AHNA

He npumenumo.

ycnosuma XPAHEHUA N NPUMEHEHWA

XpaHeHne MeauUMHCKOTO w3genusa npu Temnepatypa ot 2'C pgo 8'C A0MXHO
OCYLeCcTBAATLCA & XON0/N/bHbIX KAMepax UNn B X0N0ANNbHNKaX o6ecneunsarnlynx
PBrNamMB*TUPOBAHUbLIA  TemnepaTypHblli  peXum C exegHeBHON peructpayunei
Temneparypbl.
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2660TT VpnaHams, T: +353 43 3331000

[JwmarHoctnyeckoe dakc: +353 43 3331001
noApasaeneHve
JNucHemak, JloHrdopa
I"pachcTBO JToHrhopA.
WpnaHgws.
MognucaHo: /nognucaHo/ [Oata: 6 nonst 2020 .

Onueusi ManneH (Olivia Mullen),

CneunanncT nNo HOPMaTMBHO-MPABOBOMY PerynpoBaHuio
3660TT MpnaHans,

[narHocTnyeckoe nogpasgeneHve

JlncHemak, JToHrdhopa

padcTBo JloHrdopa,

WpnaHgns.

/MeyaTb: TOPTOBAATANATA CNANTO (UMHK)
MNOoANVNHHOCTbL 3ACBUAETE/IbLCTBOBAHA IOBEPOCOBECTHO
YnonHomoueHHoe nuuo /nognucano/ 07.07.2020r./

/MeyaTb: Inar}ocTunyeckoe
nogpasgeneHne 3660TT,
Noxrgopa/

/MeuaTb: TOPFOBAA MANATA CNAWTO (MHK)
3ABEPEHHbIN CEPTU®UKAT O MPOUCXOXAEHNWN/

/Mopgnucano: Onusua Mannen /Olivia Mullen) 06.07.2020 ./

TeKCT B AOKYMEHTE «V/HCTPYKUMS MO NPUMEHEHUIO» HA aHFNACKOM M PyCCKOM s3blKax
MOMHOCTbIO COBMNAAaeT.
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LLlecTHaguaToro nona e TbicA4n 4BajLaToro roga
A, Kopcuk Mapusi AnekcaHApOBHa, HOTapuyc ropoga MOCKBbI, CBUAETENLCTBYH NOAJIMHHOCTb

noanmcu nepeeogumka YepHocutoBa Cepres Mropbesmya.
Moanuck caenaHa B MOEM MPUCYTCTBUN.

JINYHOCTbL NognuMcaBLLEero LOKYMEHT YCTaHOB/EHA.
3aperncTtpuposaHo B peectpe: Ne 77/2139-H/77-2020- 9 *
B3biCkaHO rocyaapcTBeHHON nowmnHbl (No Tapudy): 100 pyo.

Bcero npoLHypoBaHo,
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Pocuk.iickaii ¢ |;aepayus
Fopoa Mocksa

21 wnuw

51, BopoHyvHa. EBrervist BrigyMVpoBHa, BPEMEHHO VICTIAasIoLLAs 0GA3aHHOCTU

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



KOlumsl

Abbott Ireland Diagnostics Tel. «353 43 3331000
Division, Fax «363 43 3331001
LisnamuckK.

Longford

Co. Longford

Ireland

Abbott

I, Olivia Mullen, Regulatory Affairs Specialist, Abbott Ireland Diagnostics Division |,
Longford, Ireland, hereby certify that the attached documents that keep the number of
pages indicated below are the Instruction for Use. These documents are in a full
accordance with actual manuals of manufacturer.

A, Ommerss MynneH, CrieumanncT perynsiTopHoro otaena, 3660TT AuarHocTUYecKoe
MopgpasaeneHuve VpnaHams, SloHrdopa, MpnaHans (Olivia Mullen, Regulatory Affairs
Specialist, Abbott Ireland Diagnostics Division, Longford, Ireland), HacTosLwmm
YAOCTOBEPAID, YTO MpwiaraemMble JOKYMEHTbI B HVXKEMPUBELEHHOM 00beMe CTpaHuL,
ABMIAOTCA NHCTPYKLMSAMM M0 MPUMEHEHWIO. STV JOKYMEHTbI MOTHOCTBLIO COOTBETCTBYHO'!!
(haKTNYECKOM AOKYMEHTaLMM NPOV3BOANTENS.

VIHCTpPYKUMA NO NpUMEHEHU0 Ha meamumnHckoe mnsgenve (Instruction for Use for
medical devise)

KOHTpO/IbHbIE  MaTepuasibl 418 MOATBEPXAEHUA  BOCMPOU3BOAMMOCTA U
npaBusIbIKOCTH KO/IMYECTBEHHOI O onpegeneHns acTpaguona
NMMYHOXEMWU/TIOMUHECLIEH MTHBbIM METOLOM B CbIBOPOTKE W M1a3mMe KPOBU YesioBeKa
Ha VIMMYHOXMMWYeCcKMX aHanmsatopax Alinity i «3ctpagnon KOHTPO/bHbIE
matepuans! (Alinity i Estradiol Controls)»

Mo TeKCTYy WHCTPYKUMM BCTPEYAOTCH BapuaHTbl HaMMEHOBaHWA MEAULUHCKUX W3LENNiA,
NpuBEAEHHbIE B TabiMLEe HWKe, KOTOpble SBAAK'TCS CNPaBeA/MBLIMA M PaBHO3HAYHLIMM
(Instruction for Use includes the followings true and equivalent short names of medical devices
listed in table):

HavmeHoBaHne HanmeHOoBaHWe MeAULVHCKOrO U3aenns Ha CokpalleHHoe
Ha aHr IMACKOM PYCCKOM fi3blKe HanMeHoBaHue (Mo
A3bIKe TEKCTY [JOKYMEHTA)
Alinity i Habop peareHTOB 4/11 KOIMYECTBEHHOIO 3cTpagmon
Estradiol onpejeneHns acTpagnona UMMyHo- PeareHTbl (Alinity i
Reagent Kit XeMUMIOMUHECLEHTHBIM METOJ0M B CbIBOPOTKE U Estradiol  Reagent

nnasme KpoBW YesioBeKa Na MMMYHOXUMUYECKNX Kit)
aHanuzatopax Alinity i «3cTpaanon PeareHTbl
(Alinity i Estradiol Reaeent Kit)»

Alinity i Kanubpatopbl Ans obecneyeHns npaBWUibHOCTM — AcTpaamon
Estradiol KONMYECTBEHHOIO  OMpedeneHns  actpagmona Kanub6patopsl
Calibrators) NMMYHOXEMUMIOMUHECLEHTHBIM METOLOM B (Alinity i Estradiol

CbIBOPOTKE X njasMe KpoBW yenoBeka Ha Calibrators)
UMMYHOXMMUYECKMX  aHanm3aTtopax Alinity i
«QcTpagnon  Kanubpatopbl (Alinity i Estradiol
Calibrators)»

(Alinity i KoHTponbHble matepuan!™ ana noATBEPXAEHUA  ScTpagmon
Estradiol BOCMPOM3BOAMMOCTM . W NpaBubHOCTU  KOHTPO/bHbIE
Controls KONNYeCcrBeHHOIO0  onpefeneHns  actpaguona Matepuanbl (Alinity

NMMYHOXEMWUMIOMUHECLIEHTHBIM MeTO/I0M B i Estradiol
CbIBOPOTKE M MNfasme KpoBM uenoseka Ha Controls)
UMMYHOXUMUYECKUX  aHanmsatopax  Alinitv i
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Abbott Ireland Diagnostics Tel. +353 43 3331000
Division, Fax +353 43 3331001

Lisnamuck,
Longford

Co. Longford
Ireland

Abbott

«3cTpagmon KoHTponbHble maTepuanst (Alinity i
Estradiol Controls)»

Alinity i [VnoeHT ana pyyHoro passefeHus o6pasuos npu  ScTpagmon Py4yHol

Estradiol MCCnefoBaHUM  3acTpaguona € MCnosib3oBaHueM  AuntoeHT (Alinity i

Manual Diluent  Habopa «3cTpaguon PeareHTbl (Alinity i Estradiol Estradiol Manual

Kit Reagent Kit)» Ha nMMyHoxummnuecknx  Diluent Kit)
aHanm3aTopax Alinity i «3cTpaguon Py4Hoii

AuntoenT (Alinity i Estradiol Manual Diluent Kit)»

Cocras:
# Title Number
of oaties
L Instruction for Use for the Alinity i Estradiol Controls with ADDENDUM 3
for Russia.
2. VHCTpYKUWsi N0 NMPUMEHEHNIO ScTpaamnon KOHTPONbHbIE MaTepuaib 3

(Alinity 1Estradiol Controls) ¢ MPUJTOXXEHWEM pans Poccum

Signed: Date:

Olivia Mullen
Regulatory Affairs Specialist
Abbott Ireland Diagnostics Division

Lisnamuck, Longford
Co Longford 4 VvV f
Ireland Ta

SUQO CHAMBER OF COMMERCE (INC)
IRTiFtID CORRECT \NALL GOOD FAITH
~ /W A uthonted Official
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Alinity i
Estradiol Controls

Reed Highlighted Changes; Revised March 2018.

NAME
Alinity i Estradiol Controls (also referred to as Estradiol Ctrls)
INTENDED USE

The Alinity i Estradiol Controls are for the estimation of test precision
and the detection of systemic analyttoal deviations of the Alinity |
analyzer when used (or the quantitattve measurement of estradiol in
human serum and plasma.

For additional information, refer to the Alinity | Estradiol reagent
pacicage insert and the Alinity cl-series Operations Manual.

CONTENTS

The and contain estradiol in
TRIS buffer with protein (bovine) stabilizer. Preserrattve: Sodium
azide.

The following target concentration ranges may be used for Individual
replicate control ~eciflcations on the Alinity i analyzer:

Estndiol[*£]
Contrdl

Overlly (peri) (nmol/t)
Icomttiolll | 1X8.0 mL 45 t6S 0.165
lcoktmmim|  LxeOmL 19 897 0597
[cONTTOL@ 1X80nL 600 2202 2.202

[aavoe!

Cortrd QenlRv iPfilod.) (pLuoi) (nmoliL)
|cowmob)».| 1x8.0 mL 25-85 92 239 0092-0239
loonthollml| tx80mL 133-247 486 - 908 0.488 + 0.906
colTioCTH! 1xS.0mL 420 780 1541-2863 1541 -2 833

NOTE: Tlw insert ranges lor the controls are not lot specific

and represent the total range of values which may be generated
throughout Iho lito of tho product. Ris recommended that each
laboratory establish Its own means and acceptable ranges which
should fan within the package insert ranges. Sources of variation that
can be expected include:

« Calibration « Control lot * Reagent lot
« Calibrator lot ¢ instrument

PRECAUTIONS

« S

« For In Vitro Diagnostic Use

e [boiiur!
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Estradiol
(H3 07P5010

G71178R03
C7P500

Safety Precautions

The foUowirto waminos and oracaulions apply to-
loowthoilm| |oontiiol|h|

4 >

WARNING Contains diethylenelrlamlne-pentaaceiic
acid and sodium azide.

H361 Suspected of damaging fertility or the
unborn child.

H316* Causes liiHMtidn irrttatfon.

EUHO032 Contact wRh acids liberates very toxic gas.

Prevention

P201 Obtain special Instructions before use.

P280 Wear protective gicTves / protective
clothing / eye protection.

Resportse

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

P332+P313* If skin IrrtAeon occurs: Get medfcat
advice / attention.

DispoMi

P501 Dispose of contents / container In

accordance with local regulations.

Hazard Communication 28CFR 1B10.1200 (HCS) LI 12 have been
implemented.

Safety Data Sheets are av”~lable at www.abbottdlegnostics.com or
contact your local representathe.

For a detailed discus”n of safety precaulions during system
operation, refer to the Alinity ci-series Operations Manual. Section 8.
PREPARATION FOR USE

e 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
Tempenture  Stonge Time Instructions
Unopened 2 to B'C Until
expiration
date
Opened 21t08C Until Return to origin® carton
expiration  to protect from light. Store
date tightly capped. Return to
refrigerated storage after
use.



INSTRUMENT PROCEDURE

« To obtain the recommended volume requirements for the
controls, hold the bottle vertically, and dispense 10 drops of the
low control. 10 drops of the medium control, and 10 drops of the
high control into each sample cup Inthe assigned position.

*  For Instructions on ordering and loading controls on the
Instrument, refer to the Aiinlly cl-sehes Operations Manual,
Section 6.

INDICATIONS OF INSTABILITY OR DETERIORATION

Instability or deterioration should be suspected if there are

precipitates, visible signs of leakage, turbidity, or if controls do

not meet the appropriate package insert and/or Alinity cl-serles

Operations Manual criteria.

Note for number formatting:

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

« A period is used to separate the integer part from the fractional
part of a number written In decimal form (example; 3.12%).
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Key to Symbols
ISO 15223 Symbols
Consult Instructions for use

C1a
W
1
2

Manufacturer

Temperature limitation

Use by/Expiratlon date

[wd| tn Vitro Diagnostic Medical
Device

[Sd Lot Number

[w] List Number

OttMrSymiMts
Control Number

{CONC]| Concentration

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

Control Low, Medium, High
(L.M.H)

Distributed in the USA by

ICORTAMSiAZieil

jconTkol 1Li

lewTRisimsin thius* sv1
Information needed for United

States of America only
Product of Ireland

iMPomunee PONWS*OHur|

miopucT oP IMLAMO|

1pRoncT PVObluotrr1 Protect from light

Ja*nea| Range

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

flu OMLT1

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

Abbott Ireland
Diagnostics Division
Usr>smuck. Longlord
Co. Longford

Ireland
4-353-43-3331000

CE

lottrwwreowTwtusAeY|

Abbott Laboratories

Abbott Park. IL 60004 USA

Customer Service: Contact your local representative
or find country-speclflc contact Infonnation on
www.abbotldiagnostlcs.com

Revised March 2018.

@2016, 2018 Abbott Laboratories



ADDENDUM

to (he 1n8(ruc(lon tor Use AlirWty | Estradiol Controls (for Russia)
SHIPPING

Recommertoed shipping com”tions for device is 2-6 in “ngie-use thermo contaners
contareng coolant elemimis. or In reuKible thermo containers with automatically
maintained tempereture or irt aulor*gerators using thermal Inctcators. Device is
statue ufttll the expiration data intScatod on the package. Device Is no longer suitable
(or use if shipping temperature linNe have been violated. SNp in an enclosed earner
vehicle of any kind in accordance with shipping rules, applicable to the respective
earner.

WARRANTY

Manufacturer guarantees that device remains stable until the expiration date when
slved and harxfled as direcled. The maximum shetf life of the medical device is 10
months from date of manufacturing. Device mustbe disc»ded if stored with deviasons
if\ manufacturer's requirements

MAINTENANCE

Not required.

REPAIRS

Not reqtJred.

DESTRUCTION AND DISPOSAL OF A MEDICAL DEVICE
Oestruef and dispose of a medical device in accoraanee with «te requirements of
SanPin  2,17.2790-10 dated December 12, 2010 ‘Sanilary-epidemlotogicat
Requirements for toe Management of Medical Waste'.

fransrrit and dspose of a product and its components and paiptaging in accordance
with local raguaeons,

LIST OF APPLICABLE STANDARDS

Nabonat Russian standards and normative documentation applied to MD:
GOSTR51352-2M. GOST R 17511-2011, GOSTR EN 13612-2010, GOST
RISO 23640-2015, GOST R 18113-1-2015, GOSTR ISO 18113-2-2015,
GOST R I1SO 15223-1-2014, Government Regulation NS1416 «On the
approval of the rtiles of state registration of medical deviws". Order” the
Ministry of Health of Russia dated 06/06/2012. No. 4n, Order of the
Ministry of Health of Russia dated 01/09/2014. No. 2n, Order of the
Ministry of Health of the Russian Federation No 11n of January 19,2017.
POTENTIAL USER

The ASnity | Estrarkol Corwols is intended to be used in a variety of clinical and
laboratory conditiems, including, witticut limitatiar* hospitals and laboratories, whose
personnel have been trrened in the use of the Alinty | analyzer

INFORMATtON ABOUT PRESENCE OF DRUGS IN
COMPOSITION OF MEDICAL DEVICE

Does not contain any drugs

STERILIZATION

Medical device is not required to pe sterile.

INFORMATION ABOUT POSSIBILITY OF MULTIPLE
APPLICATION

Medical device cuinot be re-applied

MATERIALS OF ANIMAL ORIGIN

MMnMsofanimal ongb are tested and nsktof using MD are indicated In SOS Safety

Da» "eets are available at www.abbottdiagnosbcs com or contact your local

INDICATIONS

The ADnty i Estradiol Controls are tor the estimation of tost preci®on and the detection
ef s]NatatTic anblybca deviations of ihe Aiinlty lanaiy»rwhen used for the quenbtBVve
rfimuremenlofesffartol in human serum and plasma.
CONTRA-INDICATIONS FOR USE

Notappiicaeie

STORAGE AND USE CONDITION

Sienge cfMedical device sia temperatore of2 'C to B'C should bec”e d outin cold

toom or in retogaram prot*ng B regulated temperature regime with a daiy
ivrperatiT» record.

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



Alinity

AcTpagnon KOHTPONbHbIe MaTepuanbl

(Alinity i Estradiol Controls)

Cm. iMaeneHHMe n3smeHeHus. Pegakuns: mapt 201Br.

HANMEHOBAHWE (Cokpal,eHHoe)
OcTtpagnon KoHTponbHele matepuasnsl (Alinity | Estradiol Controls)
(Takxe BcTpevaeTcs no TekcTy: Estradiol Ctrls)

HA3HAYEHVE
AcTtpagmnon KonTponbHele matepuans! (Alinity 1 Estradiol Controls)
npegHasHauyeHbl 41 OLLEHKN BOCNPOU3BOAMMOCTU TecTa 1
BbISIBNIEHNIA CMCTEMATUYECKUX aHaMTUYeCcKnX norpeliHocTeil B
pabounx xa’kTepucTtukax asanusartopa Alinity i npu
KONIMYECTBEHHOM ONpe/eNieHnn acTpaamnosia B CbIBOPOTKE U
nnasme KpoBu YenoBeka.
JlononHNTeNbHYI0 MHOPMALMIO CM. B MHCTPYKLMUN NO NMPUMEHEHMNIO
K COOTBETCTBYIOLLEMY peareHTy u PyKoBOACTBE MO 3KCnayartauuu
Alinity ci-serles.
COJAEPXVMOE

I, (cowmotl® ~ (c<unBoC1H] cogepxar actpaaunon B THIS-
6ychepe ¢ NpoOTENHOBLIM (OblubMM) cTabunuzaTopom. KoHcepBaHT-
asng Hartpus.
Cnegylowme gmanasoHbl LienesbiX KOHLEHTpaunii moryT
MCCTO/b30BATLCA B MHAMBUAYA/IbHLIX CNELntKaLnsax KOHTPONA Ha
aHanusartope Alinity i:

Kovpesib Kinausicrio (pgNe) (pLuok.) (Mriol.)
lcewTwotlbl 1xfiomL 45 165 0.155
lcontrollml IxS.0OmL 180 697 0.697
|CO»TMNe 1.[H[ 1X8.0ml 800 20 2202
KeTpQ'k XonmuscTio (peftnl) (YD) (o
TCOPTVK T1L 1X80ml 25-65 62-239 0092 -0.239
ICOKTHOK|M| Ix 80ml 133- 247 488'906 0.488 « 0.906
I00MTROLIHj 1xS.0OmL 420-780 1541 - 2863 1.541-2.063

NMPUMEYAHWE: [inana3oHbl, yKa3aHHble B UHCTPYKUUN MO
NPUMEHEHNIO, HE CreundUYHLI No cepusM 1 NpeacTaBnsioT
co6oii 06Lwme guanasoHbl 3HaYEHW, reHepupyemMbIX B TeueHne
cpoka rogHoctu npogykra. Kaxzoi naboparopum pekomeHayeTcs
yCTaHaBMBaTb CBOM COOGCTBEHHbIE CPe/HNE 3HAaYeHUs 1
[nanasoHbl NPUNNeMblX 3HAUYEHWNIA, KOTOPbIE AOKHbI ObITb B
pamkax AnanasoHoB, yKa3aHHbIX B UHCTPYKLWU MO NPUMEHEHWIO.
NcTouHnkamu oxugaemoli BapmabensHOCTN MOTYT ObITb:

Kanun6poska Cepusa KOHTpONA Cepusi peareHTa
Cepusa AHanusarop
KanuépaTopa
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Estradiol
@ 07P5010

G76219R03
C7P50R

MEPbI NMPEAOCTOPOXHOCTU

o 17
e [Ana puardHoctukm In Vitm
« Ie»oHal

Mepbl NPesoCTOPOXHOCTH

Cnesiylolune noefynoexaeHnsa u Mepbl NOE00CTOOOXHOCTH
oTHocATca k: IceHTRotkl, 1contmH.|u| n |conTt*o|.(H|

NPEAYNPEXAEHVE  Cogepxut
AMITUNEHTPUAMUHIIEHTAYKCYCHYO
KUC/IOTY 1 a3ug Harpus.

H361 MpeanonoXuTesibHO MOXET HaHecTu
yuwiep6 naofoBUTOCTU UK HEPOXAEHHOMY
peb6eHky.

H81rr Bblusaaar nerkoe p**nr«*A U ** koucn.

EUHO032 Mpwn KOHTakTe ¢ kucnotamu obpasyetcs
BbICOKOTOKCWYHBIN ras.

MpepoTepBLeHNe

P201 Mepef ncnonb3oBaHMeM MOMYUYUTL
cneuunanbHble UHCTPYKLNK.

P280 Monb3oBaTbCAa 3alMTHEIMKU NepyaTkamu/
3aWmMTHON oaexaoii/cpefcTBamMu 3aLnTbl
rnas-

PearnpoBaHune

P306T1p313 B C/IYYAE eo3sgeiicTBua nnm
o6ecnokoeHHoCcTU: O6paTUTLCA K Bpady.

P3S2+PS1S* Mpn pasgpaxeHnn KoXn nnm nossieHnn
cbIrTn: O6paTUTLCSA K Bpady

YTtunusaumsa

P501 YTunusupyiite cogepxumoe/KoHTeNHep B

COOTBETCTBUW C CAaHUTAPHbLIMKU HOpMamu
P® (CaHlMuH 2.1.7.2790-10 ot 09.12.2010).

* He npumeHuMo Ha Tepputopuu aeiictensa Pernamskra EC
1272/rooB (CLP) nnn CtaHgapta onoBel,Munsa 06 onacHocTh
YnpasneHusi CLUA no oxpaHe Tpyfa v NPOMbILWIEHHON TUTMeHe
(OSHA) 29CFR 1910.1200 (HCS) 2012.

MacnopTa 6e30nacHOCTM [OCTYNHbI Ha caiite
www.abbottdlagno8iice.com nau ymecTHOro npeacrasutens.
Mopo6HY MHGOPMaLWI0 0 HEO6XOAUMBIX Mepax
NpesoCcTOPOXHOCTY Npu paboTe ¢ aHa/IM3aTOPOM CM. B
PykosoacTee no akcnnyaTauun Alinity ci-serles. Pasgen 8.

MnoAroToBKA K NCIMONB3OBAHNIO

« [JaHHblii NpoAyKT NOCTaBMSETCA B XUAKOM BuAe, rOTOB K
1CNO/b30BaHUIO.

e [laHHbIii NPOAYKT MOXET UCMO/b30BaTbCA HEMOCPECTBEHHO

nocne u3BfeYeHUs N3 MecTa XpaHeHuUsa ¢ Temnepatypoii 2 - 8‘C.

* Tlepes Kax/AbiM UCMO/b30BAHNEM NepeMellnBaiiTe, akkypaTHoO
nepesopaymBas paKkoH.
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XPAHEHVE
e XpaHuUTb B 3aliWLLEHHOM OT CBETa MecTe.
* He ucnonb3yiiTe nocne UCTEUEHNSI CPOKA FOLHOCTU.

JononHutensHele

Temnepatypa Mekc, Bpemn MHCTPYyKUMK no

XpaHeHus XpaHeHus XpaHeHuIo
HeBCKpbITbI/i 2 mB'C [0 OKOHYaHuA

hnakoH cpoka roHocTu

BCKpbITbIN 2.8¢C [l0 OKOHYaHWA  XpaHWTb B ynakoske
dhnakoH cpoka rofiHoCT/ Npou3BoOAUTENS

NS 3allnTbl OT
cBeTa. XpaHuTb

BO hnakoHax,
MI0THO 3aKPbITbIX
Kpblwkamu, Mocne
1CMo/b30BaHUA
XpaH1Tb B
OXNaVILLEHHOM BUzE.

NMPOUEALYPA PABOThblI HA AHAJTTM3ATOPE

* [lns nonyyeHus pekomMeHyemoro obbema KOHTPOnei aepxute
chnakoH BEPTUKa/ILHO U A06aBbTe 10 Kaneslb HU3KOTO KOHTPONSA,
10 kanenb cpefHero KOHTposis 1 10 Kanesb BbICOKOro KOHTPONS

B KaXJyo 4alleuky 15 o6pasla B cooTBeTCTaylolell No3numm.

¢ VHdopmaumio o 3akase u 3arpyske KOHTponeli B CUCTEMY CM. a
PykoBogcTtBe no akcnnyatauuu Allnity ci-seriee, Pasgen 5.

MOKA3ATE/IN HECTABW/IbHOCTW NN NOPYN
MokasaTensiMy HecTabuLHOCTY WU MOPYM CAYXWUT ocago”
BUAUMbIE CMefibl NPOTEYKU, 3aMYTHEHHOCTb UAM HECOOTBETCTBUE
KOHTpONei KpUTEPUAM, yKasaHHbIM @ MHCTPYKLMUU N0 NPUMEHEHUIO
n/vnn PykoBogcTee no akcnnyatauum Allnity ci-eerles.

copmar uucen:

« B KauecTBe pasgenurtens Teicay Vcnonbayertcs npo6en (npumep:

10 000 o6pa3LioB).

* B kayecTBe paafenurens fecsa”HblX 3HAKOB UCMO/b3yeTCcs
Touka (npumep: 3.12%).

VlCI'IOI'Ib3yeMbIe CNUMBO/bI

CMMmfUOIMM
CM. MHCTPYKLMIO Mo
npYMeHeHuto
M3rotoButesnb

[la
M

TemnepaTypHblii x1manasoH

—

Wcnonb3osath 40/CpoK rogHOCTN

1R MepguuunHckoe usgenve ansa
AvarHoctuku 1n Vitro

nw] Howmep cepun

aml KaTanoxHblit Homep

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

[pynto cuMBObI
KOHTPONbHbI HOMep

lconc1 KoHueHTpauus

i0oONTAMSi aaioil CofepXuT asng HaTpus.
Mpu KoHTaKTe c kucnoTamu
o6pa3syeTca ablCOKOTOKCUYHBbII
ras.

looirmelLILI

KoHTponb Huskuii, CpeaHuii,
Bbicokuii (L.M.H)

IMSTwavTsom TB UB* bv Owuctpubbiotop B CLUA
dupopumnou sies naa oNiy

IntoDWCT OKmsuMb 1

WHdopmauus Tonbko gns CLUA
MpoaykT Wpnanguu

MNTIAT psaoH namt 1 3awuwats OT cBeTa

Imuteel [nanasoH

JRXONLY1 [na ncnonb3oBaHUsA TONbKO
MeAULMHCKAM PaBboTHUKOM
(NPYMEHNMO TOMbKO K

knaccudukauun CLIA)

Allnity siBnsieTca Toprosoii Mapkoit komnanuu Abbott Laboratoriee B
pasnnuHbIX PUCANKLMAX. Bce apyrue ToproBble Mapku sIBNSOTCA
COGCTBEHHOCTHIO COOTBETCTBYIOLMUX BNafenbLes.

Abbott Ireland
DlagnosticB Divitlon
UsrtamLX:k, Longford
Co. Longford

Ireland
#353-43-3331000

CE

M1V uTa»lnTwue*»y|

Abbott Laboretofiee

Abbott Park. ® 50054 USA

CepBucHaa nogaepxka: OMwaiTecb kK CBOeMy MECTHOMY
npeAcTaBUTe 0 UM CMOTPUTE KOHTAKTHYI MHopMaLuio ans
Balleli cTpaHbl HB caiiTe www.abbott<llagr>ostiC8.com
Pepakuusa: mapt 2018,

©2016, 2016 Abbott Laboratories

ABTOPU30BaHHbI/i NpefCcTaBUTeNb N3rOTOBUTENA HA TEPPUTOPUN
Poccun n apyrux ctpad CHI;

O6LWecTBO C OrpaHNYEHHON OTBETCTBEHHOCTLIO “3660TT
Na6opaTopus”, 125171, Poccus, r. Mockea.

NeHunHrpagckoe wocce, 1BA, cTpoenune 1.

Ten: I'7 (495) 258 42 80; chakc: +7 (495) 258 42 81



MPUNOXEHNE

K MHCTPYKUWW NO NpM<BHBUWIO DcTpaauor Koesnponeiwe matepuansl (Mnfy i
EstrMiol Controls) gns Poccuun

TPAHCIMOPTUNPOBKA

V3genve  pekomeHAyeTCs TpaHOTOpTMpOBaTb Npu  Temnepatype 2-8'C =
TepMOKOHTEliHepax paHopamMaoro NoTbIOBaHWH. COAEPXKLWYIAX X1a4031eMaHTbI. UK
a  TepMOKOHTEeWHepax  MHOTOKPATXKO  MPUMEHEHWs  C  eaTonaTuyecxu
nopepMuBaeMoil Temnepatypoii unv a aatapedpuxapeTopax ¢ UCA0NbMaaHuem
TEPMOUHANXATOPOB. M3aenne octaeTcs CTabu/bIB ™ [10 OKOHYAHUS CPOKa FOAAHOCTH,
yKa3aHHOro Ha yruikoake. Mpu TPaHCNOPTMPOBAaHUM C HapyLIEHEM TeMnepaTypHoro
pexuma uajanue He NOANEXUT NpUMeHaHno. TpaHCropTUPOBKa ocyruecTTasartcs
BCEMW BMAAMU TPAHCMNOPTA B KPbITbIX TPAHWOPTHBIX CPEACTaBX B COOTBETCTBUN C
npaBunamMu nNepeBo3ku rpy3os, AeiCTBYIOWIMMM Ha KaX/0M BUAa TpaHcnopTa.
FTAPAHTUAHBIE OBA3ATE/IbCTBA

MpounsaoanTans rapaHTUPyeT, YTO NPU NPABUILHOM XPaHEHUN 1 OBpaLLaHni n3genne
0CTTMTCACTabN/bHba/, 40 UCTEYEHUS CPOA FOAHOCTU MaKCUMasbHbI CPOK FOAHOCTH
MaAuUnHCXoro usgarelin Ha 6onee 10 mec>a.|ss C aaTthl npowssoacTsa. Msgenue,
XpaHUMauMMCs e HapyleHWeM pernamMeHTUPOBaHHOTO NPOU3BOAUTENEM PEeXuMa,
NPUMEHEHWIO HE NMOANEXNT.

TEXHUYECKOE OBCNYXUBAHUE

He TpebyeTtcs

TEKYUW WA PEMOHT

Ha TpebyeTca

AAHHBIE ana YTUNN3ALUN n YHUUYTOXEHUA
MEAVNUMNHCKOIO N3AENNA

MefuumMHCKoe U3enne yTUAN3NPYIOT N YHUUTOXWIT B COOTBETCTBUM C Npasunamu
obpaweHus ¢ ueAHiaeiciuiMu oTxogamun, pernameHTupylowmnmuca  CauluH

2.1 72790-10 ot 12.12.2010 kCaHuTapHO-anuaemuanormyeckue TpebmaHusa K
o6palleHnto c MeaX"eoMMU oTXoAaM*».

Heobxoaumo cneamath HBladOuanbHbIM CTaHAapTam npu nepejada U yTuausauun
M3/leNus, ero KOMNOHOKraa 1 ynawso*.

HAUMNOHA/NbHBLIE CTAHOAPTHI W HOPMATUBHAA
AOKYMEHTALMSA, MPUMEHSAEMBIE K MV:

roct P51362-2013, TOCT MCO 17611-2011, TOCT P EH 13612-2010, FOCT P
MNCO 23640-2015.TOCT P N C 016113-1-2015, TOCT P MCO 18113-2-2016. FOCT
P NCO 15223-1-2014. MocTaHoBNeHue MpaButanbcTm P® oT 27 gekabps 2012r.
NB1416 cO6 yTeBpXAE*e1M NPABUN rOCY Aapu U<uLION pernctpaynn MEILWHCOAX
nsgenuii». Mpuxas M*e«3gpasa Poccun oT 06.06.2012r. M>4u. Mpures Miwousgpam
Poccun o1 09 01 2014r. He 2H. Mpukazom MuHnctapcTm 34paBooxpaHeHns PO N*
11H oT 19 reBaps 2017 r.

NOTEHUWNANIbHbIA NOTPEBUTENb

MeanuuHckoe usgenve 3cTpagnon KoHTponbHble MHTApusnm (AlirSty i Estradiol
Controls) npefHasHa4YeHo AN NCNO/b30BAHUS B PA3/INYHBIX KNNHNKO-Na6opaTopHbIX
yCAMUSAX. BKNloYas 6e3orpaHnueHns.OoNnbHNLbLINAAGOPaTOPUN, NEPCOHAN KOTOPbIX
npowen obyyeHne nNo CNonb3oBaHuio aHareoaropa AJinity I.

NWH®OPMALINA O HANNYNN B MEAVWLIMHCKOM U3AENNN
NEKAPCTBEHHOIO CPEACTBA
Ho copapxokt

CTEPUNBHOCTb

MocTaBnsieTcs B HecTepunbHOM Buae. CTapunusaliks nepef, NPUMEHEHUEM He
TpebyeTcs.

NH®OPMALINA [¢] BO3MOXHOCTHU MOBTOPHOTIO
NMPUMEHEHNA

He noAnexuT NoBTOPHOMY NPUMEHEHUIO.
MATEPUWANbI XNBOTHOIO MPONCXOXAEHNA

MaTtepuanbl XWBOTHOTO MNPOUCXOXAEHUA MNPOBEpPeHbl W PUCKM NpumeHeHns MU
ykasaHbl B MacnopTe 6e3onacHocTi. JIAcNopTB 6€30NacHO0TN MOXHO HaliTW HaceiTe
wwvK.abbondiagnosbcs.com nnun o6patutecs k MECTHOMY NpeAcTaBUTeNto.

MOKA3AHWNA

ScTpapunon KoHTponbHble matepuanst (Adinity | Estradiot Controts] rpegHasHavansl
ANA OLUEHKM a0enpoMaofMMOCTM TecTa UM  BbISIBNEHUS cuUCTemaTuyecun
aHaNUTMYecKkux NorpewHocTel B pabounx xioacrepuctukax amsnusaropa Almity I npu
KONIMYECTBEHHOM ONpejeNIeHUM 3CTPAANO0NA B CbIBOPOTKA 1 N1a3Me KPOBY Ye/ioBeka.

NMPOTVNBOMOKA3AHNA

Ha npumenumo.

YCNoBUA XPAHEHUA N NPUMEHEHNA

XpaHeHue bleanl|«*ckoro usgenus npu Temnepatype oT 2*C pgo 8*C [A0/IXHO

OCYLeCTBNATLCA € X0N0A4NNbLIX KAaMepax Uu e XoNoAUrTbHKbIax. obecneunsa>onarx

pernameHTUpOBaHHbI TeMnepaTypHblil  pPeskMM C  exeAHeBHOW peructpayueit
Tepaneparypel.

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

AvarHoctuyeckoe dakc: »353 43 3331001
rogpasaeneHve
JlcHemak, J1oHrdopsa
I"pachcTBO SloHrchopa,
VipnaHgws,
MopnucaHo: /nognucano/ Jata: 6 niona 2020 .

Onusus ManneH (Olivia Mullen),

Cneunannct No HOPMaTMBHO-NPaBOBOMY PerynvpoBaHuIo
2660TT VpnaHams,

[narHoctnyeckoe nogpasgenexHvie

JlncHemak, JloHrdqopg

"pachcTBo JloHrgopa,

WpnaHgus.

/MeyaTb: TOPTOBAA MANATA CNAVATO (MHK)
NMOANNHHOCTL 3ACBUAETENBLCTBOBAHA LOBPOCOBECTHO
YnonHoMmoueHHoe nuuo /nognucano/ 07.07.2020 n/

/MevaTb: AnarHocTnyeckoe
nogpasgeneHue 3660TT,
NoHrdopa/

/MeyaTb: TOPFTOBAA MANATA CNAWTO (MHK)
3ABEPEHHbLIV CEPTU®UKAT O MPOUCXOXAEHWNWN/

/MopnucaHo: Onueua Mannen (Oiivia Mullen) 06.07.2020r./

TeKCT B AOKYMeHTe «VHCTPYKUMA MO NPUMEHEHWIO» HA aHTANCKOM W PYCCKOM fi3blKax
MOJHOCT b0 COBMadaeT.

& 000 LHPMH (] INFO@CIRMI.RU & WWW.G0SZDRAVNADZOR.RU



LLlecTHaguUaToro nna ABe ThicAYN ABajLaToro roga
A, Kopcrk Mapusa AnekcaHApoBHa, HoTapuyc ropoga MockBbl, CBUAETENbCTBYHO NOAMHHOCTb
nognucy nepesofumka Yepnocu roHa Cepres MropbesHya.
Mognuck caenaHa B MOEM NPUCYTCTBUMN.
JInyHOCTbL NoAnmMcaBLLIEro LOKYMEHT YCTaHOB/EHA.
3aperuct]>unposaHo B peectpe: Ne 77/2139-u/77-2020- 9
B3bICKaHO rocyfapCcTBeHHON nowaunHbl (o Tapudy); 100 py6.

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



PU1.1.MACKNHA O3[c.Hl«.LU#*A
Fopopg Mocksa

21 10N 2020

1, BopoHuHa EBreHunsa BnagumposHa. BpeMeHHO UCTMOMHBIOLLM 0CAaaHHoeLl
natapuyu ropoga Mockebl baxmase 3nbmupbl tOpbIiBHBI, CaMABTENLCTBYHO
oepHocTb KO/IMH ¢ npapcTallleHHoro MHe JOKyMeHTa.

3pperueTpuposaHo B peecjw: N» 77/52-H/77- 2020- ~

BabickaHo no tapudy. a Q Q .— PYys- .
ynn|usn93l okawagMHERLLI ?®® ™ * TexHuHeckoroxapakTepa:pyO-
E.B. bopoHuHa

Bc3ro npowHypoBaHo,
NMPOHYMEPOBAHO W CKPEneHo
neyarbto '10 nmct/ X
BPWO Hotramyca
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