Maker MapKHPOBKH Ha MEAULIMHCKOE H3AETHE

Habop pearenToB A8 KOINYHEeCTBEHHOTO ONPEaEJICHHS ICTPAAHOIA
HMMYHOXEMHJIIOMHUHECIEHTHBIM METOOM B CHIBOPOTKE H ILIA3ME
KPOBH He/10BEKa HA MMMYHOXHMHYECKHX aHanu3aTopax Alinity i

«IcTpaanon Pearentsi (Alinity i Estradiol Reagent Kit)»

3NEKTPOHHAS KONHA 0GOPMAEHA IEHTPOM HCMIbITAHI W PETUCTPALIMI MERHLMHCKUX H3ENHIA



Cb LLI  o7Ps50-20 LW

Habop peareHTOB AN KONMYECTBEHHOro onpejeneHnsa acTtpagmona
MMMYHOXEMUNNKOMUHECUEHTHBIM METOAOM B CbIBOPOTKE U Nj1asmMe
KPOBW 4YenoBeKa Ha UMMYHOXUMMUYECKNX aHanumizatopax Alinity i
«3dcTtpagnon PeareHTtobl (Alinity i Estradiol Reagent Kit)»
2 KOMNJieKTa no 2 KapTpuaxa Ha 100 TecToB B cocTaBe:
1 Kaptpuax 1:
- MwukpouacTtuubl (Alinity i Estradiol Microparticles) - 2 x 8.3 mr;
- OunioeHTa Tecta (Alinity i Estradiol Assay Diluent)- 2 x 5,1 m,
- OunioeHTa obpasua (Alinity i Estradiol Specimen Diluent)-2 x 10,4 mm;
2. Kaptpnax 2:
- Konwtorar (Alinity i Estradiol Conjugate) - 2 x 6,1 mn;
3. NTHCTPYKUMA MO NPUMEHEHUID.
Mpounssogutens: Abbott Ireland Diagnostics Division, Lisnamuck, Longford, Co.
Longford, Ireland (MpnaHgus) / PY Ne ! ot . . |
VHCTPYKUMIO NO NPUMEHEHUIO Ha PYCCKOM fA3blke: www.abbottdiagnostics.com/IFU/
Cepwuis, rofeH [o, yCroBuA XpaHeHUs ykasaHbl B rpadouyeckmux CUMBO/IAX.
PaclumdopoBKy rpadpuyecknx CMMBOJIOB CM. B UHCTPYKLUUN.
ABTOPU30BaHHbI NpeAcTaBUTeNb M3roTOBUTENSA Ha TeppuTopun Poccuum um
Apyrux ctpaH CHIM: O6WecTBO C OrpaHNYEHHO OTBETCTBEHHOCTbIO «3600TT
Nabopartopus», 125171, Poccus, 1. MockBa, JleHnHrpaackoe wocce, 16A,
CTpoeHue 1,
Ten: +7 (495) 258 42 80; ®akc: +7 (495) 258 42 81.

Estradiol Alinity i Estradiol Reagent Kit 3 Abbott
vy ac iIMCROMUMCLESI 2x  6.3mL
JASSAY MUJCNTI
[ [W*L 07P5020 2x100 2C 4 2x 61mL
ISMCIMEN MLUINTI 2x  10.4mL
;G www.abbcNe)ia(nostics.coiTviFl |COMJURATSI - 6.1 mL
-3&M3-201000 C€ fieri s q)
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& 000 LHPMH (&7 INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR.RU



[ref] O/P50-30 LU

Habop peareHTOB A/151 KOJINYECTBEHHOIO OnpeAeneHnsa actpaguonia
MMMYHOXEMUTIOMUHECLLEHTHBLIM METOLOM B CbIBOPOTKE U MN/1a3Me KpPoBU
yesioBeka Ha UMMYHOXMMUYeCcKnx aHasinsartopax Alinity | «3cTpaanorn

PeareHTbl (Alinity i Estradiol Reagent Kit)»
2 KOMMNnekTa no 2 KapTpuaxa Ha 500 TecToB B cocTaBe:
1 KapTtpungx 1:
- MwukpoyacTtuupl (Alinity i Estradiol Microparticles) - 2 x 33,8 mn;
- OunioenTta Tecta (Alinity i Estradiol Assay Diluent)- 2 x 26,5 mr;
- OunoeHTta obpasua (Alinity i Estradiol Specimen Diluent)- 2 x 47,1 mn;
2. Kaptpnax 2:
- KoHbtorat (Alinity i Estradiol Conjugate) - 2 x 26,5 m,
3. IHCTpYKUMA N0 NPUMEHEHUIO.
MpoussognTtens; Abbott Ireland Diagnostics Division, Lisnamuck, Longford, Co.
Longford, Ireland (Mpnangus) / PY Ne / ot . . |
VHCTPYKUMIO NO NPUMEHEHMIO Ha PYyCcCKOM fA3blke: www.abbottdiagnostics.com/IFU/
Cepus, rofieH [0, YC/IOBUA XpaHeHWs ykasaHbl B rpadpuyecknx cMmBosiax.
PacwmncpoBKy rpadpyyeckmx CUMBOJIOB CM. B UHCTPYKLMN.
ABTOpPV30BaHHbIN NpesCcTaBUTENb U3FOTOBUTENS HAa TeppuTOopumM Poccum u
ApYyrux ctpaH CHI: O6WecTBO C OrpaHMY4eHHOM OTBETCTBEHHOCTbIO «D660TT
Nabopartopus», 125171, Poccus, . MockBa, JleHnHrpagckoe wocce, 16A, ctpoeHue 1,

Ten: +7 (495) 258 42 80; ®dakc: +7 (495) 258 42 81.

Estradiol Allnlty i Estradiol Reagent Kit Abbott
>'C s'C 2X 33.8mL
) IAMAT DILM Ifr] 2X 255 mL
ra4 MFj 07P3030 V. 2X500 fc fAPICSIW Ocicwfl 2 X 47.1 mL
Ansmeyposhsdi |colwe* ™ 2x 26.5mL
Gnin — Cg fif o
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MICROPARTICLES

33.8ml
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JMAlinity Estradiol
CONJUGATE 0730
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M A1 Abbott
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CaezlenHs 0 CTAHAAPTAX, MPUMEHAEMBIX K ITHKeTKe Ha MU:
Cranaapr HanmeHnopauue crangapra
roCTt P UCO MennumKckae M3nenMA AN AHATHOCTHKH  in  vitro.
18113-1 -2015 Hndopmanns, npeaocTaBnAeMasn H3rOTOBHTENEM

(Mapxupoeka). Yacts 1. TepMunsl, onpencnenus u obume

TpeGoBanu.

IroCT P HCO
18113-2 - 2015

MennuMnckue d3JenMa IS AMAarHoCTHKH  in vitro -
Uudopmauus, npeaocrabaseMas NPOH3BOAUTENEM
(Mapkuposka) — Hactb 2: Pearedtbl ANs AHarHOCTHKH in vitro
AN npo)ecCHOHANBLHOIO NPUMEHEHNA.

"'oCT P HCO
15223-1-2014

Uspenua meauumnckne. CUMBONB, NPHMCHACMBIE NPH
MApKHPOBAHHM HA MEAMUWHCKHX H3JICNHAX, ITUKETKAX H B
conposoautenbHoli aokymenraumu. Yacts 1. OcuosHibie

TpeboBaHHA.

PaciundpoBka cCHMBONOB NPEACTABACHA B HHCTPYKIMH.
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bcero npownTo, NPOHYMepPOBaHO
1 CKPenneHo neyatbio
drT’ NIUCTOB
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KOIum#sl

Abbott Ireland Diagnostics
Division.

Lisnamuck.

Longford

Co. Longford

Ireland

bl +353 43 3331000
Fax +35343 3331001

a

Abbott

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

A, Onvena MynneH, CneumanncT perynsTopHOro otaena, 3660TT AuarHOCTUYECKOe
Moppasaenenvie WpnaHams, JloHrcopa, WpnaHawa (Olivia Mullen, Regulatory Affairs
Specialist, Abbott Ireland Diagnostics Division, Longford, Ireland), HacTosLLym
YAOCTOBEPAID, YTO Mpu/iaraemMble JOKYMEHTbI B HUXKEMPUBEAEHHOM O0O6beme CTpaHuL,
ABNAOTCH HCTPYKLMAMM MO MPUMEHEHWI. 3TV JOKYMEHTbI MOSIHOCTLHO COOTBETCTBYHOT
(haKTWNUECKOI [AOKYMEHTALWMMN MPOM3BOAUTENA.

WHCTpYKUMS no nprvMeHeHWto Ha meauumHckoe msgenve (Instruction for Use for
medical devise)

HaGop  peareHTOB [N KOMHUYECTBEHHO1o  OMpeJeNieHUs  se3paamona
VIMMYHOXEMU/TIOMHHECLIEHTHBIM METOZIOM B ChIBOPOTKE 1 M/1a3Me Kpornu YenoBeka

Ha UMMyHOXUMUYeCKNX aHanmzatopax Alinity i «9ctpaguon PeareHTbl (Alinity i
Estradiol Reagent Kit)»

Mo TeKCTYy WHCTPYKUWM BCTPEYAlOTCS BapuaHTbl HAMMEHOBaHWIA MeAULMHCKUX W3Aenuid,
NpuBeAeHHbIE B TabnMUe HdKe, KOTOpble SBASKOTCS CMpPaBef.lVMBbIMA U PaBHO3HAYHbIMM

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

HavmeHoBaHwe HavmeHoBaHVe MeAMLMHCKOro M3Lenns Ha CokpalLeHHoe
Ha aHr NACKOM PYCCKOM £13blKe HaumeHoBaHue(no
A3bIKE TEKCTY JOKYMEHTA)
Alinity i Habop peareHTOB A5l KOMYECTBEHHOTO 3cTpaguon
Estradiol orpeeneHns acTpagmona UMMyHo- PeareHTbl (Alinity i
Reagent Kit XeMWUIFOMUHECLIEHTHbIM METOLOM B CbIBOPOTKE Y Estradiol  Reagent
Mnna3Me KpoBY YesioBeKa Ha MMYHOXUMUYECKUX Kit)
aHanmsatopax Alinity i «3cTpaanon PeareHTb!
(Alinity i Estradiol Reagent Kit)»
Alinity i KanubpaTtopbl Ana 06ecrneyeHns MpaBUbHOCTM  SCTpagmon
Estradiol KOMIMYECTBEHHOTO  OMpefeneHns  acTpaguona  Kanu6patopsl
Calibrators) MUMMYHOXEMUTIIOMUHECLLEHTHbIM MeTOA0M B (Alinity i Estradiol
CbIBOPOTKE W nfasme Kposu 4Yenoseka Ha Calibrators)
UMMYHOXUMUYECKUX  aHanmsatopax Alinity i

(Alinity i
Estradiol
Controls
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«3cTpaguon  Kanubpatopbl (Alinity i Estradiol
Calibrators)»

KOHTpONbHble MaTepuanbl 4N NOLTBEPXKAEHUS
BOCMPOM3BOAMMOCTH " NpaBuIbHOCTU
KO/IMYECTBEHHOTO  OMpefeNiennss  acTpaguona
NMMYHOXEMWTIOMUHECLEHTHBIM ~ METOZOM B
CbIBOPOTKE M M/a3Me KpOBM 4enoBeka Ha
UMMYHOXUMUYECKUX  aHanm3atopax Alinity i
«3cTpa;on KoHTposibHble maTepuanbl (Alinity i
Estradiol Controls)»

acTpagmon
KOHTpO/IbHbIE
matepuans! (Alinity
i Estradiol

Controls)



Abbott Ireland Diagnostics Td. 43 3331000
Fax «35343 3331001

Division.
Lisnamuck.
Longford
Co. Longford
Ireland
a
Abbott
Alinity i AnntoeHT ana pyyHoro passefeHuns o6pasuos npu  3cTpaguon PyyHoi
Estradiol NCCNef0BaHMM 3Crpaguona ¢ ucrnonb3oBaHueM  AuntoeHT (Alinity i
Manual Diluent  Habopa «3cTpaanon PeareHTbl (Alinity i Estradiol Estradiol Manual
Kit Reagent Kit)» Ha UMMyHOXMMnuecknx  Diluent Kit)
aHanusaTtopax Alinity i «3cTpagnon PyuHoit
OwvntoeHT (Alinity i Estradiol Manual Diluent Kit)»
Cocras:
U Title Number
) S ) o of oaees
1 Instruction for Use for the Alinity i Estradiol Reagent Kit with 9
ADDENDUM for Russia.
2. WNHCTpyKUMs no npumMeHeHuto Sctpaamon PeareHTol (Alinity i Estradiol 10
Reagent Kit) ¢ MPUOXXEHVEM pna Poccun.
Signed: Date:

Olivia Mullen

Regulatory AlTairs Specialist
Abbott Ireland Diagnostics Division
Lisnamuck, Longford

Co Longford

Ireland

SLIGO CHAMBER OF COMMERCE (tNC)
CERTIFIED CORRECT INALL GOOD FAITt
Qtlia?
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Alinity |
Estradiol Reagent Kit

Read Highlighted Chengee: Revleed May 2019.

Instructions must be carefully followed. Reliability of assay results
cartnot be guarartteed If there are any deviations from these
instructions.

B name
Alinity i Estradiol Reagent Kit

I INTENDED USE

The Alinity i Estradiol assay is a chemiluminescent microparticle
immunoassay (CMIA) used for the quantitative determination of
estradiol in serum and plasma on the Alinity i analyzer.

| SUMMARY 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. Most estradiol is secreted by the ovaries (non-pregnant
women], although the testes (in men] and adrenal cortex (in men
and women) secrote small amounts. During pregnancy, the placenta
produces most of the circulating estradiol.

Estradiol and estrone interconvert/n vva. In normal non-pregnant
women, estradiol synthesized by the ovary is the predominant source
of both estrano and estrlol.

Virtually all circulating estradiol is protein-bound. Reported
associatlor) constants for estradiol with sex hormone binding globulin
and serum albumin are, respectively, 6.8 x 10" and 8 x 10*" One
consequence of this binding Is that the conditions of any assay

(or serum estradiol must release this steroid quantitatively from its
binding partners. The amount and proportion of protein-bound and
free estradiol vary by gender, and with pregnancy and menstrual
phase in women.'

Normal estradiol levels are lowest at menses and Into the early
follicular phase (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 followed immediately by ovulation. As LH peaks, estradiol
begins to decrease before risir>g again during the luteal phase
(100400 pg/mL). If conception does not take place, estradiol falls
further to Its lowest levels, and menses begins shortly thereafter.A
If conception occurs, estradiol levels continue to rise, reaching levels
of 1000-5000 pg/mL during the first trimester, 5000-15 000 pg/mL
during second ulmesler, ar>d 10 000-40 000 pg(mL during third
trimester.*” Al menopause, estradiol levels remain law.”

Because the ovaries pmduce most estradlof  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 fallicular development, which in turn depends
on the estradiol level.

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

& 000 LHPMH (&7 INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR.RU
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Estradiol
07P50
G71176R06

B7P500

fF] 07P5020
07P5030

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

The resulting chemiluminescent reaction is measured as relative light
units (RLUs). There is an inverse relationship between the amount of
estradiol In the sample and the RLUs detected by the system optics.
For addhional Information on system and assay technology, refer to
the Alinity ci-series Operations Manual, Section 3.

| REAGENTS

Kit Contents

AlinHy | Estradiol Reagent Kit 07P50

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

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

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

{mf] 07P5020

07P6030
Tests per cartridge set 100 500
Number of cartridge 9 ?
sets per kit
Tests per kit 200 W0
iMtcitoMimeLn 1 6.3 mL 33.8 mL
IcoHJuaxTf] 6.1 mL 26.5 mL
JAMArMuHOIT| 81 mL 26.5 mL
ISKOMMNDullin*f 10.4 mL 47.1 mL

m cMPAim ciis | Antl-Estradiot (rabbit, monoclonal] coated
microparticles In TR1S/BIS-TRIS buffer with protein (rabbit) ~alixlizer.
Minimum concentration: 0.0657% solids. Preservative: ProClm.

jcowjuaOTS;j Estradiol acridinium-labeled conjugate in citrate buffer
with surfactant stabilizer. Minimum concentration: 63.36 r>g/mL.
Preservative: ProClin,

jassavpiurtiiTj Surfactant in citrate buffer. Presenralive: ProClin.

jww M Eiioywy xnis buffer .«itb protein (bovine) stabilizer.
Preservative: sodium azide.

1Ngirnings and Precautions

®
- W Diagnostic Use
[

Safety Precautions

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



The lollowdng waminas and precautions nnplv to: j
ooMjiiiaarel | lamavdiluent]

WARNING Corr~ns methylisothiazolones.

H317 May cause an allergic skin reaction.

Pravereion

p281 Avoid breathing mist / vapors / spray.

p272 Contaminated work cioihlng should not be
allowed out of the wivkplace.

P280 Wear protective gloves / protective
clothir>g/ eye protection.

Response

P302-TP352 IF ON SKIN: Wash with plenty of water.

P333*P313 If skin irritation or rash occurs: Get
medical advice / attention.

P382*P364 Take off contaminated ciothing and wash
it before reuse.

Diapoaal

P501 Dispose of contents / container in

accordance with local regulations.

The following warnings and precautions apply to: laxe«itM diluei”

WARNINQ Contains dielhylenetriamine-pentaacetic
add and sodium azide.

H361 Suspected of dantaging fertility or the
unborn child.

H318* Causes mild skin irritation.

EUHO032 Contact with acids liberates very toxic gas.

Prevention

P201 Obtain special Instructions before use.

P280 Wear protective gloves / protecitve
clothing / eve protection.

Response

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

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

Diapoaal

P501 Dispose of contents / container in

«ccordance with local regulations.

* Not appUcaUe whera regulation EC 1272/2008 (LU ») or OSHA
Hazard Communication 29 CFR 1910.1200 (HCS) 2012 have been
mpiemenied.

Safety Data Sheets are available at www.abbotldiagnosttcs.com or
contact your 4>cal representative.

For a detailed discussion of safety precautions during system
operation, refer to the Allnity ci-sorios Operations Manual. Section 8.
Reagent Harufling

NOTE: Alinity i Estradiol Conjugate and Assay Oikient bottles do not
contain a septum by design,
= Upon receipt, gently invert the unopened reagent kit by rotating
it over and back for a full 180 degrees, S limes with green label
stripe facing up and then S limes with green iabel stripe facing
down. This ensures that liquid covers ail sides of the bottles
within the canhdges. During reagent shipment, microparticles
can settle on the reagent septum.
Place a check mthe square on the reagent kit to indicate to
others that the inversions have been completed.
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= After mixing, place reagent cartridges in an upright position for
8 hours before use to allow bubbles that may have formed to
dissipate.

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

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

For a detailed discussion of reagent handling precautions during

system operation, refer to the Alinity cl-sertes Operations Manual,

Section 7.

Reagent Storage

storage Maximum  Additional Storage
Temperature  Storage Time instructions
Unopened 2 to6'C Until Store In upright position.
expiration  f cartridge does not
date remain upright, gently
invert the cartridge 10
times and place Inan
upright position for 8 hours
before use.
On board  System 30 days
Temperature
Opened 21lo8-C Until Store in upright position.
expiration  If cartridge does not
date remain upright during
storage, discard the
cartridge.

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

Reagents may be stored on or off the system. If removed from the
system, store reagenu with new replacement caps in an upright
position at 2 to 8*C. For reagents stored oft the system, it is
recommended that they be stored in their original trays or boxes to
ensure they remain upright.

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

Indications of Reagent Oeteiioration

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

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

I INSTRUMENT PROCEDURE
The Allnity 1Estndoi assay requires that the Allnity Trigger
Solution be stored ort-board for no longer than 10 days after the
day the reagent Is Installed. The system automatically tracks the
on-board stability of the Tflgger solution In the replacement bottle
and the reservoir.
NOTE: If the on-board stablUty for the Trigger sotutlon expires
perform the Empty the bulk solution reservoirs (I-serfes)
procedure fouiKf ki Section 10 of the Operations Manual.
The Alinity | Estradiol assay file must be installed on the Alinity i
analyzer prior lo performing the assay.
For detailed information on assay file installation and viewing and
editing assay parameters, refer to the Alinity ci-sedes Operations
Manual, Section 2.



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

For 8 detailed description of system procedures, refer to the Alinity
ci-serles Operations Manuai.
Alternate Result Units

Edit assay parameter *Re$ult Units* to select an alternate unit.
Conversion formula:

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

Default Result Unit
pg/mL

Corwerslon Factor
3.87
0.00367

Alternate Result Unit
pmol/L
nmol/L

| SPECIMEN COLLECTION AND PREPARATION
FOR ANALYSIS
Specimen Types
The specimen types listed below were veritied for use with this
assay.

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

Specimen Types Coltectlon Tubes
Serum Serum

Serum separator
Plasma Lithium heparin

Plasma separator
Potassium EDTA

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

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

Specimen Conditions

= Do not use:

heat-inactivated specimens
specimens with obvious microbial contamination

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

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

Preparation LI Analysis

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

< Specimens should be tree of bubbles. Remove bubbles vth an
applicator stick before analysis. Use a new applicator stick for
each specimen to prevent cross contamination.

To ensure consistency in results, recentrlifuge specimens prior to

testify if

« Ny 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

recentrifugatton.

Prepare frozet"apecimens as follows:

= Rozen specimens must be completely thawed before mixing.

= Mix thawed specimens thoroughly by low speed vortex or by
gently inverting.
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1 Visually inspect the specimens. If layering or stratification is
observed, mix until specimens are visibly homogeneous.
1 if specimens are not mixed thoroughly, inconsistent results may
be obtained.
= Recentrlfuge specimens.
Recentrifugation of Specimens
= Transfer specimens toa cerrtrituge 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 Tempcfatuft Storaga Tltne Special Instructions
Serum/Plasma 2 to B'C 7 days It testing will be
delayed more than 24
hours, remove serum
or plasma from the
clot, separator, or red
blood cells and store
at 2-8*C.

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

Avoid multiple treeze/thaw cycles.

Specimen Shipping

Package and label specimens in compliance with applicable state,

federal, and international regulations covering the transport of clinical
specimens and infectious substances.

| PROCEDLRE

Materials Provided
07PSO0 Alinity i Estradiol Reagent Kit

Materials Required but not Provided

< Alinity i Estradiol assay file

« 07P5001 Alinity | Estradiol Calibrators

« (07P50H0 Alinity | Estradiol Contmis or other commercially
available controls

« 07P5040 Alinity i 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 ci-series Operations Manuai, Section 1.

For information on materials required for maintenance procedures,

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

Assay Procedure

The Alinity | Estradiol assay requires that the Alinity Itigger

Solution be stored on-board 1m no longer than 10 days after the

day the reagent is installed. The system automatically tracks the

on-board stability of the D-Igger solution in the replacement bottle

and the reservoir.

NOTH: If the on-board stability for the Trigger solution expires

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

procedure found in Section 10 of Nee Operations Manual.

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

ci-series Operations Manual, Section 5.

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

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



« Maximum number of replicates sampled from the same sample
cup: 9
Priority;
Sample volume for first 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 lest from same sample
cup: 150 pL
> 3 hours on the reagent and sample manager;
<« Replace with a fresh aliquot of sample.
= Refer to the Alinity i Estradiol calibrator package insert and Allnity
i Estradiol control package insert for preparation and usage.
= For general operating procedures, refer to the Alinity ci-series
Operations Manual, Section 5.
< For optimal performance, It is important to perform routine
maintenance as described in the Alinity cl-serfes Operations

Manual, Section 9. Perform maintenance more frequently when
required by laboratory procedures.

Sample Dilution Procedures

Samples with an estradiol value oxcceding

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 Dilution Frocedure.

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 (> IB 350 pmol/L), dilute the sample 1:10 and run
using the Manuel Dilution Procedure.

Manual Dilution Procedure

Suggested diluhon: 1:10

Add 20 pL of the sample to 180 pL of Alinity i Estradiol Manual
fAiuent.

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 dilulion factor is applied,

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

be manually multiplied by the appropriate dilulion factor before
reporting the result. If a diluted sample result it less than 100 pg/mL
(367 pmol/L), do not report the result. Rerun using an appropriate
dilution.

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

Calibration
For insructions on performing a calibration, refer to The Alinity ci-
series Operations Manual, Section 5.
Each assay control must be tested to evaluate the assay calibration.
Once a calibration Is accepted and stored, all subsequent samples
may be tested without further calibration unless:
= A reagent kit with a new lot number is used.
= Daily quality control results are outside of statistically-based
quality control Hhiifs used to monitor and control system
performance, as described in the Quality Control Rroceduras
section of this package insert.
if statistically-based quality control limits are not available,
then the calibration should not exceed a 30-day limit for
recalibralion frequency.
This assay may require recalibration after maintenance to crllicai
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 pohey.

To establish statistically-based control limits, each laboratory should

establish its own concentration target and ranges for new control lots

at each clinically relevant cor>trdl level. This can be accomplished

by assaying a minimum of 20 replicates over several (3-5) days and

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

and variability about this average (range) for the laboratory. Sources

of variation that should be included in this study In order to be

representative of future system performance Include:

= Multiple stored calibrations

= Multiple reagent lots

= Multiple calibrator lots

« Multiple processing modules (It applicable)

« Data points collecled at different times of the day

Refer to published guidelines for information or general control

rocommondation, lor example Clinical and Laboratory Standards

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

general quality control recommendallons™

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

= It quality control results do not meet the accepiance criteria
defined by your laboratory, sample results may be suspect.
Follow the established quality control procedures lor your
laboratory. Recalibration may be rtecessary. For troubleshooting
information, refer to the Alinity ci-series Operations Manual.
Section 10.

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

Commercial controls should be used according to the guidelines

and recommendations of the control manufacturer. Concentration

ranges provided in the control package msen 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 >nthe assay per the

assay package Insert.

Quality Control Guidance

Refer to "Basic QC Practicos’ 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 Verificabon ot

Assay Claims In the Alinity ci-series Operations Manual.

I RESULTS

Calculation

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

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

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

Measuring Interval

Measuring intervsd is defined as the range of values in pg/mL
(pmol/L) which meets the limits of acceptable performance for
linearity, Imprecision, and bias.

The measuring Interval of the Alinity i Estradiol assay is 24 to
1000 pg/mL (B6 to 3670 pmol/L).



| LIMITATIONS OF THE PROCEDURE

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

« |If the estradiol results are inconsistent with clinical evidence,
additional testing Is suggested to confirm the result.

= Heterophllic antibodies in human serum can react with reagent
immunoglobulins, interfering with in vitro Immunoassays. Patients
routinely exposed to animals or to animal serum products can
be prone to this interference, and anomalous values may be
observed. Additional information may be reguired for diagnosis."*

| EXPECTED VALUES
This study was performed on the ARCHITECT | System.
Ropresontattve performance data are provided in Nds section.
Results obtdned in individual laboratories may vary.
Itis recommended that each [*oraiory determine its own reference

range based upon its particular locale and population characteristics.

The expected ranges for the ARCHITECT Estradiol assay were
obtained by testing specimens drawn from 101 males, 72
postmenopausal females and normal menstmating females. For the
normal menstruating female ranges, specimens were obtained from
36 women drawn throughout their cycle, resulting in a total of 356
specimens. Vaiiatlons in cycle length were normalized by aligning
the cycles based on Day Qas the day of the LH peak (same day as

ARCHfTECT Estradiol Profile During the Normal Menstrual Cycle

Cycle Day
£sr(kt)l ConcenSation (piymL) 5%
95%
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the FSH peak and same day or one day after the estradiol peak).
To establish cycle-specific reference ranges, the specimens were
categorized as follicular phase, mid-cycle phase and luteal phase.
Follicular phase was defined as the period of time from IS days to
2 days prior (-15 to -2) to the period of the mid-cycle gonadotropin
surge (Days -1 to -r-). The luteal phase was defirtod as *2 days to
+15 days.™
All cycles included in establishing reference ranges were ovulatory.
The results are presented below.
Estradiol Corwenliation im m
Me<98n CenM 95% Range

PepuWM n (PO/ML) (n/mL)

Norrrral MensVuatIng Females.

Follicular Ruse 365 54 21251

Mid-Cycle Phase 105 195 38-649

Luteal Phase 466 99 21 -312

PostmanoMusal Females not on HRT 50 <10 <10-28
Postmerrapausal Females on HRT* 22 28 <10-144
Males 101 23 1 -44

HRT " Hormone Roplacement Therapy

* For n*'22, the central 95% range Is the same as the range from
minimum to maidmum.



| SPECIFIC PERFORMANCE CHARACTERISTICS
Representative performance data are provided in this section. Results
obtained in individuai laboratories may vary.
The Alintty | anityrer and the AHCHfTECT | System utilize the same
reagertts and sample/reagent ratios.
Unless otherwise specified, all studies were performed on the Alimty
| analyzer.

Precision

WithIn-L~ratory Precision

A study was performed based on guidance from CLSI EP05-A2."*
Testing was conducted using 1 tot of the Aiinity i Estradiol Roagont
Kit, 1 lot of the Allnity i Estradiol Calibrators, and 1 lot of the Aiinity 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.

WINdnRn WittinLaboralory
(RsptiVibiHIY) (Totey*
8vIpK) a (Adm) $0 Y%ev SO Y%ev
LlowConbd 120 0 3S 71 38 7.7
Medum 120 188 45 24 49 26
Contd
HgiConrd 120 587 126 22 152 26
* Includes <Mthirtrun, between-run, and between-day variability.
WihinRun WiliirtLicaMury
(RopeasSifiYl (Touiy*
SMipit n (pffiOIA) so % cv 0 % cv
LowContrd 120 180 13.0 72 13.9 7
Medum 120 688 16.4 2.4 17.9 26
Contrdl
HohContrd 120 2156 471 2.2 5.9 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.M
Testing was conducted using 3 lots of the Aiinity i Estradiol Reagent
Kit on each of 2 Instruments over a minimum of 3 days. The
maximum observed Lenrt of Blank (LoB), Limit of Detection (LoD),
and Limit of Quantitation (LoO) values are summarized below.

PSM. pamu.
LoB> 13 48
Loo* 20 73
LoQ* 2 8

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

" The LoO represents the lowest concemration at which the analyte
can be detected with 95% probability based on n 2 60 replicates of
tow-analyte level samples.

~The LoO was determined from n a 60 replicates of low-anaiyte
level samples and is defined as the lowest concentration at which a
maximum altowable precision of 20 %CV was met.

Linearity

A study was performed based on guidance from CLSI EPO6-AN
This assay Is linear across the measurirtg Interval of 24 to

1000 pg/mL (88 to 3870 pmollL).

Analytical Specificity

This study was performed on the ARCHITECT t 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.
The percent cross reactivity is shown below:

CoocentrsioaCnn
CmsRtKtMI RoKtsd % Cron ReKlivtty
17K4tnd>al 3suHate OgmiL 0.1%
Estroe 1SOOpgfim. 0.7%

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

Crass ReKtMit Coapeetratiofl Crass Reactant
Adcsterore IOpgAnL
Sa-Androstan-38 [7{ciol tOongmL
SaAndidfhtancione [OniymL
Androstenedione ICOngmL
Camiptiene ditrate eOngmL
Conicoslerone 570 fymL
Cortisone SO0gfiml
Deoxyoortioosterone acetate SOOn(ymL
I-Oeoxycortisol SOOngrin
Deanetfissone 12 T70ftymL
GEA 120 ngNe
DHEAS

58Ddiycrocortoosterone 50n~L
CHT (Dliyckotestosterone) ? gl
Eouilin 06\ mL
Equilin Suitate 5ngirlL
Estetiot 24nghL
170 EsPadidl OSntymL
178EslradH]F3ciironida 4.8n(y1l
i78EA(radiol 17valerata 1 ngimL
17$Esndlol 17qroooslB 1 ngiml
1 78Estrsdiot 3-sulfilai7*curonide 50ngirL
Estrol 2500ptymL
Fstndl 160-[9-0-gucuronice] 100\ mL
Estnol 3suitatt 300itgird.
Estid 3(8Dgluawrorice) fOergrinL
Estrone 3sutfate 0.4nmL
BtriynoQiai docetate 1 lighnl
Ethynyiestradiai 04n<ymL
Hydrocortisone 500 ng/mi-
leaHydroxyestrons InghrL
17oHydraxypregrerNone 480njymL.
170HydroxypnigasterDrti 1200 ngmrL
Modrayprocesterae 12.3 gL
Mestrand 04nghL
Noethinctore 16n(yTl
Norethmoore aoetate (Noredvsterora 14njymL
20etate)

Pregrendore 59 ngfmL
Progesteraone 500n~L
Tarodfen 183 ngimL
Testosterane 20n(ynLL

This assay should NCTTbe used to assess estradiol levels for
patients undergoing Pulvesintnt or Mifeprietone treatment. Structural
and functional anaioguas of steroid hormones, Inctodng the estmdioi
molecule, have the potential to cause Interlerence/cross reactivity
wNe the ALhity | EstiudJol assay. Samples from patients administered
medications which Inhibit tumour cell proliferation (e.g. COK4/6
inhibitors) may be subject to Interference/cross reacttvfty with the
Alhity | Estradiol asaayUn addition, drugs which interfere with or
activate production of steroid horntones (e.g. Aromatase inhibitors)
may alto inters or cross react with the Alintty | Estradiol assay. In
such cases, an alternate metiiod such as chromatography should be
used.



IbbleB

The ARCHITECT Estradiol assay recovery in the presence of the
following compounds Is 100 1 40% at the concemratlons listed below;
A study was performed in which synthetic specimer>s containlr*g
estradiol (600 pg/mL) were supplemented with potential interferents
at the concentrations listed and tested for estradiol. The percent
recovery Is shown below:

Interterent ConeetilivMon Interterent % Recovery
Eoulb 12 mgk B4
Eouitn Quifate IOng™L R6
ENgrylestradid 08nginL. 836
Mesrarwi 08nomL 1005
Norehindrore ng/mL 769
Norethtrnchme aoetats 28ngiL 995
MNorethisterone aoetate)

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

Interterent Concentrifirm Interterent % Recovery
Adosterare 10 pmL 1001
5QAdfostan:38,179idl 10 ngfnl B6
SaAndrostandofv 10 ngfrL 08
Androsteredare I0Ongfrel 1001
Comiphete diffate 60ng/m. B8
Coflicostewe 570 ngiml N1
Cortisore 500ngimL B4
Devyoorteoslenie aodlate 500 gL 969
[:Deocroortisol 500 gL 1004
Dearethesoe 12 770 ng/ml. 1005
DA 120 niymlL 08
DHEAS Big/mL 1002
SSQltydrooortioosterone 500ngirL 1009
CHT (OthyfirotEStosterare) 2ngmL 1009
Estetrd 20ngirL B0
17qEstredd 03ng/ml 1007
179EstrdlicA3ghkicuronide 46n"mL 988
178 Estradiot!7viderate 1 ng/ml 1004
[79Estra(liol 17-procioneie tnAL 1001
179Esaadiol 3suitate 50n(ymt 1051
17HaPabtol3sullatel7- Oyl 996
gKuantce
Batrict 160i8-3glucuninide) 106nfymL 1013
Estiol 3sui-ate 300ng/ml 979
Estrtd 3(V>9ucuronkee) 106ngNd. 1001
Esffare 3sullate 04nghl 100.1
Bhynodd decstate 1 pgml 97.7
Hythxorbsore SOOngftrl 04
16aHyc(Kyestron 1ng/ml 1002
TToHdPxyprsgrendax 480ng/ml 1000
TToHerayiKQYe3erare 1200n(yT! 989
Medaxyprogeserare 12 3rkyTl N1
Rtgrendiore 59ntyml 1062
Regesterare SOOntymi 1005
Timaden 183 ng/ml 1009
Testcstarae 20ng/ml Nl

This assay should NOT be used to assess estradioi levels for
patients V\WKlergoing Rilvestrant or Mifepristone treatment Structural
and funttional analogues of steroid h"*roones, kicludhig the estradiol
molecule, have the potential to cause interference/cross reactivity
sMi the Alinity | Estradiol assay. Samples from patients administered
medtoations which Inhibit tumour ceil prollfmbon (e.g. COK4/6
kiNbftors) may be subject to Interference/cross reactivity with the
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Allnity i Estradiol assay. Inaddition, drugs which Interfere with or
activate production of steroid hormones (e.g. Aromatase Inhibitors)
may also interfere or cross react writh the Alir”l Estradiol assay. In
Moh cases, an alternate method such as chromatography should be
used.

Table C

The ARCHITECT Estradiol assay recovery in the presence of the
following compounds is 100 1 10% at the concentrations listed below:
A study was performed in which syntheflc 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;

Concentrgion CHoentrsUon
Interterent Estradiol Interterent % Recovery
Edrone 750 pg/ml 30pgml fecie]
Estrare 4000 pgimi 1500 pyml 928
Estrid 4000 pgml 1500 pg/ml %84
Estrial 150 pgiml 2500 pg'ml 21
Interference

This study was performed on the ARCHITECT | System.
Potentially Interfering Endogenous Substar>ces

Potential Interference in the ARCHITECT 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.®

tetererefft Level
Polestially IntwiBring Sutetinei CenventioM Units
Hemogiahin 500mg/iL
eillrubin 20mg/dL
Tglytentles 1000 mg/d
"Dtditi 4m]12(ydL
Chdlesterd 240mordL

Method Comparison

A study was performed based on guidance from CLSI EP09-A3 using
the Passing-6ablok regression method.*®

Comillion Concerttrmion
Units Coetficeii  InteceM Slope  Range
Aityi Sum Ryl 120 099 207 07 12673
Estracial vs 1069 443002
T (pdlL) (1069) ( )
EsDadal
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Note for number formatting:

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

= A period Is used to separate the integer pan 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 lor use

Manufacturer

td
w

Sufficient for

Temperature limitation

2 Use by/Expiraticn date
[w] In Vitro Diagnostic Medical
Device
Lot Number
List Number

Serial number

other Symbols

ASWV PUUIMT Assay Diluent

CONUUOATE Conjugate

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

Distributed In the USA by

Information needed for United
States of America only
Inversions Performed

COMTALL». AZtPII

oisrmauTED WTmc UM eV

MFomuneN eoss UM only

IKVERMONS

MCDoeaimcLM Microparticles

MOOUCTOP MLKHO Product of Ireland

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

SPECIUEN ommenT Specimen Diluent

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

Abbott Ireland
Diagnostics DMskm
Lisr"muck, Longford
Co. Longford

Ireland
+353-43-3331000

CE

letrimteuTED ih the um bv|

Abbott Labomtories

Abbott Park. IL 60064 USA

Customer Service: Contact your local representative
or find country-specific contact Information on
www.abbottdiagrwstlc8.com

Revised May 2019.
©2017, 2018 Abbott Laboratories



ADDENDUM
to tf>e Ifwtojctton fof Use Alinity i Estradiol Reagent fti {for Russia)

SHIPPING

Recott¥7»ftded shiKJing conditions fw davtoa Is 2-8 in single-use thermo containers
containmg coolant elements, or in reusaue Neermo containers with automatically
maintained temperature or m eutore”gerators using thermal Indcalors. Device is stable
until the expiration date indcaled on the pacttege Device is no longer sulable for use
if supping terr«}»rature limits have been vidated. Ship in an enclosed carrier vehicle of

any Knd in eccordancc with stepping riies, appKcable to the respective carrier

Manufacturer goaiantees lliat devicia remains stable laitil the e)cp(reBBon date when
stored and handed as drected The TaaTuT shelf life of the medicd device is 8
months from date of rrertufacUiring Oevicemust be dscarded If stored with deviations

In manufacturer's requirements
MAINTENANCE

Not required

REPAIRS

Not required

DESTRUCTION AND DISPOSAL OF AMEDICAL DEVICE
Oestruct and d”~»se of a medical device In accordance with the requirements of
SanRn 2.1 7,2790-10 dated December 12, 2010 ‘Samtary-epioemioioglcai
Requirements (orthe Menagorn»it of Medical Wasle*.

Transmit and dispose of a product and its components and paciieging in accordance
with local regulations

LIST OF APPLICABLE STANDARDS

National RuBsiNa standards and normative documentati(»t applied to MD:

GOST R 61362-204, GOST R EN 13812-2010, GOST R ISO 23640-2015, GOST R
18113-1-2015, GOST R ISO 18113-2-2015, GOST R IS0 15223-1-2014, Govemmeni
Regulation Ns1418 «On die epprova) of the rules of state reestralion of medicrt
devices', Order of the Ministry of Heath of Russia dated 06/05/2012 No. 4n, Order of
tireMinlsliy oTHealthof Russia dated 01K09/2014, No. 2n, Order of theMirvstry of
Health of the Russian Federation No 11n of January 19. 2017

No1416
POTENTIAL USER

The Winity | Estrada Reagent Kit Is intended to be used in a variety of cliniCBI and
laboratory conditions. Includng, wimout liiritetior. hospitals and latxxatones, whose
oersocwel have been darted in the use of the Alidty | analyzer,

INFORMATION ABOUT PRESENCE OF DRUGS IN
COMPOSITION OF MEDICAL DEVICE

Does ixK contain any drugs

STERILIZATION

Medical OeMce is not required to be sterile.

INFORMATION ABOUT POSSIBILITY OF MULTIPLE
APPLICATION

Medica device cannot be ro-apptisd

MATERIALS OF ANIMAL ORIGIN

Materias of atimal originare tested ~ d r j~ of using MD are indicated in SDS. Safety
Data Sheets ere available at www.aU>atdiagnos6cs.com or contact your local
representative.

The Alinity 1 Estradol assay is a chernlixTinescent Tlcrepalilcle immunoassay

;CMIA) used (or the quantilstivedee”~nation d estradlQl In serum and rtiesma
on the Allnty i analyzer.

CONTRA-INDICATIONS FOR USE

Not epp”cable.

STORAGE AND USE CONDmMON

storage of Medcal device at a lemperature of 2 'C to 8 ‘C should be carried out In cold
nmre or irt refrigerators providing a regulated temperature regime with a daily

temperature recor**
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Alinity |

Actpaanon PeareHTbl (Alinity i Estradioi Reagent Kit)

Cw. BblgeneHHble n3MeHeHUs. 1Ndenyls: maid 2019 r.

Heobxoaumo TOYHO cnefoBaTh VHCTPYKLWMAM. TpU OTKMOHEHWUN OT
VIHCprKLl,VIVI HaEXXHOCTb Pe3yNbTaTtoB TECTa HE rapaHTUpyeTCA.

I HAMEHOBAHWE (CokpalL,eHHoe)
ctpaanon PeareHTol (Alinify i Estradiol Reagent Kit)

I HASHAYEHVE
TecT ¢ ucnonb3oBaHvem 3cTpaapon PeareHTbl (Alinity | Estradiol
Reagent Kit) siensietcs XeMUIFOMUHECLEHTHBIM MMMYHOaHa/IM30M
Ha Mukpouactuuax (CMIA) 4nsi KOMMYeCTBEHHOTO onpeaeneHus
3CTpagMona B CbIBOPOTKE M Nia3me KpoBu Ha aHaimsatope Alinity i.

I KPATKOE OINMCAHVE TECTA

3cTpaamon =Hanbonee akTVBHbIA HaTypasbHbIA 3CTPOreH YenoBeKa.
Y YEHLLUWH OH perynmpyeT penpoAyKTVBHYHO (YHKLMIO 1 Hapsay

C NporecTepoHOM 06ecneynBaeT HopmanbHOe NpoTeKaHue
6epemeHHOCTN. OCHOBHas 4acTb 3CTpaMoNa CUHTE3NPYETCS B
ANYHMKAX (Y HEGEPEMEHHBIX YKEHLLWH), XOTA ANUKN (Y MYXXUMH) U
KOpa HaAnouYeUHNKOB (Y MYXUMH U XEHLLIMH) TakoKe CUHTE3VNPYIOT
HebO/bLLIOE KOMMYECTBO FOPMOHOB. BO Bpems 6epeMeHHOCTM
nnaueHTa CMHTe3NpyeT HanbosbLLYIO YaCTb LPKY/MPYIOLLIETO
3cTpaguona.

B opraHu3me yenoBeka, In Vivo, acTpaauon 1 acTpoH
B3aMMONpPOBpAaLLaeMbl. B Hopme y HebepeMeHHbIX XEHLLIMH
3CTPAANON, CUHTE3VPYEMbI B AUYHIKAX, ABNSETCA [1aBHbIM
MCTOYHMKOM 3CTPOHA 1 acTprona.

MpaKTyecky BeCb LMPKYIMPYIOLLWIA 3CTPaAVON HaX0aUTCs

B CBA3aHHOM C Gefikamu COCTOAHUN. 3BECTHbIE KOHCTaHTbI
accoupanmm acTpaanorna ¢ rMobyMHOM, CBS3YIOLLMM MO/OBble
FOPMOHbI, 1 1bOYMUHOM B CbIBOPOTKE KPOBY COCTABASIHOT,
COOTBETCTBEHHO. 6.6 X 10”1 6 K 10*." BcneacTeue AaHHOTO (haktopa
Noboii MeToA aHanM3a 3CTpaaMona Ha Matepuane CbiIBOPOTKA
KPOBW AO/HKEH ObITb OCHOBaH Ha MPUHLMNE KOMNYECTBEHHOMO
BbICBOOOXK/EHVA ;aHHOIO cTepounaa. KonmyecTso u aons
CBOGO/HOTO ¥ CBA3AHHOIO C 6eNkaMu 3CTpPaanona 3aBucUT OT Nona,
a Y XEeHLMH =TaKKe OT 6epeMeHHOCTU U (hasbl MEHCTPYa/bHOro
unkna.’

B HOpME Y >KEHLLMH YPOBEHb 3CTPaANONa MUHUMaIEH BO BPeMs
MeHCTpyauumn 1 B Havane onmMKynspHoii dassl (25 =75 pg/mL)
3aTem B KOHLEe (hONNMUKYTPHOW (hasbl OH HAYMHAET yBENNYMBATHCA
1 pocturaet nuka 200 - 600 pg/mL nepeg, Ha4anomM MacCvBHOIO
Bbl6pOoca MM, 3a KOTOPbIM 06bINHO HEMEZ/IEHHO CNeayeT OBYNALMS.
Mocne nuka ypoBHa JIT KOHLEHTpaumsa acTpagyona HaunHaeT
CHWXKaTbCA A0 CeAyHOLLLEro MOBbILLEHWS BO BPEMS /IOTEVHOBO
tasbl (100 - 300 pg/mt). Ecnu 3a4atvisi He MPOM3OLLO, YPOBEHb
3CTPaAuona NPOAOMIKAET CHUXKATLCA [0 MUHUMYMa, U BCKOpE 3a
3TVIM HauYMHAEeTCA MeHCTpyauusa.  Eciv npoucxoauT 3avatue,
YPOBeHb 3CTPaAMOoNa NPOAO/KAIOT yBenumBaTkes, gocturas 1000
«5000 pg/mL BO Bpems nepsoro TpumecTpa, 5000 <15 000 pg/mL
BO Bpems BTOporo TpumecTpa 1 10 000 - 40 000 pg/mL BO Bpems
TpeTbero Tp~ecTpa.® ®B mMeHonay3e ypoBeHb acTpaauona
OCTaeTCs HAKUM."

MOCKO/bKY ANYHWKM BblpabaTbiBatoT HaMbo bLLIEE KOMYECTBO
3CTpajmnona y 3A0POBbIX XEHLLWH, OnpefeneHne KOHLEHTpaLN
3TOr0 ropMoHa VHOTAA MOXET CYXKWUTb MOKasaTenem (DyHKLK
ANYHNKOB.® KPOME TOro, MOHUTOPUHI YPOBHEN acTpaauona urpaet
BaXHYIO PO/b B 06CNef0BaHUM NPU ameHopee, NpeXxaeBpeMeHHOM
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Estradiol
07P50
G76392R06
B7P50R

@ 07P5020
[«3 07P5030

MO/IOBOM Pa3BUTUN, BECTIIIOANN Y MY>KUMH U XKEHLLMH, & TakkKe A/
OLeHK Havasia MeHonay3bl. MOHUTOPMHI YpOBHeEl acTpaanona
SIBNAETCH HEOBXOAMMbIM MY ONNOACTBOPEHUM In Vitro, Tak Kak
U3B/IEYEHE OOLMTOB NPOBOANTCA B ONPEeeNeHHOMN (hase pasBuTus
(honMKyna, YTO B CBOKO OYEpe/b CBSA3aHO C YPOBHEM 3CTpaaMona.

I BMONOIMYECKUWE MPUHUWIMBI MPOLUEAYPbI
[laHHbI TECT ABNSAETCA OTNIOKEHHBIM OAHOCTYMNEHYATHIM
VIMMYyHOaHa/IM30M /11 ONpefieNieHns aCTpaanona B ChIBOPOTKE
1 nnasme KPOBM Ha OCHOBE TEXHOMOTUN XMUTOMUHECLLEHTHOTO
MMMyHOaHanm3a Ha Mukpoyactuuax (CMtA).

CMeLLnBatoTCa 1 UHKYOUpYtoTCs 06[ra38Ll, napamarHuTHble
MUKPOYaCTUL|bl, CEHCUBUN3NPOBAHHbIE aHTUTEIAMU K 3CTpaauony
(KpOMMYBLMMY, MOHOK/OHa/TbHBIMM), AUMKOEHT 06pasLa 1 AUIOEHT
TecTa. cTpaamon, NPUCyTCTBYIOLLMIA B 06pasLie, CBA3bIBAETCA

C MUKPOYaCcTMLaMM1, CEHCMOUIM3MPOBAHHLIMU aHTUTEeNamMmn K
acTpagumony. [ins co3aaHns peakLyoHHON cMecun aobasnseTcs
aKpUAYH'MeUeHbI KOHBIOraT acTpaaunona. PeakuyoHHas cMech
VHKy6upyeTcsi. Mocne LKia NPOMbIBKY K PeakLMOHHOR cMecw
[106aBNA0TCA PacTBOPLI NPe>TpuIrepa u Tpurrepa.

Monyyaeman B pesynbTare XeMUIIOMUHECLIEHTHAsA peakLma
n3MepsieTca B OTHOCUTENbHBLIX CBETOBbIX eanHuuax (RLU). Mexay
KO/MYECTBOM 3CTpaamona B obpasie n RLU, AeTeKTMPOBaHHbIMM
ONTUKOVA CCTEMBI, CyLLLeCTBYeT obpaTHas 3aB1CYMOCTb.
Mofpo6HYI0 MHKHOPMALMIO O CUCTEME U TEXHOMOMW aHaIn3a cM. B
Pykosogctee no akcnnyataumu Alinity ci-series, Pasgen 3.

I PEATEHTHI

Copep3sknmoe Habopa

ctpagvwon Pearentsl (Alinity | Estradioi Reagent Kit) 07P50
MPAMEYAHVIE: HekoTopble hacoBKv AOCTYMHbI HE BO BCEX CTpaHax.
ObpaTtnTech K BalleMy MeCTHOMY AUCTPUOLIOTOPY.

MPAMEYAHWE: [aHHbIli NPOAYyKT COCTOUT 13 4 KOMMOHEHTOB,
KOTOpble NOCTaB/IATCA Kak Habop peareHToB ¢ AByMSA
KapTpumkamu. ins BbINONHEHNS TecTa HeobXoauMbl 06a
KapTpuopKa.

O6bembl (ML), ykasaHHble B TabnvLe Hbke, 0603Ha4atoT 06bEM B
0fIHOM Habope KapTpumKei.

07PS020 07P5030
Konunuecteo TecToB
B OfIHOM Habope 100 500
KaPTPUKeIt
Konnuectso
KapTpumKeii B Habope
Konnyectso TecToB B 200 1000
Habope
IMcsaomink1Ba| 8.3 mL 33.8 mL
Fcomnmr] 6.1 mL 26.5 mL
laxkay OiuICNT [ 6.1 mL 26.5 mL
isMaMfNiMUiiKT] 104 mL 47.1 mL



07PS020 07P5020
liiicw ptirTtcui] MuKpoYacTuLpl, CEHCMBUNN3NPOBAHHbIE
aHTUTeNIaMu K 3CTpaanony (KPOoamubuMy, MOHOK/OHa/TbHBIMM),
B TRtS/BIS-TRIS-6ythBpB C NPOTEMHOBLIMU (KPONYBMMM)
cTabunmsaropamn. MuHMMarbHao KoHueHTpaums: 0.0657%
TBeppaoro Bewectsa. KoHcepsaHT: ProClin.

|co«yo*TB| AKPUANH-MEUEHbI KOHbOraT 3CTpaauona e LTpaTHoM
6ythepe ¢ cyphakTaHTHbIM CTabUAM3aTopoM. MuHUMabHas
KOHUeHTpauust: 63.36 ng/mL KoHcepsaHT: ProC/n.

I"e*YM 1 » CypdakTaHT B UMTpaTHOM Gychepe. KOHCEpBaHT:
ProCln.

1 BPLCHVIM MUIHFT[ TVI15-Kyhap ¢ NpoTBUHOBBIM (BbIubim)
cTabunmnsatopom, KOHCepBaHT: asug, HaTpus,

MpepynpeAdcHUA U Mepbl NPefOCTOPOXHOCTH
®

« [1nA gnarHocTukm In Wira
« [Vi»oHiAN

Mepb! NPeaoCTOpPOXXHOCTH

BHUMAHWE: [aHHbli1 NpoayKT npeanonaraeT paboty ¢
obpasLiamu, NoMyYeHHbIMU OT YenoBeka. PekomeHayeTcs cumTaTb
BCe MaTepuasbl, NOMyYeHHble OT YeNOBeKa, NOTeHLMaNbHO
VH(EKLIMOHHBIMY 1 06paLLaTbCs C HUMU B COOTBETCTBUM

co CTaHAapTOM N0 OBPALLEHNIO C TBMOKOHTaKTHBIMM
naroreHamu, paspabotaHHbiM YnpasneHvem CLUA no oxpaqe
TpyZa v NPOMbILLNEHHON rurneHe (OSHA). Mpu pa6ote ¢
marepuanamm, CoOAepXaLLMn 1N NPeAnonoXUTENbHO
cofiepXaLlmMi H(EKLMOHHbIe areHTbl, cneayeT cobnoaatb
npaBuia 61OOrNYecKoi 6e30nacHOCTH, YPOBEHb 2, UK Apyrvie
COOTBETCTBYHOLLME NpaBuMIa GUOMOMMYECKOI 6e30nacHoCT."®\*

Cne,u,ylou.l,me npeaynoexxaeHva n Mepbl NPeAOCTOPOXXHOCTA
JMKIKHMRTICLES] ~le0*LIHKMITB| 1 JASMVDILUEKT]

(0]

MPEAYNPEXAEHVE — COAepXWUT METUAM30TUAI0/0HbI.

H317 MoXeT BbI3bIBaTb a/l/IepriecKyro
KOXHYIO peaKLuio.

MpepoTspaLleHve

p281L W36eratb BApIxaHWs TymaHa/mapos/
asposonen.

P272 He BbIHOCUTBL 3arps3HEHHYH0 ofieXKay C
paboyero MecTa.

P280 Monb30BaTbCA 3aLMTHLIMU NepyaTKamu/
3aLUMTHON ofaKAo/cpeACTBaMM 3aLLNTbI
rna3.

PeernpomHuc

P3021p362 MPY MOMALAHNI HA KOXXY: MpombITb
BOMbLIMM KOMMYECTBCM BOZp!.

P333TP313 lMpu pazgpaxeHun KoXu uav nosiBNneHumn
cbinu: OBpaTUTLCA K Bpavy.

P3B2«P264 CHATL 3arps3HEHHYI0 ofiexay n
BbICTMPATb €€ nepes UCnonb30BaHNEM.

YTHM3aumst

P60L YTunusupyiite cogepxumoe/kontenHep B

COOTBETCTBUW C CAHUTaPHbIMW HOPMaMK
P® (CaHlMuH 2.1.7,2790-10 ot 09.12.2010).

Cnedclune NPefyNpeXaeHNs 1 Mepbl MPEAOCTOPOXHOCTU
oﬂ.m K IWKMWH WLUCHfI
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MPEAYNPEXAEHVE  Comepxut
,D,I/ISTI/I/'IEHTAHMMHI'IeHTayKCyCHyFO

KICNIOTY 1 a3ug HaTpus.

H361 MpeanonoXuTeNisHO MOXKET HaHECTU
yLep6 nnogoBUTOCTY UK HEPOXIEHHOMY
pebeHky.

H316* BbI3bIBAET flerkoe pasfparkeHne KoXu.

EUHO032 IMpu KOHTaKTe C KucioTamMn obpasyertcs
€bICOKOTOKCUYHBIIA ras.

MpepoTepatleHne

P201 Mepef “cnonb30BaHNEM MOMYHUTL
cneuyanbHble UHCTPYKLMK.

P280 Monb30BaThCs 3aLLMTHLIMU NepyaTkamu/
3alUTHON oaexaoii/cpeacTBamMu 3alLuThI
rnas.

PearvpoBaHune

P308+P313 B C/TYHAE Bo3aeiicTBuS unm
06ecrnoKoeHnocTn; ObpaTUTLCs K Bpady.

P332+P313* M~ pasgpakeHn KoXu uav nosisneHnm
cbinu: O6paTUTLCA K Bpady.

Ytununsawta

P601

YTUn3upyiite coaBPXKUMOE/KOHTElHEep B
COOTBETCTBUM C CAHUTAPKbIMI HOPMaMK
Pd (CanMuH 2.1.7.2790-10 OT 09.12.2010).

* He npviMeHyMo Ha T puTapuu geiictBus PernameHta EC

Ne 1272/2008 (CLP) WU CraHaapTa OnoBeLLeH/s 06 0nacHoCTH
1"\paBneHwii CLLIA no oxpaHe TpyZa v NPOMBbILLIEHHON r1rveHe
(OSH/™ 29CFR 1910.1200 (HC») 2012.

MacnopTta 6€30MacHOCTM AOCTYMHbI Ha caiiTe
www.abbottdiagno8fics.com vnn y mecTHOro npeacrasutens.
MMoLL)0BHYH0 MHOPMALIMIO O HEC XOAUMbIX Mepax
NPesoCTOPOXKHOCTM NPy paboTe ¢ aHaM3aTopoM CM. B
Pykosogactse no akcnnyatauum Alinity ci-serles, Pasgen 8.
O6palLeHne ¢ peareHTamm

MPUMEYAHWE: in3aiiH (hiakoHOB koHbtorata Alinity i Estradiol
Conjugate 1 guntoeHta Minity i Estradiol Assay Dikjent He
npejycMaTpuBaeT Ha/Mune KpbiLLek.
< [locne nonyyeHnss Habopa PacnonoX1Te HEBCKPbITYHO KOPOOKy
3€e1eHOii MOM0COiA CBEPXY U aKKypaTHO nepeBepHuTE K cebe
1 oT ceba (Ha 160 rpaaycoB) S pas. 3aTem pacrnonoxuTe
KOPOGKY 3e/1EHOI NONOCON CHU3Y U CHOBA MepeBepHUTE
K cebe n ot cebs (Ha 180 rpasycos) 5 pa3. B pesynbtare
XUAKOCTb By/eT paBHOMEPHO pacrpe/jenera no BHYTPeHHew
MOBEPXHOCTU (M1aKOHOB, HAXOAALLMXCS BHYTPW KapTpumpka. Mpu
TPaHCMOPTMPOBKE PeareHTOB MUKPOYacTULbl MOTYT OCECTb Ha
MeMbpaHy KpbILLKW peareHTa.
lMocTaBbTe OTMETKY Ha YNakoBKe peareHTa, O3HauaroLLyto,
4TO OHa 6blna nepeBepHyTa B COOTBETCTBUM C
VHCTPYKLMSIMA.
lMocne nepemeLLMBaHWs W Nepef, UCMONb30BaHNEM OCTaBbTe
KapTpWpK peareHTa Ha B 4acoB B BEPTUKa/IbHOM MOMOXEHUN IO
VICYE3HOBEHMSA MY3bIPbKOB, KOTOPbIE MO/ 06pPa30BaTLCA NpU
nepemeLLBaHny.
= EC/v KapTpumK peareHTa ONPOKUHY/CS, NPUBEANTE ero
B BEPTUKa/IbHOE MOJIOXKEHVe U OCTaBbTe Ha 1 4ac Ao
ICYE3HOBEHMS My3bIPbKOB, KOTOPbIE MO 06pa3oBaTLCA.
= PeareHTbl NoaBeP>KeHbl (POPMUPOBAHUIO MeEHbI W My3bIPbKOB.
MMy3bIpbKK B peareHTe MOTyT MOMeLLaTb OnpefeneHnio
YPOBHA peareHTa B KapTpumpke U NPUBECTU K HeAOCTATOYHO
acnupaLmn peareHTa, KOTopas MOXET 3HaUMTENbHO BUATbL Ha
NPaBWIbHOCTL Pe3y/bTaToB.
Moapo6HYH0 MHOopMAaLMI0 06 06paLLLEeHM C peareHTaMu npu
paboTe C aHa/M3aTOPOM CM. B PyKOBOACTBE MO 3KCnyaTauum
Alinity ci-series, Pasgen 7.



XpaHeHue peareHToB

[lononHutensHble
Temnepatypa MakcuMasibHOE — UHCTPYKLMM MO
|paHenua BPEMSA XPaHeHNs XPaHEeHNIo
HeBCKpbIThI 2 «6'C [lo oKoHYaHWA  XpaHuTe B
KapTpua/l CpOKa rofIHOCTN  BEPTUKANbHOM
MOJIOMKEHNN.
Ecnun kaptpumk
XpaHuncs He
BEPTUKA/LHO,
aKKypaTHO
nepesepHuTe
KapTpumK 10
pa3 v nepeq,
1CMO/b30BaHNEM
oCTaBbTe Ha 8 4acos
a BepTVKa/IbHOM
MO/OXKEHN.
Ha 6opty Temnepatypa 30 AHeit
B CUCTeMe
BekpbiThlh 21 6C
KapTpioA

[lo oKoHuaHWa
CpoKa rofHoCT!

XpaHute B
BEPTUKAILHOM
TOMOMKEHUN.

Ecnn kaptpnmk
XpaHunca He
BEPTUKANLHO,
yTUnusupyiTe
KapTpUDK.

He ucnonb3yiite
NOBTOPHO
KPbILLKW peareHTa
13roToBUTENA
WM 3aMeHsieMble
KPbILLIKM

BBUAY pyrcKa
KoHTamNalaLym

1 BO3MOXHOCTU
HapyLleHus paboumx
XapaKTepucTuK
pea'Bkra.

PeareHTbl MOXKHO XPaHWTL KaK Ha GOPTy CUCTEMBI, TaK 1 BHE

ee. MNocne U3BNEYEHNS PeareHToB M3 CUCTEMbI XpaHuTe uX e
BEPTUKA/IbHOM TMOJIOXEHUN C HAJETHIMU HOBLIMY 3aMeHAEMbIMU
KpbiLLKaMun npu Temneparype 2 «8'C. PeareHTbl, XpaHsLLmMecs

BHE CUCTEMbI, PEKOMEH/YETCA XPaHUTL & PabpruHbIX NI0TKaxX 1
YNakoBKax /11 06ecneyeHns BEPTUKaILHOTO MOJIOXEHNA.
Moapo6HY0 UHhOPManio O BbIFPy3KE peareHToB 13 CUCTEMbI CM. B
PykosoacTtee no akcnnyatauum AVnKy cnserles. Pasgen 5.

[Tokasatenn nopyn peareHToB

OwmnbKa KaMOPOBKY MW BbIXOA 3HAYEHWS KOHTPO/A 3a Mpeaebl
[manasoHa A0nyCTUMbIX 3HAYEHW MOXET CBUAETENLCTBOBATbL O
rnopye peareHTOB. Pe3y/bTaTbl COOTBETCTBYIOLLYX TECTOB CnedyeT
cuyMTaTh HEBEPHLIMM, 06Pa3Lbl AOMKHbI ObITb NPOTECTUPOBAHI
NOBTOPHO. MOXeT noTpeboBaTbCA MOBTOPHasA KanMGpPOBKa TecTa.
WHdopmaLyto 06 ycTpaHeHn HencnpasHOCTE cM. B PykoBogCTBe
no akcnnyataumn Alinity ci-series, Pasgan 10.

| MPOLEAYPA PABOTbI HA AHAJTM3ATOPE
Pactsop Tpulireps (AHnity THgger Solution) MO)KET XpaHUTbCA
HB 60pTy Hplionee 10 AHeii nocne ycTaHOBKM peareHTa npu
nposegeHun Tecta Alinity | Estradiol. Cuctema aBToMatnyecku
oTcneAnBaeT cTabunbLHOCTbL pacTBOpa TpUrrepa Ha 60pTy B
3ameHseMOM (hlakoHe 1 B pe3epsyape.

MPUMEYAHWE: Ecnun cpok cTabunbHOCTU Ha 6opTy pacTteopa
Tpurrepa UcTek, BbINOAHUTE npoueaypy "YTuansauus
coaepAunnoro pesepsyapoB paboumx pactsopos (l-serlea)”, cm.
Pasgen 10 PykoBogcTtsa Mo akcnayatayuu.
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Heobxoaymo yctaHoBuTb thaiin Tecta Alinity | Estradiol nepeg,
npoBeAeHneM TecTa Ha aHam3aTtope Alinity i.

MoapobHyo MHhopMaLMio 06 ycTaHOBKe (haiina TocTa, MpocMoTpe
1 PefaKTUpOoBaHUM NapaMeTpoB aHasin3a cMm. B PyKoBogCTBe Mo
akcnnyatauum Alinity ci-series. Pasgen 2.

MHthopmaLyto 0 BbIBOAE Ha neyaTb napameTpoB aHanunsa cM. B
PykoBogacTee no akcnnyataumu Alinity ci-series, Pasgen 5.
Mogpo6Hoe onucaHve npoleayp paboTbl C CUCTEMON CM. B
PykosogcTse no akcnnyatauum Alinity ci-series.

AnbTepHaTUBHbIE €ANHULbI U3MEPEHUN pe3ynbTaTa

[na BbIGOPa a/lbTEPHATVBHON eANHULIbI U3MEHNTE MapaMeTp TecTa
'EAVHNLBI U3MEPEHNS”,

thopmyna nepecuera:

(KoHueHTpaLys B CTaHAAPTHLIX eAVHNLIAX U3MEPEHWS pesynbTaTa)
X (OaicTop nepecuBTa) > (KOHLEHTpaLMUs B anbTepPHATUBHbIX
eIMHMLIAaX N3MEPEHNs pesynbTara)

CraHAapTHble AnbTepHaTUBHblE
€AVHULbI M3MepeHns €pPrHULb! N3MepeHns
pesynbtara ®dakTop nepecyeta  pesynbrara
pg/mL 3.87 pmol/L

0.00367 nmol/L

m CBOP OBPA3UA N MOArOTOBKA K AHANTN3Y
TVinbi 06pa3Lios

lMepeuncneHHble Hike TuMbl 06pasLoB Obiv BepU(HULMPOBaHbI Ha
NPUrogHOCTb K MCNONb30BaHUIO B AHHOM TeCTe.

[Opyrve Tunbl 06pasLoB 1 NPOBUPOK Ana coopa 06pasLoB He Bbinn
BEpPU(ULMPOBaHbI Ha MPUTOAHOCTL K 1CMO/Mb30BaHNIO B JaHHOM
TecTe.

Tunbl 06pasLos
CbIBOPOTKa KpOBM

Mpobupkn ans coopa 06pasLos
CblartooTka Kposu

CblBOPOTKa KpOBY C
pasfenuTenbHbIM renem

NInTnii renapuH

Mna3ma Kposw ¢
pasgenuTenbHbIM renem
Kanvesas conb EDTA

Mna3ma Kposw

= Pabouvne xapaKTepuCTUKN TeCTa He YCTaHOB/EHbI A1 CyYaes
vccnefoBaHns 06pasLioB TPYMHOI KPOBW UK NHOBLIX XUXLIOCTEN
OpraHn3mMa, KpomMe CbIBOPOTKW UMW NNa3Mbl KPOBY YeNoBeKa.

= [1na aHanm3aTopa He NpegycMOTPeHa onuus Bepudrkalmmn
TUNOB MCMOMb3yeMblx 06pasLoB. B 0653aHHOCTM onepaTopa
CUCTEMbI BXOANT NPOBEPKa NPaBWIbHOCTY yKasaHs TUMOB
06pasLo., MCMO/b3yeMbIX B TECTE.

CocTosHue 06pasLos
« He ncnonbayiite:
06pasLibl, HaKTVBMPOBAHHbIE HarpeBaHem

- 06pasLbl C ABHON MUKPOBHOI KOHTaMUHaLmel

« YT0Gbl NONY4NTb NPaBUNbHBIE PE3y/bTaTbl, 06PasLbl
CbIBOPOTKM 1 MNa3Mbl KPOBY CrieflyeT OTAeNUTL OT prubpuHa,
3PUTPOLITOB W APYrUX TBEPAbIX YacTuL,. O6pasLibl CbIBOPOTKM
KPOBM MaLMEHTOB, NONMYYAIOLLMX aKTUKOArYNALWMOHHYIO WK
TPOMBONTUHECKYIO Tepanuio, MOTYT CoAepXaTb P1oprH B
pesynbTaTe He3akOHYEHHOTO0 06pa30BaHNs CryCTKOB.

= PekomeHfyeTcs MCnaTb30BaHWE OfHOPA30BbIX MUMETOK
1 HAKOHEYHVMKOB /151 MNNETOK [/1A NpeoTBpaLLeHns
nepeKpecTHON KoTaMuHaLnu.

MoaroToBka K aHannsy

= CnepyiiTe VHCTPYKUMSIM M3rOTOBUTENS NPOGMPOK A5 cbopa
06pasyos. Mpy NoAroToBKe 06Pa3LOB K TECTUPOBAHNIO
rpaBUTaLWIOHHOTO Pa3feNeHns HeOCTaTO4HO.

= 06pasupbl He A0/MKHbI COfleP>KaTb My3bIPbKOB BO3/yXa.
Ypanute nysbipbKu anninkaTopom fI0 Havaia TeCTUPOBaHUS.
Mcnonb3yiiTe HOBbI annnKaTop A1 Kaxaoro o6pasua, urobs
13bexarb NepeKpPecTHO KOHTaMUHaLMN.



[nAa nonyyeHns cormacoBaHHL/IC Pe3y/bTaToB PEKOMEHAYETCH
MPOBOAVTL NOBTOPHOE LIEHTPU(YrMpoBaHe 06pasLioB nepeq
TecTUpoBaHMeM, ecin

= OHW cofepxar (OMOPWH, 3PUTPOLMTLI UK Apyrie TBepfple
yacTuLbl.

MPUMEYAHWE: Ecnn 06pasLibl cofepkar (1OpuH, 3puTpOLUTSI

1M apyrvie TBepfple YacTuLipl, NepeMeLLaiiTe X Ha BOpPTEKCE Ha

HI3KOI CKOPOCTY MW aKKypaTHO NepeBepHyB nepes, NOBTOPHbIM

LIeHTpUYrpoBaH1em.

MoArot(»-Te 3aMOPOXEHHbIE 06Pa3Lbl CeyHoLLMM 06pasoM:

= T[lepeq nepemeLuBaHieM 3aMOPOXKeHHbIE 06PasLbl HEOBXOAMMO
MONHOCTbIO Pa3MOPO3UTb.

« Tuwate/bHO NepemelLaiite pasMopoXeHHble 06pasLipl Ha
BOPTEKCE Ha HW3KOIi CKOPOCTU UMM aKKypaTHO NepeBepHyB
MPOGUPKN.

= BusyanbHO npoBepbTe 06pasiibl. Ecim HabmopaeTes
paccnoeHne wam cTpaTugukaums, noBTops™e nepemeLnsaHme
[0 Tex nop. Noka 06pasLibl He CTaHYT BU3YabHO OAHOPOAHBIMA.

= HepocrarouHoe nepemeLuvBaHie 06pasLoB MOXET NPUBECTU K
MOMYYEHNIO HETOUHbIX PE3y/NbTaTOB.

= PeKoMeHayeTcs NpOBOAWTL NOBTOPHOE LieHTPU(yrpoBaHme
06pasLoB.

MoBTOpPHOE LIEHTPUEYrMpoBaH1e 06pasLoB

= [lomecTtute 06pasLibl B LEHTPU(YKHbIE NPOBUPKM 1
LieHTpUdyrupyiite.

= [1na TeCTUpOBaHNA NOMECTUTE OUNLLIEHHbIA 06paseL) B
Yallleuky [y 06pasLoB UK BTOPUYHYIO NPo6upKy. Ecnn nocne
LieHTp1thyrmpoBaHns B 06pasLie NMPUCYTCTBYET MMUAHBINA CMOW,
nepeHecuTe TOMbKO OYMLLLEHHBI 06pasel, 6e3 MneMnYeckoro
martepuana.

XpaHeHne 06pa3yoBs

MakcumanbHoe
opemsa CneunanbHble
Tun o6pasya TemnepaTypa XpaHeHus MHCTPYKLWN
CbiBOpOTKa/ 2 «8'C 7 pHeit Ecnn
nnasma Kposu TecTmpoBaHue
OTKNagblBaeTca

6onee uem Ha 24
yaca, otgenmTe
CbIBOPOTKY W
nnasmy KpoBu
OT CryCTKOB,
pasfenuTeNbHOTO
rens un
3pUTPOLMTOB

1 XpaHuTe npu
Temneparype
2-8C.

Ecnv TecTupoBaHve OTKnaapiBaeTcs 6onee Yem Ha 7 AHeld, 06pasubl
creflyet 3aMOpO3UTL U XpaHUTL Npu Temneparype -20*C nm
HIDKE. ™

M36eraiite MHOTOKpaTHbIX LWKIOB 3aMOPO3X1/PasMOpO3KL.

TpaHCI'IOpTVIpOBKa 06pa3u,03

YNaKoBbIBaiiTe 1 MapKupyiiTe 06pasLibl B COOTBETCTBUM C
TOCYLLPCTBEHHbLIMY, (PeAePabHBIMA 1N MEXKAYHAPOX bIMM
TpeGOoBaHUSIMW MO TPAHCTIOPTUPOBKE K/MHUYECKUX 06PAa3LIOB 1
VH(EKLMOHHBIX eeLLiecTB.

I NPOLIEAYPA

rlpe,ﬂ,OCTaBl'IHeMble MaTtepuasibl
07PS0 3ctpaguon PeareHTbl (Allnity i Estradiol Reagent Kit)

HeOﬁXO,D,VIMbIe, HO He npepnocTtaBsdeMble matepuanbl

« Alinity i Estradiol caiin TecTa

= 07P5001 3ctpagmon Kambpatopsl (Alinity | E radiol
Calibrators)
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= (07P5010 3cTpaguon KoHTponbHble matepuans! (Alinity | Estradiol
Controls) unn gpyrue KOMMepUYecK1e KOHTPOoM

= (07P5040 3ctpagmon PyuHoit AuntoekT (Alinity | Estradiol Martual
Diluent Kit)

<« PactBop Tpurrepa (Alinity Trigger Solution)

« PactBOp npe-Tpurrepa (Alinity Pre-Trigger Solution)

« KOHLEeHTprpOoBaHHbI/ NpombiBatoLmii Gydep (Alinity l-series
Concentrated Wash Butter)

VHdopmauyio o matepuanax, HeobxoauMbIX 41 paboTbl

aHasm3atopa, cM. B PykoBoACTBE Mo akcnnyatauum Alinity ci-series,

Paspen 1.

MHhopmMaLmio 0 Matepuanax HeobxoavmMbix A npouesyp

TEXHWYECKOrO 06CNYXKMBaHUSA, CM. B PYKOBOZCTBE N0 3KCnyaraLmum

Alinity ci-series. Pasgen 9.

Mpoueaypa aHannsa

PacTtBop Tpurrepa (Alinity THgger Solution) Mmo*eT XpaHUTLCA

Ha 60pTy He 60nee 10 AHem MoOcne yCTaHOBKM peareHTa npu

nposegeHuun Tecta Alinity i Eatndioi. Cuctema aBTomatmnyeckun

oTcneiicnBaar cTabuNbHOCTL pacTBopa Tpurrepa Ha 6opTy B

3aMeHAeMOoM dJnaKOHe n B pe3epByape.

MPUMEYAHVE: Ecnn cpok cTabunbHOCTU Ha 6opTy pacTBopa

Tpurrepa ucTek, BbINOAHUTE Npoueaypy "YTunusauusa

coAepANHIOro pe3epByapoB pabounx pacTtBopos (1-Barles)”, cMm.

Pa3sgen 10 PykoBogcTBa no aKcrnayarauymu.

Moapo6Hoe onucaHue nNpoLeaypbl NPOBeeHUA TecTa CM. e

PykoBogcTse no akcnnyatauum Alinity cl-serles. Pasgen 5.

< VHdhopmaumio 06 obecneyeHnn gocTaTouHoro obbemMa obpasLia
naLmeHTa npu 1Cnosb30BaHUM NEPBUYHBIX MW ANMKBOTHbIX
npo6MPOK CM. B PYKOBOZCTBE Mo 3Kcnnyatauun Altolly cl-series.
Paspan 4.

* YT06bl MUHUMU3MPOBATL 3(heKTbI UCNapeHws, nepes,
npoBeseHeM TecTa yoeanTech, YTo a vallevke Ans obpasuos
NpWCYTCTBYET AOCTATOUHbI 06beM 06pasLia.

= MakcumanbHoe Y1Cno MOBTOPOB U3 OAHONM Yalleuku ans
obpasua: 9

MpropuTeTHble 06pasLpbl;
= O6bem obpasua Ans nposeaeHUs nepsoro Tecta: 200 pL

« 06bem obpasua 418 nposefeHus KaXK0ro
[IONONHUTENbHOrO TECTa U3 OAHOM Yalleyku Ans obpastia:
150 pL

'S 3 4acoB e cucTeMe ynpas/eHns obpasuamm 1

peareHTamu:

= O6bem 06pa3ua Ans nposeseHus nepsoro Tecta: 200 pL

« C"bem obpasua  and npoBeeHus KaXA0ro
[IOMONHUTENBHOTO TeCTa U3 OAHOI Yalleykw s obpasyia:
150 pL

- >3 y4acoB B CUCTEME ynpaBfieHns obpasLamm 1
peareHTamu:

o TpebyeTca caexas anmkBoTa 06pasLa,

« VHdopmaLpio 0 NOArOTOBKE M UCMO/Mb30BaHUN KaMbpaTopoB
1 KOHTpOnEV CM. B MHCTPYKLV MO NMPUMEHEHNIO K ScTpaauon
Kanmbpatopam (Alinity i Estradiol Calibrators) n B MHCTpyKumn
Mo NPUMEHEHUIO K 3cTpaauon KOHTPO/bHbIM MaTepuaiam
(Alinity | Estradiol Controls).

= VHthopmaumo 06 06LLMX OnepaLvoHHbIX NpoLeaypax cM. B
PykoBogctse no akcnnyataumu Alinlly ci-series. Pasgen 5.

= 119 JOCTKEHUst ONTUMaTbHBIX Paboumnx XapaKTeprcTuk
BaXKHO CNefioBaThb CTaHAapPTHbIM MPOLeAypaM TEXHNYECKOrO
06CNY)XMBaHUS B COOTBETCTBUM C PYKOBOACTBOM MO
akcnnyaTauumn Alinity ci-series. Pasgen 3. Ecnm npasuna paboTbl
B Ballell tabopatopum TpebytoT 60/ee YacToro TEXHUYECKOro
06CNYXMBaHUSA, CNeayiiTe NPUHATON NpaKTuKe.



Mpoueaypbl pa3BegeHns obpasLoB

O6pasLibl CO 3H34eH)*eM acTpaamona 6onee 1000 pg/mL

{3670 pmol/L) nomeyatotcs kogom "> 1000 pg/mL" (> 3670 pmollL)
1 MOTYT 6bITb pa3BefeHbl C UCMOMb30BaHMEM MPOTOKONA
aBTOMATMYECKOTO pasBesieHns Unu npoLeaypbl py4HOro
pasBefeHus.

MPOTOKON aBTOMETNYECKOTO pa3BeAeHNs

Cvctema pa3soauT obpasel, e nponopummn 1,5 n aBTomatnyecku
paccunTbIBaeT 3HaYEHNE KOHLEHTPALWW, YMHOXas pe3y/ibTar Ha
COOTBETCTaYOLLMIA hakTop pasBeaeHus.

Ecnu nocne npvMeHeHUs NpoTOKOoNa aBTOMAaTUYECKOro pasBeaeHns
3Ha<4BHMB KOHLIEHTpaLmn obpasua > S000 pg/mL

(> 18 350 pmollL), passoguTte obpasel, B nponopuyvn 1:10 n
TeCTUpyiTe ¢ 1CNonb3oBaHNeM MPOLeaYPbl PYyHHOTO pasBeaeHNs.
lMpoLeaypa py4HOro passefeHus

PexkomeHpyemoe passepeHve: 1:10

[No6asbTe 20 pL obpasya K 180 pL dctpaguon PyyHoro AuntoekTa
(Alinity | Estradiol Manual Diluent Kit).

Oneparop A0/MKeH BBECTU (HaKTOp Pa3BefeHnst B 3KpaHb!

3aKasa naumeHTa uam Kokgons. Cuctema BGyfeT UCnoNbL30BaTbL
[aHHbIi (hakTop pasBeAeHns 419 aBTOMATNYecKoro pacyeta
KOHLEHTpaumn o6pasLa 1 coobLueHus peynbTata. PesynsTar fo
npUMeHeHVs (hakTopa passeaeHunst JOMKeH cocTasnaTth > 100 pg/mL
(367 pmollL).

Ecnu onepatop He BBeN (hakTop pas3sefeHns, He0OXOAMMO
YMHOXMUTb Pe3ynbTaT Ha COOTBETCTBYHOLLMIA (hakTop pas3seseHuns
[0 cO06LLEeHNA pe3ynbTata. ECn KOHLEHTpaums passefeHHOro
o6pasua MeHblue 100 pg/mL (367 pmollL), He coobLuaiite 3TOT
pesynbTar. MosTopuUTE TECT, UCNO/b3YS NPaBUILHOE Pa3BefeHue.
Mofpo6Hyto MHhOPMALMIO O 3aKase pasBeAeHuii CM. B PykoBoaCcTee
no akcnnyataumu Almity ci-series. Pasgen 5.

Kann6poska

WVHCTPYKUMM O NpoBefeHN KaMbpoBKY cM. B PyKOBOACTBE HO

akcnnyatauumn Alinity ci-series, Pasgen 5.

[lns OLEHKN KanMbpOoBKY TecTa HEOBXOAMMO MPOTECTUPOBATL BCe

KOHTPO/N.

locne NPUHATAA 1 COXPaHeHUs Pe3syNbTaToB KayIMOPOBKM TecTa Bce

nocneaytoLme o6pasLibl MOXKHO TeCTUPOBaTb 6e3 NpeaBapuTensHOM

Ka/MBPOBKY, KPOMe Tex Cyyaes, Korga:

= lcnonb3yeTcs Habop peareHToB C HOBbIM HOMEPOM Cepuy.

« Pe3ynbTarthl eXKeAHEBHON NpoLieaypbl KOHTPONA KadecTsa
HaXOXKITCA BHE CTATUCTUYECKW OBOCTHOBAHHOIO AnanasoHa
KOHTPO/S1 KauecTsa, MCro/b3yeMoro 1 MOHUTOPWHIA W
KOHTPONA paboumx XapaKTepucTuK CUCTEMBI, Kak yKas3aHo B
pasgene "Tipoueaypbl KOHTPONSA KayecTsa* AaHHOW UHCTPYKLMK
N0 NPUMEHEHWNIO K peareHTy.

- Ecnm cTatmcTMyeckn 060CHOBaHHbIN Anana3oH 3HaueHui
KOHTPOAS HEAOCTYNeEH, TO Nepuog, MeX.y KanmbpoBkamu He
[IO/KeH npe.biwath 30 AHEN.

MoxeT noTpeboBaTLCA NOBTOPHaA KaMbpoBKa TecTa nocne

npoLeaypbl TEXHUYECKOrO 0GCY>KVBaHUSI OCHOBHbIX YacTelt

CUCTEMbI UK €€ KOMIMOHEHTOB WK Moc/e NPOBEAEHNS CEPBYUCHbIX

npoueayp.

Mpoueaypbl KOHTPO/IA KavyecTBa

PekomeHayemble TpeboBaHWA MO KOHTPOMO kadvecTBa TecTa Alinity i

Estradiol 3akntoyatoTca B TECTUPOBaHUM MO OfHOMY KOHTPO/IIO BCEX

YPOBHeli KaXAble 24 Yaca, TO eCTb KaxKable CyTKV IKCnyaTaumy.

JlononHuTeNbHbIE KOHTPONM CReayeT TecTMpPOBaTh B COOTBETCTBUM

C MECTHbIMW, FOCYAaPCTBEHHBIMW M/MNW thefiepanbHbIMK 3aKOHaMM

UMW aKKPeAUTALMOHHbIMY TPebOoBaHUAMM 1 NONMTUKON KOHTPONS

KayecTBa Balleil fabopaTopum.

[ns nony4eHWs CTaTuCTUYecky 060CHOBaHHOIO AvanasoHa

KOHTPONS Kaxaas N opaTopums AOMKHa ycTaHaBNMBaTb

COOGCTBEHHbIE LieNeBble 3HAYEHNS KOHLEHTpaUWiA N ananasoH

KOHL|EHTPpaLWiA 1 HOBbIX CepUiA KOHTPONEV Ha KaXKAOM KIIMHUYECKN

3Ha4YMMOM YPOBHE KOHLIEHTpaLuuun. B xofe nccnefosaHns

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

npoBOAUTCA He MeHee 20 NMOBTOPOB Ha NPOTSXEHUN HECKOSbKNX

(3 - S) AHeit ¢ panbHelLMM onpefeneHneM OXULAEMOro CpefHero

(ueneBoro) 3HaueHust 1 BaprabenbHOCTU CPEXMIX 3HAYEHUI

(avanasoHa) B nabopaTopuyt Ha OCHOBE MOJYYEHHbIX PE3y/bTaTOB.

UToGbl NOAY4NTL Penpe3eHTaTMBHbIe AaHHble ANiA fabHeLwelt

paboTbl CUCTEMBI, B JaHHOE WCCefioBaHNe HEOOXOAMMO BK/IHOUUTL

BO3MOXHble NPUYMHBI BapuabenbHoCTU:

« Heckonbko COXpaHeHHbIX KaIMbpOBOK

= PasHble cepun peareHToB

= Pa3Hble cepun KanmbpaTtopos

< Pa3Hble aHaMTUYECKMe MoAynu (ECNW NPUMEHVMO)

< PesynbTarbl, NOMy4aemble e pasHoe BpeMs CyTOK

WHthopmaLyio nnv obLume pekoMeHaaummn no KOHTPO/KO KayecTsa

CM, B ONy6/IMKOBaHHbLIX PYKOBOACTBAX, Hanp., B AOKyMeHTe C24-A3

WVIHCTUTYTa KNMHUYECKUX 1 nabopatopHbiX cTaHaapTos (CLSI) v B

[pyrux ony6/MKoBaHHbIX PyKOBOACTBaX.™

= Ecnm npouenyps! Bawell nabopatopumi TpebytoT 60siee YacToro
MOHWUTOPUWHTa KOH(ONA KayecTsa, cnefyiiTe MPUHATOM NpakTuke.

= Ecnu pesynbTaTbl KOHTPONA KauecTBa He COOTBETCTBYIOT
NPVHATBIM KPUTEPUSIM, YCTaHOBMEHHbIM Balleli nabopatopuei,
3HauYeHUs pe3y/nbTaToB TECTUPOBAHWA 06pasLOB OT NauyeHToB
MOIYT GbITb COMHUTENBHBIMK. CReflyiiTe NPUHATLIM BaLleit
naboparopueli npoLiefypam KOHTPOA kavecTsa. MoxeT
noTpeboBaThCs NOBTOPHas KaMbpoBKa. MH(opmaumio
00 ycTpaHeHWN HencnpaBHOCTE cM. e PyKoBoACTBe Mo
akcnnyatauum Alinity ci-series. Pasgen 0.

= llocne 3arpysku B CUCTEMY HOBOIi CEpPUW peareHTa um
KanmbpaTopa npoBepbTe pesynbTaTbl KOHTPONA KayecTsa n
KpUTEpUA NPUEMIEMOCTU.

Mcnonb3oBaHne KOMMEPUECKUX KOHTPO/E AOMKHO NPOBOAUTLCS B

COOTBETCTBUM C PYKOBOACTBAMU N PEKOMHAALMAMMN U3rOTOBUTENS

KOHhons1. [lnanasoHbl 3HaYEHWIA KOHLEHTPaLWIA, yKa3aHHble e

VHCTPYKLMW N0 NMPUMEHEHUIO K KOH(OSH0, HOCAT UCK/TIHOUUTENBHO

peKoMeHAaTeNbHbIN XapakTep.

Mpy 1cnonb308aHnM L0600 KOHHONBLHOTO MaTepuaia naboparopus

[O/mKHa yoeamnTbes, YTO MaTPUKC KOHTPO/LHOTO Matepuana

npurogeH QA 1cnonb30BaHKs B TeCTE B COOTBETCTBUM C

MHCGYKUMe No NPUMEHEHWNIO K TECTY.

PekomeHpaumy no npouesype KOHTPO/s KayecTsa

PekomeHgaLyv No NpoLieaypam KOHTPO/A kayecTBa faboparopum

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

MoaTeepAneHune 3asBNeHHbIX XapaKTepucTuK TecTa

TPOTOKOSbI /151 NOATBEPXKAEHNA 3aAB/IEHHBIX @ UHCTPYKLAN

Mo MPYMEHEHMNIO XapaKTEPUCTUK TecTa CM. a PykoBogCTBe

no akcnnyataumu Alinity ci-series, Pasgen "TlogTeepxaeHne

3aAB/MEHHbIX XapaKTepPUCTUK TecTa'™.

m PE3Y/IbTATHI

Pacuet

Tect Alinity i Estradiol ncnonb3yet yeTbipexiapaMeTpuyecKum
NOFUCTUYECKWIA METOA annpoKcuMaLmmn Kpueoii (4PLC,
Y-e3BBLUEHHBSA KpVBasl) ANA NOMyYeHNs KanMbpPOBOUHON KPUBOWA 1
pesynbTaros.

MHopmaLmio 06 anbTepHATUBHBIX eANHULIAX U3MePeHUst
pesynbTaToB Tecta cM. B pasgene NPOLIEAYPA PABOTbI

HA AHAJIN3ATOPE, "AnbTepHaTuBHbIE eAVHULbI U3MEPEHUS
pesynbTaToB" AAHHON MHCHYKLMN MO NPYMEHEHNIO.

thnarm

PesynbTaTbl HEKOTOPbIX TECTOB MOMYT COMPOBOX/ATLCA
nHopmauweln a none “cnarn”. OnucaHve Gnaros, KOTOpPbIE MOTYT
NOSIBNATLCA B 3TOM NOfe, CM. B PYKOBOACTBE MO 3KCnayaTaumum
Alinity ci-series. Pa3gen 5.

VIHTepBan n3mepeHns
MHTepBan 13MepeHns onpeaensieTca Kak AuManasoH 3HaveHuii B

pg/mL (pmol/L), KOTOpbI COOTBETCTBYET rpaHMLaM npuemMaembIX

pabounx XapaKTepUCTUK /1S IMHEIAHOCTM, BOCTIPOM3BOAUMOCTY U
OTK/IOHEHNS.



WHTepsan uamepenus Tecta Alinity i Estradiol coctaBnsiet 24 <
1000 pg/mL (88 - 3670 pmollL).

I OrPAHNYEHWA MPOLEAYPLI

= PesynbTathl TecTa cneflyeT MHTEPNPETPOBATL B COBOKYMHOCTY
C APYTUMM AaHHBIMW, Hanp., CUMMTOMamu, pesynbTatamn Apyrmx
TECTOB M KMHUMECKLLM NPOSBEHNAMMU.

= Ecnn pesynbTaTbl TecTa Ha 3CTPaANoN He COOTBETCTBYIOT
KMHNYECKON KapTuHe, pekoMeHfyeTcs NMPoBOAUTL
[0MO/HMTENbHOE TECTUPOBAHME [1A NOATBEPKAEHNS
pesynbTaToB.

= [eTepotmnbHble aHTUTENA CbIBOPOTKY KPOBM YeNoBEKa MOryT
BCTyNaTh B peakLyito C UIMMyHOOGY/IMHaMK peareHTa, Uckabkas
pe3ynbTaThl UMMyHOaKanaa In Vitrv. MaumeHTsl, HaxoAsLnecs
B MPUBLIYHOM KOHTaKTe C XWBOTHbIMU GO C NPOJYKTaMK,
MONYYEHHBIMU U3 CbIBOPOTKY KPOBM XUBOTHbIX, B GO/bLLIEN
CTeneHn nofpepeHbl NOA0BHOI MHTep(hepeHLMN. Pe3ynbTatbl
TECTMPOBaHUs NoA06HbIX 06Pa3LIOB MOTYT AEMOHCTPMPOBATL
aHOMaJlbHble 3HaueHUs. Lins nocTaHoBKM narHo3a MosiBT
noTpe6oBaTbCA [OMNOMHUTENbHAA UHhopMaLms.”

| OXXWMOAEMBIE 3HAUEHWS
[laHHoe uccnefoBaHne npoBognnock Ha cucteme ARCHITECT i
System.

B fmaHHOM pa3fene npefcrasneHbl faHHble N0 penpe3eHTaTvBHbIM
pAUMM XxapaKTepucTukam. PesynbTarbl, NonyyeHHble B OTAE/bHbIX
Niabopatopusx, MOTYT OT/IMYATLCA OT NPUBEAEHHDIX AaHHbIX.

Kakaoit nabopatopuy peKOMeHAyeTCs yCTaHaB/MBaTb COGCTBEHHbII
pecthepeHCHbI AnanasoH, OCHOBaHHbI Ha crieLntinKe pervioxa 1
XapaKTepucTUKax Nomny aLnm.

Oxvaaemble AyanasoHbl KOHUeHTpaumii ans Tecta "HCHITECT
Estradiol 661111 nonyyeHbl B pesynsTate UccnefoBaHNs 06pasLoB,
B3ATLIX Y 101 MY)KUMHbI MY 72 >KEHLLUMH B MOCTMEHonayse u ¢
HOPMa/TbHBbIM MEHCTPYa/TbHBIM LMKIOM. [ NoMlydeHns Auana3oHoB

KOHLIEHTpaUWii NS XEHLLWH C HOPMa/bHbIM MEHCTPYanbHbLIM
LIMKNOM 06pa3sLbl 6panch Y 36 >KEHLLMH Ha NPOTSHKEHUN BCEro
LMKna, Takum 06pasom 6bi10 B3ATO 956 06pasLoB. Pasnmums B
NPOLOMKUTENBHOCTY LIMKIOB OblNN BbPaBHEHbI MO AHIO 0. Kak AHI0
MaKcUMasbHOrO Nuka cekpeumn NI (Takoke AHIO MUKa cekpeLun
®CI 1 AHI0 NKa CeKpeLmmn 3cTpaamona Uamn Ha AeHb Mo3xe).
[ns onpeaeneHns pediepeHcHbIX A1anasoHOB KOHLEHTpaLuii B
3aBMCUMOCTY OT cneuudrky LMKNoB obpasubl 6binn nogpasaeneHbl
Ha (hoNMKyNsSpHYo (hasy, cepeanHy MEHCTPYabHOMO LMKAa
NoTenHOBYIO (hasy. PonnnkynapHas asa bbina onpegeneHa Kak
nepuog, ot 15 [0 2 aHeii (ot -15 fo -2) Ao nepvoga nuka cekpeuumn
rOHa0TPONMHA € cepeauHe Luykna (aHn ot -1 fgo tl). NiioTenHosas
hasa Gblna onpeaeneHa kak nepuog ot *2 go 15 gHein.””
Bce LMKbl, UCMONb30BaHHbIE ANA YCTAaHOBNEHNS pedepeHCHbIX
[1ana3oHoB, Obl OBYNATOPHbIE.
Pe3ynbTaTbl NpeacTas/eHbl € Tabnmnue HkKe.

3AMueHM ].DHLI,E]."LI,H "

acTtplpaona

LieHTpansiw® 95%-

Meaunens 8 gnanasoH
Monynnusa Kon-so (R/mLI (pi*mL)
YKEHLMHBI C HOPMAbULIM MTCTPYaNnbMbM
LMKNOM:
donnukyssionas asa 385 54 21-251
dasa cepeyHbl uwoL 105 196 38 - 649
NioTenHoBsas hasa 466 99 21 -312
JKeHWwuHbl SnocTMeHonayse He Ha 3T 50 < 10 <10-28
XKeHUyXbl B nocTMeHonayse Ha 3T 22 28 <10-144
My>X4nHbI 101 23 11 -44

3IT ” 3amecTuTEe/NIbHAaA rOPMOHabHas Tepanus

* NS n-22 ueKTpaibMblii 95%-i1 Anana3oH Takoli e, Kak AnanasoH
OT MUHMMYMa 0 MaKCUMyMa.

Mpodunb Tecta ARCHITECT Estradiol BO Bpems HOPMa/lbHOTO MEHCTPYaIbHOTO LKA

X QtHb uukna -bl - Meguana
/ 3HaueHme KOHLIeHTpaLum S 5%
acTpaguona [pg”L)

95%
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I CNELNPNYECKNE PABOUYNE
XAPAKTEPUCTUKU

B [JaHHOM pasferne NpeAcTasneHbl AaHHbIE MO Penpe3eHTaTVBHLIM
pabounm xapakTepucTkam. PesynbTarhl, MONYYEHHbIE B OTAE/bHbIX
nabopaTopusix, MOTyT OT/IMYATLCA OT NPUBEAEHHBIX AAHHbIX.

Ha aHannsatope Alintty | u cucteme ARCHITECT i System
UCMONb3YKTCS OfHM U Te Xe peareHTbl U COOTHOLLEHNs1 o6pasLia/
peareHTa.

Ecnmn He ykasaHO MHOe, Oce WCCNefoBaHUst NPOBOAMUAUCH HA
aHanusarope Atinity i.

BocnpounssogumocTb

Bocnpon3soaMMocTb BHYTPY flabopatopum

BbII0 NpoBefeHO nccnefoBaHne B COOTBETCTBUM C
pekomMeHaauysamm fokymeHta CLSI EP05-A2.’* ccneposaque
NpOBOAWNOCH C UCMOMb30BaHNeM 1 cepumn 3cTpagmon PeareHToB
(Alinity | Estradiol Reagent Kit), 1 cepun 3cTpagmon Kanmbpatopos
(Alintty | Estradiol Calibrators] n 1 cepun 3ctpagnon KOHTPOMbHbIX
matepuanos (Almlty | Estradiol Controls) Ha 1 aHanu3atope. Tpu
KOHTPOAS Gbl/IN NPOTECTUPOBAHbLI HE MeHee Yem B 2 NoBTopax 2
pasa a fieHb B TeyeHue 20 aHei.

BwTpa capan BayTpa natepiropaa
(MMTOPACMO/K) (obwyny'
Obpesey, 10 (GRY &0 %KB Cto %KB
H 120 49 35 71 38 17
KOHTPErb
Qeppini t°0 tee 45 24 46 26
KOHIPO'b
Boooki 120 587 128 22 152 26
VHTPOK

1 BK/touaeT BaprabesibHOCTb BHYTPU CEPUN, MEXIY CEPUSMA 1
MEXKZY AHAMM.

By rgowmi BryTov ria6opsTopant

(noeTopReVIOCTE) (comae)'

Obpes I5o) ) a0 %KB a0 %8
HBui 120 160 130 n 139 77
KOHIPO'b

Qpepi 120 636 164 24 179 26
KOHTRUb

BoookA 120 2156 471 22 %9 28
KOHIPO'b

* BK/touaeT BapuabenibsHOCTb BHYTPU CepUn, MEXIy Cepusmmn
MeXay OHAMM.

HuXXHune rpaHnLbl usmepeHns

BbIN0 NPOBEAEHO McCnea0BaHNE Ha OCHOBE pekomeHaauuii CLSI
EP17-A2.M ViccnejoBaHWe MpOBOAWIOCh C UCTO/b30BaHNEM 3
cepuin dctpaguon PeareHTos (Alinity i Estradiol Reagent KIl) Ha 2
aHanmsaTopax B TeyeHue He MeHee 3 AHell. Hanbonee BbicOkue
3HaueHus npegena 6naqka (M5). npeaena obHapyxerus (MO) un
npegena KonnyecTseHHoro onpegenerns (MKO) npuseaeHsl Hke.

pg/mi piril
B 13 v’
- 20 73
No % &

*T1B onpeaeneH Kak 95- NPOUEHTU/b O pe3ynbTataM
vccnefjoBaHNs 00PasLoB C Hy/eBOVi KOHLeHTpaumeii aHainTa B
nr 60 nosropax.

ATIO onpefeneH Kak camasi HU3Kasi KOHLEHTPaLWISi, NPy KOTOpOii
aHanmMT MbkeT 6bMb BbiABEH C 95%-/1 BEPOATHOCTHIO NO
pesynbTatam 1ccreflosaHns 06pasLos C HU3KUMMU YPOBHAMM
KOHLeHTpauuu aHanuta B n r 60 noBTopax.

¢ MKO onpepeneH Kak camast Hu3Kas KOHLeHTpauus ¢
MaKCMMa/lbHbIM 3Ha4YeHnem BocnpounssoaumMocTn 20% KB no
pesynbTatam 1ccnefoBaHns 06pasLoB C HU3KUMU YPOBHAMMU
KOHLEHTpauuu aHanuta e n a 60 nosTopax.
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JinHelHOCTb

Bbino NpoBeAeHO 1cCnefoBaHe B COOTBETCTBUN C
pekomeHzaumamm gokymeHta CLSI EPO6-AN

JINHEeHOCTb faHHOTO TecTa COXPaHAEeTCs B MHTEpPBase U3MepeHns
24 - 1000 pg/mL (88 - 3670 pmollL).

AHanunTnyeckasa cneumpmyHocTb

CaHHOe uccnefoBaHne npoBoaunock Ha cucteme /ACHITECT |
System.

CneuudmuHocTb Tecta AHCHITECT Estradiol 6bina onpeaeneHa
1ccneaoBaHneM NpUBELEHHbIX HIDKE BELLLECTB Kak Npu Haimumu,
Tak W Npu OTCYTCTBUM 3CTPaamona B COOTBETCTBUM C MPOTOKO/IOM
EP7-A CLSI.®*

Tabnmua

6b1710 NPOBEAEHO VCCef0BaHNE, B XOAE KOTOPOTO K CUHTETUYECKUM
o6pasLam, He CoAePXaLLyM OnpeaenseMoli KOHLeHTpauum
3cTpaamona, fobasnsam BelecTsa ¢ NoTeHLMa bHOR Kpocc-
PEaKTUBHOCTBLIO B YKa3aHHbIX HIDKE KOHLIEHTPaLWAX, a 3aTem
TECTUPOBA/IN 3TN 06pasLibl Ha 3cTpPaanon. MPOLEHT Kpocc-
PeaKTUBHOCTU NPUBEAEH HIDKE:

KoHLgHTpaLA poce-
Kpocc-peariant paatara % poec-peasraarncra
[76-cTpagon 3HTyredEr 50n(~L 0.1%
Cuoe] 1500 pgfirlL 07%

Kpocc-peakT1BHOCTL He Bblia onpeaeneHa Ans cieayroLmx
BELLLECTB NPY YKA3aHHbIX HKE KOHLIEHTPaLMSX:

Kpaee-paatHT KoHLipKTpaLgs pacc-peanavra
ArgaocTop 10
So-aHapocTaH3B.17B.avn 10gmi
5a:aHaPOCTaHXOH [OTTgiTL
AHOPOCTAHCH 100ndn:.
Krnovaders rapar 60
KopaanepoH 570 ngiml
Kopneod 500ncnil
JlooKovIopTVKOCTEPOHR ALY TET 500 gl
1:neoHoopT/ean SOOngimi
JexcaverevH 12 770f>gml
QVBRA 120 ogirL
OHEA8 8pyimL
5B/IVpOKOPTVKOCTROOH 500ngnL
CHT (sHvimpoTeCVeTenaH) 2ngiL
AenH 06ngim.
SEIVHA OTEGET 5nghiL
e 2 4rgink
170 scpayon 03ngm.
17B-3CTpaVart3-TkaypoHn 4Bng'mL
176:acTpamyan 17-Banapar 1 ntfiml
176:3cTpanvion 17-parvioHar 1 ngil
176:5CTpamyon 3Cysdar 1 7-THokyp AL, 50 gL
o 2500 pgii
3empvan 16a(6-04oKypOH«E) 106 ngiml
SoTvon 3G/ b4ET 300ng/mi
opvoA 3(6OmoypoH/D) 106 gL
QTPoH Synaer 04nghl
SVHYVOBPOLETaT 1AL
SVHATECTRBVON 04 rgfrl
TVOPOKOPTVECH 500 gl
160TUOPOKVBCTOH 1 ngim

1 7aVOpOKOATPETHBHOMOH 480nymL
[7anppoKo/TpOrECTEpOH 1200ngmiL
Moo/ TparecTepcH 1? 3ng/mi
MecTpeHH 04yl
HopsmHdon 1 16 ngiL
HopsnHzpo-RaLETar (HopsTCTEPOVa, 14 ngimL
aLran)

[MpBrHaHOM 59 gL



Kpoce-*umifT KoHumTpaym cpoee-ptwiim

nporecTcpw 500n("L
Tamokcudes 183ntfmL
TecTtocTepoH 20no/mL

[JaHHbili TaeT HE cnagyat Mcnonb30BaTh 418 onpeaeneHus

YPOBHA 00TPaAMOA Y MaLMEKTOB, NPOXOJALLMX SIeHeHe C
1cnonb3oBaHWeM (hyneectpaHTa U Mudenpuctoka. CTpyKTypHble
U (hYHKLMOHa/IbHbIE aHA/IOTW CTepOULL FOPMOHOB, B TOM YuMC/e
MO/IeKy/ia 3CTPaAMona, MoryT fieMOHCTPUPOBATb MHTEPdepeHLIO/
KpOCC-peakTnBHOCTb ¢ TecTom Altnity | Estradiol. O6pasLipl,
NOAYfeHHbIE OT MaLMEHTOB, NPUHVMABLLIMX /IEKAPCTBEHHbIE
npenaparbl, KOTOPbIe VHMMOUPYHOT YBENIMYEHE KONMYeCTBa
OyTa/IeBbIX KMBTDX (HarpuMep, MHMMOUTOPbI LIMK/NH-3aBUCUMBIX
kuHa3 (COK) 4/B) MoryT 6bITb MOABEPXKEHbI MHTepPdepeHLmn/
Kpoco-peakrusHocTy ¢ Tectom Allnity | Estradiol. Kpome Toro,
NeKapCTBEHHbIe Mpenaparbl, KOTOpble MHTEP(EPUPYIOT CO
CTEPOVAHBLIMWA FOPMOHAMU NN aKTVBMPYIOT X BbIpaboTKy
(HarrpviMep, UHMMBUTOPbLI apoMaTam) MOTYT TakKe HTep(eprpoBaTh
WM NepekpecTHo pearmposats ¢ TecTom Alintty | Estmdiol. B Takux
Cyyasx HeobXoAMMO VCMO/b30BaTb a/lbTepHATVBHbIE METObI
13MepeHVs, Hanpymep Xpomatorpacuio.

Tabnmua

Bbixog Tecta AACHITECT Estradiol B npucyTCTBIAN CriefyroLLmx
BELLIECTB NPK yKa3aHHbIX HIKe KOHLIEHTpaLysX cocTaBun

100 + 40%:

6bI10 NPOBEAEHO MCCNeAoBaHNe, B XOAE KOTMOTO K CUHTETUYECKM
obpasLiam, cogepkalmm actpagvon (600 pg/mL) gobasnsnm
NOTEeHLMaNbHO MHTEP(EPUPYIOLLME BELLLECTBa B YKa3aHHbIX HIDKE
KOHL|EHTpaLWsAX, & 3aTeM WCCneoBa 3TU 06pasLbl Ha 3CTPaaVon.
MpOLEHT BbIXOAa YKasaH HKe:

VHI'thHH(I’ KE}VIVI'I'FBUVIFI % BbIXOAA
maAnpdhapav»

2BAH 12 it"ml 934
S|rwe oyrejEr 1Dna/mL RN6
SVHATBCTORVON ol nftmL 86
M'l'l'[B(]'l 0.BTYYTb 1005
HopemsHmooH 32 ngffliL 789
Hopanmmo-aaerar 28 nAmL N5
(VoperscTepSiHa averar)

Bbixog Tecta ABCHITECT Eslradtol o npucyTcTBum cnesytowmx
BELLECTB MPU YKa3aHHbIX HIDKE KOHLIEHTpaLMAX COCTaBu

100 + 10%:

6bI10 MPOBEAEHO MCCNE0BaHNE, B XOAE KOTOPOrO K CUHTETUYECKM
obpasLam, cogepxallym actpaamon (600 pg/mL) nobasnsamm
NOTEHLMANLHO MHTEPepUPYHOLLVE BELLLECTBA B YKa3aHHbIX HIDKe
KOHLIEHTPaLMsIX, a 3aTeM MCCrejoBav 3T 06pasLbl Ha 3CTPaauon.
MPOLIEHT BbIXOAa YKa3aH HbKe:

VKrepppexr % BHOMQER
mTpchapanta

ABICTEH 10pAmL 100.1
ZaaHasocT3H3B.17nen IontymL B6
3aaHdronaHproH [Ong/ml D6
AHopoCTBHOVA I0OngmL 100.1
Knowajra uympr 60 nifi, B8
KopmacTEcH 570 yrrl 991
Koprmm 500 ngiL B4
Lroo/MopaocTiosa SOOgHAL B9
agmr

11-Mowkopn3on AN(YTAL 1004
JexcaverasoH 12 770 ndprr. 1005
GHA 120nymL %08
OHEAS Bpaim_ 1002
SRLVEO <QpVIoCTYOoH 500nymL 1009
COH (7viviapoTBoroCTERoH) 2 nfL 1009
J/BTON Z-Ong/nil e3.0
7aacTpeuyen 03)TIL 1007
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WHTapdapaHT KoHuyaHTpaussa % 1bqup,a

mwapdapun

178-acTpagucn-3- 46r)|"wl 96.8
TNIOKYPOHUA

178-acTpagmon 17-sanepar 1 nu«TiL 100.4
178-acTpaauon 1nortiL 100.1
17-nponuour

178-acTpaavon 3-nponvonar 50n»'mL 105.1
178-actpagmnon 3-cynbchat 50n~L 99.6
17-rn«kypeumng

Octpuon 160-(8-D- 106n(y1nl 101.3
rIOKyponng)

Scchnon 3-cynbchat SOOnjymL 97.9
Scrtpuon 3-(8-0- HO6PUY- 1001
rniokypaHug)

3cTpown 3-cynbgar 0.4 ngrmL 100.1
3TuHoaMoNa onanetar 1 pa/mL 97.7
MAPOKOPTU3OH SOONfl/mL 99.4
16a-rMapoKCMICTPOH 1ng/mL 100.2
17a-rmapokcunperHaHonoH 480 ncpTLLL 1000
17a-rnfpoKCUNporecrapox 1200ng'(iiL 98.9
MeaxxcunporactepoH 1230~ L 99.1
MperHasionoun 59n~ mL 100.2
MporecTepoH $NengrmL 100.5
TamokcudpaH IBSoQ"mL 100.9
TKTOCTEOOH 20rxymL 98.1

[JanHbii TecT HE cneflyeT 1cnonb30BaTh /19 OnpeaeneHns

YPOBHS 3CTPaAMO0Na Y NaLyeHTOB, NPOXOLALLMX NeyeHue ¢
ncnonb3oBaHnem dyneectpaHTa uam MudenpuctoHa. CTpyKTypHble
1 (hyHKLMOHa/IbHbIE aHANOTV CTEPOVAHBIX FOPMOHOB, B TOM YMCe
MO/eKynia 3CTpafyona, MoryT ;aMOHCTPMPOBATL MHTepdepeHLmto/
Kpoce-peakTrBHocTb 0 TectoM Allnity | Estradiol O6pasuipl,
MO/TyYeHHble OT MaLeHTOB, NPYHUMABLLIMX IeKapCTaeHHbIB
MpBITapaThbl, KOTOPbIE MHIMOVPYHOT yBeNMUeH e KonyecTsa
OMyX0/ieBbIX KNETOK (Hardmmep MMMOUTOPbI LKMH-3aBUCUMbIX
kvHa3 (COK) 4/6} moryT 6bITb N0gaepKBLU MHT 3(hepBHLMMN/
Kpocc-peakTviBHOCTM ¢ TecTem Allnity | Bira/ bl Kpmne
NeKapCTBEHHbIe NpenapaTbl, KOTOpble UHT AT X(yH0T CO
CTePOMAHbBIMW FOPMOHaMN W aKTUBMPYHOT X LIPa&TKY
(HanpurMiA)| MHIMBMTOPLI APOMITa3bl) MOMYT TakKe UHTEP(EPUPOBAaTL
WM MepekpecTHO pearnposathb 0 Tectom Allnity | Estradiol. B takux
Cryyasix He06XOAMMO MOrM0/b30BaTh a/lbTEPHATUBHBIE METOAbI
13MepeHus, HanpymMep, XpomaTorpacmio.

Tabnuua

Bbixog, Tecta AMNCHITECT Estradiol B npucyTcTBUM CneaytoLnx
BELLLECTB NPY YKa3aHHbIX HKE KOHLIEHTPALMsIX COCTaBMN

100 + 10%:

BbIN0 NPOBESEHO UCCNe0BaHIe, B XOfe KOTOPOrO K CUHTETUYECKM
o6pasLiam, COAEPXaLLMM 3CTPANON (3HAUYEHWS KOHLIEHTpaLWii
yKasaHbl HWXe), fo6aBnanv NoTeHUManbHO MHTepdepupytoLLme
BELLLECTBA B YKa3aHHbIX HUKE KOHUEHTPALMSX. a 3aTem
TecTMpoBann 3Ty 06pasLpl Ha acTpaanon. MpoLeHT Bbixoaa ykasaH
HKE!

KMUEHTPBUMH KoHueHTpausas
VHTapthapaHt actpaasona AHTepcthepanTa % BbIXOAA
3cTpon 750 PsTmL 300 p(¥11. 93.9
3cTpoH 4000pg7mL 1500 p(Yrrl 92 8
cTpuon 4000p(yT1 1ISOOpgrmL 98.4
ScTpron 150 pg/mL 2S0O0pg'ml 921



VHTepdepeHuns

[laHHoe nccneaoBaHie NPoBOAMNOCk Ha cucTeme AMCNeTECT |
System.

MoTeHumanbHO MHTEP(hepUpyIoLLIME SHAOrEHHbIe BeLLecTBa

Tect AROtn”CT Estradiol pa3paboTaH Tak. 4Tobbl UMeTb
NOTEHUMa/IbHYIO MHTEP(EePEHLMIO reMorobrHa, GunmnpyouHa,
TPUIAMLEPUAOB, 6ernka 1 XonectepuHa £ 10S NPy YPOBHSIX,
yKa3aHHbIX HWKe. VIHTepthepeHuus Gbina oLeHeHa B COOTBETCTBUN C
npoTokosiom EP7-A CLSL*®

TMoTL HUHL/KKO VHTEpdEp Dy taLLYe

eeutecni YenoBHble ey HHLp
levoroH bOOnget
BrpyomH ro mglcL
T [680;][0 B
Beox 4HI2fl/dL
XanecrepH 240 mg'd.

CpaBHeHMe meTO0B

Bbino nposeAeHO 1cciefoBaHe B COOTBETCTBUN C
pekomeHaaumammn fokymenta CLSI EPO9-A3 ¢ vcnonb3osaHvem
MeTofa perpeccun Passing-Bablok."”

Ko+ Koah Mepe- iUenasoH
Eolpl 10 uvppersiuHm ceveHe HWMOH  MK-UHB
Alimtyl ColBopotka pg/mL 120 QP 297 107 12-873
Estradiol s kpoBa UxnollL) (10.69) (44 - 3202)
CQaBH.C
A/CHITCT
Estradiol

" He ucnbitaHo B Poccumn
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22. National Committee lor Clinical Laboratory Standards (NCCLS).
Interleience Testing In Clinical Chemefry; Approved Guidelirte NCCLS
Document EP7-A Wayne, PA; NCCLS; 2002.

23. Clinical and Laboratory Standards Institute (CLSI). Measurement
Procedure Comparison and Bias Estimation Using Patient Samples;
Approt«d Gu/de/fne—Third Edition. CLSI Document EP09-A3 Wayne,
PA: CLSI; 2013.

thopmar uuncen:

= B kayecTBe pazgenmTens TbiCAY UCMOsb3yeTcs npo6en (Mpumep:
10 000 06pasLoB).

= B kauecTBe pasgenvTens AecATUYHbIX 3HaKOH WCMOMb3yeTcs
Touka (npumep: 3.12%).



Cumsonbl I1SO 15223
CM, VHCTPYKLMIO MO
NPYMEHEHNO
W3roTosutens

[JocrtatouHo gis

TemneparypHblii AnanasoH

Wcnonb3oBatb f0/CPOK rogHOCTU

N K

MegauupHekoe n3genvie ana
[OVarHocTukm In Vitto
Homep cepumn

KaTanoHblii Hom”"

" CepuiiHblii HoMep
[pyrvie cCMMBOSbI

XSSAV DILUENT ] [vntoeHT Tecta

cM Uuacn| KoHblorar

COKTAINSI AZIDE 1 CoaepXxuT asung, HaTpus,
W KOHTaKTe ¢ Kucnotamu
06pa3syeTcs BbICOKOTOKCUYHbIiA
ras.

Ma/IHenTBP IN THE USA BY [ [OucTpubbtoTop B CLLA

;INFOHMANOH ro n USA OKLV1 WHdopmaums Tonsko ans CLUA

UNVERSIONS PERFORMED 1 KapTpummpk 6bin nepesepHyT

IMCROPAIMCLES! MuKpoUacTULb!

iPRODUCT DF IRELAHDI CTpaHa NpOVNCXOXKAEHUS:
VpnaHaus

RXONLyl [nA ncnonb3oBaHKs TOMLKO
MeMLMHCKUM paboTHVKOM
(NPUMEHMMO TOMBKO K
knaccndukw g CLLA)

ISPEOMEN dituent! [JuntoeHT obpasua

Alinity VARCHITECT siBnstoTc1 ToprpabiMy Mapkamiyt KOMnaHum
Abbott Laboratories B pa3nnuHbIX opucavkumusx. Bee apyrve
TOProBble MapKu SBNAIOTCS COGCTBEHHOCTLIO COOTBETCTBYHOLLIMX

BaAe/bLEB.
Abbott Ireland
Diagnostics Division C €
Lisnamuck, Longford
Co.
Ireland
+353.43-3331000

[Heraawno intibuu” j

Adbott Laboratories

Adoott Park. IL 60064 USA

CepsyicHas nogaepAka: Obpallaitec K CBOEMY MECTHOMY
NPeACTaBUTENO NN CMOTPTE XOHTALTHYHO MHGOPMaLMIO Ans
aallicil cTpaHbl Ha calite www.abbottdlagnoetics.com

Penakupii: maii-2019 .

©2017. W19 Abbott Laboratories

AaTopua”BaHHbIl NpescTaBUTENb U3rOTOBUTENS HA TEPPUTOPUN
fbcotH 4 gpyrux ctpaH CHT:

000 “M6oTT Jlabopatopms". 125171, Poccus, . Mocksa,
JleHvHrpryrokoe Lwocce, 16A. cTpoeHue 1,
left +7 (495) 258 42 80; thakc: +7 (495) 258 42 81
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K VHCTPYKLWN [0 NPUMeHeHnio HaGop peareHToB An1a KoNNYeCTBEHHOTO onpe/eneHust
ecTpaguona UMMYHaKeMUTIIOMUHECLBHTMbIM METO/JOM B CbIBOPOTKE U N/1asme KpoBu
yenoBeka Ha MMMYHOXUMMYECKMX aHanmaaTopax Alinity i «3cTpagnon PeareHTbl
(AlHty | Estradid Reagent Kit}> ana Poccun.

TPAHCIOPTUPOBKA

Vi3genue  pekomeHAyeTCsi  TPaHOMOPTUPIBBTL Npu  Temnepatype 2>6'C B
TAMOKOKTeiHepax 0fjHOPa3oBOro Nosb30BaHM. coaBpx)alllyx XNaao3anMANTTel. Umn
B TEPMOKOHTEiHepax MHOrOKPaTHOrO NPUMEHEHUs C aBTOMaTUYECK NoAAePXBaeMOi
TemnepaTypoii unn B aBToped(»MepaTopax C UCMo/b30BaHNEM TEPMOVHANKATOPOB.
V3genve ocTaeTcs CTabuibHLIM [0 OKOHYaHWS CPOKa FOAHOCTM, YKa3aHHOTO Ha
ynakosike Tpu TPAaHC/IOPTMPOBAHNK C HAPYWIOHEM TeMEePaTypPHOro Pexnma usgenve
He MOANEXUT MPUMeHeHWo. TpaHCMopTy(hoBKa OCYLECTBASETCS BCEMU BUAaMU
TpaHcnopTa B )WbITbIX TPaWNC«HbIX (BACTBaX B »X1TBBTCIBUM C rhaBunamn
nepeBo3KM rpy30B, AefiCTBYIOWMMI Ha KaX/0M aiifja TpaHcnopTa.

TAPAHTUVHBIE OBA3ATE/IbCTBA

Mpon3BOAYTreslb rapaHTUPYeT, YTO NPU NPXUMNLHOM XPaHEHUM U 06PLULEHUN U3aenvre
0CTaeTCsi CTabU/bHLIM JO UCTEUEHUSI CPOKA ITAAHOCTU. MaKCUMasIbHBIA CPOK FOAHOCTY
MefMUNHCKMe u3flenns He Gosfee B MecseB C faTbl npoussoacTea. Mspenve,
Xp A C Hapy pernamMeHTUPOBaHHOTO NPOU3BOAUTESIEM  pexadma,
NPUMEHEHMIO HE NOA/IEXNT.

TEXHNYECKOE OBC/TY>XVBAHVE
He TpeGyechL

TEKYLLMA PEMOHT

He TpebyeTcs.

JOAHHBIE ANF YTWISALN U YHAUTOXEHNS
MEAVLMHCKOrO U3LENA

MeAnUMHCKOe U3AeNNe YTUN3NPYIOT U YHUUTOXAIOT B COOTBETCTBUM C MpaBuiabm
obpalieHnss C  MeAULMHCKUMU  OTXOAaMu, perfiameHTupyrowmmmucs Catiux

2 1.7.2790-10 oT 12.12.2010 «CByMTapHO-3/IMAEMUONOTNYECKE TpeGoBaHus K
06paLEHNIO C MEAULMHCXUMT OTXOAaMU».

Heo6Xx0ANMO CefioBaTh HaLMOHAroMTbIM CTaHAapTaM npu nepejade u yTuausauun
M3/leNNsI, ero KOMNOHEHTOB U YMaKOBK

MEPEYEHb CTAHI»TOB, KOTOPbIM COOTBETCTBYET
MEIVLMHCKOE W3AENVE

HalNe»uanbTile CTaHAapTbl U HOPMATVBHAs AOKYMEHTaLWs, NpUMeHsieMble K MU

FOCT P 61362-2013. TOCT P EH 13612-2010, FOCT P UCO 23640-2016, FOCT P
NCO 18113-1-2015, FOCT P MCO 18113-2-2015. FOCT P UCO 16223-1-2014,
MoctaHoBneHue MpBWKTBIbcTea P® oT 27 aekabps 20U . N(1416 «O6 yTBEpXAEHUM
npam4/1 rocy;apCTBEHHOM PerncTpauyun MeULMHCKIX N3aerbiii». Mpukas MuHaapasa
Poccum 0T 06 06.2012r. Ne 4, Mpukas MuH3apas Poccun o1 09.01.2014r. NS 2H.
Mpukasom MuHucTepcTa 34paBooxp»1BHNA PP Nt 11H oT 19 siHBaps 2017 T.

MOTEHUMA/IbHBIN MOTPEBUTESb

MeauuwkHckoe usgenue 3cTpaguon PeareHTbl (AHrity i Esiradol Reagent K!)
npeaHasHayeHO ANS  WC/ION>30BBHUS B Pa3/INuYHb/l  K/IIOTUKO-/1a60PaTOpUbIX
YCNoBusiX, BK/IOYas, 6€3 orpatyBumns, 60bHULLI 1 1a6opPaTopum, NEPCOHAN KOTOPbIX
npouwan obyyeHune No Ucnonb3oBaHMIo akanusatops Alinity |.

NH®OPMALIMA O HAIMYA B MEOVILIMHCKOM WV3AE TN
NEKAPCTBEHHOIO CPEACTBA

Ha copepxut

CTEPW/IBHOCTb

MNocTaBnsieTcsi € HeCTEPUIbLHOM Bue. CTAUnn3auus nepes npumer»luem He
TpiyeTcs.

VH®OPMALINA O  BO3MOXHOCTU MOBTOPHOIO
MPUMEHEHNA

He noanexuT NoBTOPHOMY NPUMEHEHNIO.

MATEPUAJIbI >KMBOTHOIO MPOUNCXOXAEHNA

MaTepuarb! XMBOTHOIO MPOVNCXOXAEHNA TPOBEPEHbI 1 PUCKM NpuMeHeHns MU
yKasaHbl B [lacnopTe 6e3onacHocTu. MacnopTe 6e30MacHOCTU MOXHO HallTM Ha cail T
www.tebottfliagnostca com unu o6partnteck kK MAaCTHOMY NpPB/ACTaBUTarBo,

MOKA3AHNA

TecT ¢ ucnonb3osaHvem AcTpaaunon PeareHTsl (Alinity i EstfBdoi Reag«it HOL)
ABNAETCA XeMUTIOMUHECLMTIUM UMMYHOBTa/IN30M Ha MukpouacTbiuak (CMIA) ans
KONMNYeCTBEHHOIO onpegenermm acTtpaanona B CbiIBOPOTKE U Nnyiasme Kp:»Wn YenoBeka
Ha aHanusatope Ahnty i

He npumeHumo.

YCNOBWA XPAHEHUA 1 MPUMEHEHA

XpaHeHWe MeANUMHCKOrO u3aenus npu TemnepaType oT 2'C ao 8'C gonxio
OCYLIECTBNATLCA € XONOAN/IbHBIX KaMepax Ui B XON0AUNbHIKaX, 06ecneunaaoumx
PernaMeHTMPOBaHHbIN  TEMNEPATYPHbIi  PEXUM C  eXeAHEeBHOW perncrpauyueit
Temnepartypbl.

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

[Jparaoctnyeckoe dakc: 353 43 3331001
nojapasseneHue

JlncHemak, JToHrdopa

I"pachcTBO JIOHrhopa,
VipnaHgps.

MoanucaHo: /nognucaHo/ [Jata: 6 uona 2020 .
Onusus ManneH (Olivia Mullen),

CneuuanncT No HOPMaTUBHO-NPaBOBOMY PEry/NPOBaHNIO
3660TT UpnaHaus,

[narHocTnyeckoe nogpasseneHune
NucHemak, JloHrdopg

paccTBO JToHr(hopa,
WpnaHans.

/MeyaTb: TOPTOBAAMA/ATA C/IAATO (MHK)

NoA/IMHHOCTL 3ACBUAETE/IbCTBOBAHA JOBEPOCOBECTHO
YnonHoMo4eHHoe nuuo /nognucano/ 07.07.2020 r./

/MeyaTb: AMarHocTunyeckoe
noapasgeneHne 3660TT.
Nourdopa/

/MeyaTb: TOPTOBASA MANATA CNATO (VHK)
3ABEPEHHbBIVI CEPTU®WNKAT O NMPOUCXOXAEHWW/

/MopgnucaHo: Onusua Mannen (Olivia Mullen) 06.07.2020 r./

TekcT B fJOKYyMeHTe «W/HCTPYKUMA MO MPUMEHEHUIO» Ha aHIIMACKOM 1 PYCCKOM A3blKaXx
NONMHOCTbIO coBNnagaeT.
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MepeBog TeKCTa CAenaH MHoi, NnepeBoguynKom YepHocy roebiM Cepreem MropbeBnyem.

Poccuiickas depepayns
Mopoa MockBa

Ll ecTHAALATOro MIONA 1BE ThICAYM ABAAL A IO roaa
A, Kopcrk Mapus AnekcaHpoBHa, HOTapuyc ropoga MOCKBbI, CBUAETENLCTBYHO MOANNHHOCTb

nognucu nepesogymka YeprnoeHtosa Cepres Nropbesunya.
Mognuce caenaHa B MOEM MPUCYTCTBUN.

JTnyHOCTb NognucaBLUero JOKYMEHT YCTaHOB/IEHA.
3aperuc'pupoBaHo B peecTpe: Ne 77/2139-H/77-2020-
B3biCKaHO rocyAapCcTBEHHOW MOLWANHBI (Mo Tapudy): 100 py6.

Bcero npoLHypoBaHo,

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



-na Oepgepauyunsn
lopop Mocksa

21 a12020
7, BopoHvHa EBrenis BriafumvpoBHa, BPEMEHHO MCMONHAIOLLAA 06A3aHHOCTI
HoTapuyca ropogia Mocksbl baxTazse nbMupbl HOpbeBHbI, CBUETENLCTBYHO

BEPHOCTb KOMWM C NPELCTABNEHHOrO MHE OKyMEHTa.
3aperucTtpupoBaHo B peecto” Ifc77/52-H/77-2020-7*5i;2rf2f"

B3bickaHo no Tapudyy: acY U
YnnayeHo 3a OKasaHve ycnyr NpaBoBOrO W TEXHUYECKOTO XapakTepa: —  pyb.
E.B. BopoHuHa

Bcero npolwHypoBaHo,
NPOHYMEpPOBaHO ¥ CKPensieHo
neyatblo oC” nauct2:3®

BPNO HoTapuyc
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