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Abbott Ireland Tel. T+ 35371 9156200
Diagnostics Division,

Finisklin Business Park,

Sligo,

Ireland.

I, Mary Heffeman, Supervisor Project Management, Abbott Ireland Diagnostics Division, Finisklin
Business Park, Sligo, Ireland, hereby certify that the attached documents that keep the number of pages
indicated below are the Insert for Use. These documents are in a full accordance with actual manuals of
manufacturer.

A, Mapn XagdepHeH, PykoBoguTenb NPOeKTHOro otgena, 9660TT AmarHoctmnyeckoe oppasgeneHune
WpnaHgna, ®uHucknuH BusHece MMapk, Cnaiiro, Wpnangua (Mary Heffeman, Supervisor Project
Management, Abbott Ireland Diagnostics Division, Finisklin Business Park, Sligo, Ireland), HacToawmm
YAOCTOBEPA, 4TO nNpuiaraeMble [JOKYMEHTbI B HVKENPUBELEHHOM 00beme CTpaHuy, ABAAKTCS
MHCTPYKUMAMU N0  MNPUMEHEHUIO. OTU  LOKYMEHTbl MOMHOCTbIO  COOTBETCTBYIOT  (PAKTUUYECKON
LOKYMeHTaunu nponsBoguTens.

MHCTpyKLMA Mo NpUMeHeHUI0 Ha MeguLmMHeKoe usgenme (Instruction for use for medical devise):

Habop peareHTOB A4/151 KO/IMYECTBEHHOIO OMpefesieHns KOpTU3osia MMMYHOXEMUTFOMUHECLLEHTHLIM
METOAOM B CbIBOPOTKE M M/1a3mMe KPOBWU WM MOYe YenoBeKa Ha MMMYHOXUMUYECKUX aHa/IM3aTopax
Alinity i «<KopTnson PeareHTbl (Alinity i Cortisol Reagent FOt)»

Mo TeKCTY WMHCTPYKLMU BCTPEYAKOTCA BapyvaHTbl HAMMEHOBAHWUI MeAMLMHCKUX W3LENWIA, NpuBefeHHble B Tabnuue
HWXKe, KOTOpble ABNAIOTCA CrpaBefMBbIMK U paBHO3HauHbIMK (Instruction for Use includes the followings true and

HaumeHoBaHVe Ha  HaumeHOBaHWE MEAULIMHCKOTO U3LENNs Ha PYCCKOM SI3bIKe CokpalLeHHoe
aHrINACKOM HammeHoBaHuWe (Mo TEKCTY
A3bIKe [IOKYMEHTa)
Alinity i Cortisol Ha6op peareHTOB [ANA  KONMMYECTBEHHOTO OMpedeneHust  KopTuson PeareHTbl
Reagent Kit KOpTM30M1a MMMYHOXEMUMIOMUHECLEHTHbIM — MeTogoM B (Alinity i Cortisol Reagent

CbIBOPOTKE W NnasMe KPoBM WAM Mo4ve uenoseka Ha  Kit)
UMMYHOXUMUYECKUX aHanm3aTopax Alinity i «Koptuson
PeareHTbl (Alinity i Cortisol Reagent Kit)»
Alinity i Cortisol  KanuGpatopbl Ans oGecreyeHus npasunbHOCTU  KopTuson — Kanmbpatopbl
Calibrators KO/IMYECTBEHHOTO onpeseneHus kopTuzona  (Alinity i Cortisol
NMMYHOXEMWUIOMUHECLIEHTHBLIM  METOOM B ChbiBOpOTKe U Calibrators)
nnasme KpOBW WM MOYe YefloBeKa Ha UMMYHOXMMUYECKMX
aHanm3aTtopax Alinity i «Koptuson Kamumbépatopsl (Alinity i
Cortisol Calibrators)»

Cocras:
# Title Number of pages
1 Insert for the Alinity i Cortisol Reagent Kit with ADDENDUM for 9
2. Russia. 10
WHCTpYKUUs no npumeHeHuto «Koptunson PeareHTbl (Alinity i
Cortisol Reagent Kit)» ¢ MPUJTOXXEHWEM pana Poccun.
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Mary Heffer

Supervisor Project Management
Abbott Ireland Diagnostics
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Alinity i
Cortisol Reagent Kit

Read Highlighted Changes: Revised February 2018.

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

H name
Alinity i Cortisol Reagent Kit

BINTENDED USE

The Alinity i Cortisol assay is a chemiluminescent microparticle
immunoassay (CMIA) used for the quantitative determination of
cortisol in human serum, plasma or urine on the Alinity i analyzer.
The Alinity i Cortisol assay is intended to be used as an aid in the
diagnosis and treatment of adrenal disorders.

ISUMMARY AND EXPLANATION OF THE TEST

Cortisol is the major glucocorticoid hormone secreted by the
adrenal cortex. Its physiological functions include regulation of
carbohydrate metabolism and electrolyte and water distribution.
Cortisol also has immunosuppressive and anti-inflammatory activity.
In normal individuals, cortisol levels are regulated through a negative
feedback loop in which the adrenal cortex responds to increased
adrenocorticotropic hormone (ACTH) levels by increasing cortisol
secretion, and the pituitary responds to elevated cortisol levels by
down-regulation of ACTH production. Plasma cortisol levels are
highest in the morning, and concentrations decrease by about half
toward evening." Pregnancy or estrogen treatment markedly elevates
cortisol levels. Other stimuli such as severe stress may also lead to
increased cortisol production.

Cortisol measurements are used as a direct monitor of adrenal
status and an indirect measure of pituitary hyper or hypofunction.
Elevated cortisol levels are associated with adrenal tumors, pituitary
tumors or ectopic ACTH-producing tumors.® Subnormal cortisol
concentrations may indicate generalized adrenal hypofunction

or a defect in the metabolic pathway for cortisol biosynthesis.®

The majority of cortisol in plasma is bound to proteins and
approximately 1% is excreted unchanged into the urine.” Urinary
cortisol is generally thought to reflect the level of unbound (free)
plasma cortisol, which is biologically active. In cases of cortisol
overproduction, cortisol-binding globulin becomes saturated, such
that unbound plasma cortisol increases disproportionately, as

does urinary excretion. The measurement of urinary cortisol is a
sensitive means of determining adrenocortical hyperfunction such
as Cushing’s syndrome.® Urinary cortisol from 24-hour collections
represent integration over a full day and are not affected by the
diurnal variation evident in plasma cortisol levels.

Cortisol measurements are often performed in conjunction with
certain “challenge” tests designed to measure whether regulation of
the hypothalamic-pituitary-adrenal axis is intact. These include the
dexamethasone suppression test (DST), ACTH stimulation test and
insulin tolerance testA"™ Such challenge tests aid in the differential
diagnosis of Cushing’s syndrome (cortisol overproduction) and the
assessment of Addison’s disease (cortisol underproduction).
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Cortisol

08P33
G71180R06
B8P330

[iiF1 08P3320
[iiF108P3330

IBIOLOGICAL PRINCIPLES OF THE PROCEDURE
This assay is a delayed one-step immunoassay for the quantitative
determination of cortisol in human plasma, serum or urine using
chemiluminescent microparticle immunoassay (CMIA) technology.
Sample and anti-cortisol coated paramagnetic microparticles are
combined and incubated. The cortisol present in the sample binds
to the anti-cortisol coated microparticles. Cortisol acridinium-labeled
conjugate is added to the reaction mixture and incubated. Following
a wash cycle, Pre-Trigger and Trigger Solutions are added.

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

IREAGENTS

Kit Contents

Alinity i Cortisol Reagent Kit 08P33

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

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

['E3 08P3320 08P3330
Tests per cartridge too 500
Number of cartridges 2 2
per kit

Tests per kit 200 1000
IMICROPARTICLES | 6.6 mL 27.0 mL
ICONJUGATE 1 6.1 mL 26.5 mL

| MCROPARTICLES] Anti-cortisol (mouse, monoclonal) coated
microparticles in TRIS/BIS-TRIS buffer with protein (bovine)
stabilizer. Minimum concentration: 0.09% solids. Preservatives:
ProClin 300, sodium azide.

lconjugate] Cortisol acridinium-labeled conjugate in citrate buffer
with surfactant stabilizer. Minimum concentration: 0.7 ng/muU.
Preservative: ProClin 300.

Warnings and Precautions
[ivA

¢ For In Vitro Diagnostic Use

Safety Precautions

CAUTION: This product requires the handling of human specimens.
It is recommended that all human-sourced materials be considered
potentially infectious and handled in accordance with the OSHA
Standard on Bloodborne Pathogens. Biosafety Level 2 or other
appropriate biosafety practices should be used for materials that
contain or are suspected qf,5QDt"ltig infectious agents."N®
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The following warnings ard precautions apply to: (WCROPANTIOLES]

¢ Reagents are susceptible to the formation of foam and bubbles.
Bubbles may intarlere with the detection of the raagent level in
the cartridge and cause insuliicient reagent aspiration that may
adverssly affect resuhs,

For a detailed discussion of reagent handiing precautions during

WARNING Ic«unmmmnmwm:-\ system operation, refer 10 the Alinity ci-series Operations Manual,
azide, Section 7.
[u317 [May cause an allergic skin reaction. Reagent Storage
[EuHOS2 |Contact with acids Sberates very toxic gas. Storage Maxium  Additional Storsge
[Prevention Temperaturs _Storage Time Instructions
[P28t | Awold breathing mist / vapors / apray. Unopened 2 to 8'C Uni Store In upright postion,
IP272 Contaminated work clothing should not be expirstion | cartridge does not
allowed out of the workplace. dete remain upright, gently
|P280 Waar protective gloves / protective invert the cartridge 10
clothing / eye protection. times and place in an
|M upright position for 1 hour
P302+P382 IF ON SKIN: Wash with plenty of waser. before use.
|Paasm It skin ievitation or rash ocours: Qet Onboerd  System 30 days
medical advics / atteniion, Temperature
PI62+P364 Toke off contaminated clothing and wash | Opened 210 8C  Undl Store in upright position.
| it bedors revse. expiration  if cartridge does not
|Disposal dats remein upright during
!PSO‘I Disposs of contents / container in storago, discard the
acoordance with local reguiations. catridge.
Do not reuse comainers,
mmmmmmw original reagent caps or
replacement caps due to
the risk of contamination
and potentiad to
: compromiee reagent
WARNING |Contains methylisothiazolones. perlormance.
[wat7 |[May cause an allergic skin reaction.
[Prevertion Mmmmm“:uoﬂmman.nm:ndmw
JAwoid breath vapors / spray. system, store reagents with new replacement capes in an upright
Im camma:!mmc:mm::\mmu posiion & 2 t0 6°C. For reageite skored off the systom, & s
| altowed out of the workpiace. recormmended that they be stored In their original trays or boxes to
P280 Woar ! Fum'l?ﬁon
qui“mmmwm. olox “.""’““"' on unloading reagents, refer 1o the Alinity ci-series
[Response Operations Manual, Section 5.
|Pao2+Pas2 [IF ON SIIN: Wash with plenty of water. Inciioations of Reagent Deterioration
P333+P313 If skin keritations of rash ocours: Get Deterioration of the reagents may be indicated when a calibration
medical advice / attention. efror occurs of & control value is out of the specified range.
Associsted test results are invalid, and samples must be retested.
PI82+P384 Take off contaminated clothing and wash
| it bafore reuss. Assay recalibration may be nacessary.
[Disposal For troubleshooting information, refer %0 the Alinity ci-series
Dispose of contents / contalner in Opecations Manusk, Saction 10.

accordance with local regulations.

For a detalled diecussion of safety precautions during system
operation, refer to the Alinity ci-series Operstions Manual, Section 8.
Reagent Handling
¢ Upon receipt, gently invert the unopenad reagent kit by rotating
it over and back for a full 180 degrees, 5 ¥mes with green label
stripe facing up and then 5 times with green label strips facing
down. This ensures that liquid covers all sides of the boitles
within the cartridges. During reagent shipment, micraparticles
can settle on the reagent septum.
~ Place a check in the square on the reagent kit to indicate to
others thet the inversions have been
o After mixing, place reagent cartridges in an 1
1 hour before use %0 allow bubbles that
dissipats.
¢ N areapent cartridge is dropped, place
for 1 hour before use to allow bubbles t
dissipate.
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B INSTRUMENT PROCEDURE

The Alinity i Cortisol assay flie must be instalied on the Alinity i
analyzer prior to performing the assay.

For detalled information on assay file inetallation and viewing and

oditing assay parameters, refer to the Alinity oi-series Operations
Manual, Section 2.

For information on printing assay parameters, refer to the Alinity ci-
series Operations Manuel, Section 5.

For a detailed description of system procedures, refer to the Alinity
ci-sories Operations Manual,

Alternate Resuk Units

Edit assay parameter ‘Resuk Units” to select an alternate unit.
Conversion formula:

(Concentration in Default result unit) x (Conversion factor)
{Conosntration in Akernate result uni)

Defaukt Result Unit __ Conversion Factor™ _ Alternate Result Unit
L 2759 PTOL
ﬁ:L 0.02759 umoljL

) Abbott



[l SPECIMEN COLLECTION AND PREPARATION
FOR ANALYSIS

Specimen Types

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

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

Specimen Types Collection Tubes

Serum Serum

Serum separator

Plasma Lithium Heperin
Sodium Heparin
Potassiom EDTA
Plasma asparator tubes with
Lithium Heparin

Urine The urine sample must be
collected in a clean, previously
unused container. Preservatives
are not required; however, ten
grams of boric acid per Ber of
uringe may be used,

* Performance has not been astablished for the use of cadeveric
specimens ot the uss of bodily fiuids other than human serum/
plasmajurine.

* The instrument does Not provide the capabiiity to verify specimen

types. It is the responsibliity of the operator to verify that the
COrrect pecimen types are used in the assay.
Spoehnncondlﬂm
Do not use:
«~ heat-inactivated specimens
«~  specimens with obvious microblal contamination
o For accurate resiults, serum and piasma specimens should be

free of fibrin, red blood cells, and other pasticulate matter. Serum
specimens from patients receiving anticoaguiant or thrombolytic

therapy may contain fibrin due to incomplete clot formation,
*  To prevent cross contamination, use of disposable pipettes or
pipetts tips is recommended,
¢ Ensure that complete clot formation in serum specimens has

therapy. may exhibit increased clotting time. If the specimen is

centrifuged before a complete ciot forms, the presence of fibrin

may Cause eoneous results,

mmuonmmm
Foliow the tube manufacturer's processing instructions for

collection tubes. Granvity separation is not sufficlent for specimen

preparation.

* Specimens should be tree of bubbles. Remove bubbles with an
applicator stick before analysis. Use a new applicator stick for
sach spacimen to prevent croas-contamination,

To ensure consistency in results, recentrifuge specimens prior to

testing if

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

NOTE: K fibrin, red blood calis, or other particulate matter are

observed, mix by low speed vortex or by investing 10 times prior to

recentrifugation,
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Frazen specimens must be completely thawed before mixing.

¢ Mix thewed specimens thoroughly by low speed vortexing or by
inverting 10 times.

*  Visually inspect the specimens. i layering or stratification is
observed, mix until specimens are visibly homogeneous.

* [ specimens are not mixad thoroughly, inconsistent results may
bes obtained.

* Recentrifuge specimens,

Recentrifugation of Specimens

¢ Teansier specimens to a cenirifuge tube and centrifuge.

¢ Transter clarifled specimen to a sampie cup or secondary tube
for teating. For centrifuped specimens with a lipid tayer, transier
only the clarified specimen and not the kpemic material.

Specimen Storage

Maximum
Specimen Storage
Type Tormperaturs _ Vine Special instruotions
Serum or 2w 8C s 1 days K testing will be
Plasma delayed for more than
oight hours, remove
plasma or serum
trom the serum or
plasma separator, red
biood cells or clot.
from the separator gel,
celis or clot may be
stored up t0 14 days
at 2.8°C
40°C or < 30 days
colder
Usine 20 8C < 4 days
0°C or < 30 days
oolder
Avoid nuikiple freeze/thaw cycies,
Specimen Shipping

Package and labsel specimens in compiiance with applicable state,
federal, and international regulations covering the transport of clinical
specimens and infectious substances.

l PROCEDURE

Materials Provided

08P33 Alinity | Cortieol Reagent Kit
Materials Recuired but not Provided

Alinity i Cortisol assay file

08P3301 Alinity i Cortisol Calibrators
Commercially available controis containing cortisol

Alinity Trigger Solution

Alinity Pre-Trigger Solution

Alinity i-seties Concentrated Wash Bufler

For information on materials required for operation of the instrument,
refer to the Alinity ci-series Operations Manual Section 1,

For information on matecials required for meintenance procedures,

e & ¢ ¢ o



Assay Procedure

For & detalied description of how to nut an assay, refer to the Alinity

cl-series Operations Manual, Section 8.

¢ It using primary or aliquot tubes, refer to the Alinity ci-series
Operations Manual, Section 4 t0 ensure sufticient spacimen is
present.

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

*  Maximum number of replicates sampled from the same sample
cup: 10
- Priority:

*  Sample volume for first test: 70 L
*  Sample volume for sach additionsl test from same sample
cup: 20 1.
= £ 3 hours on the reagent and sample manager:
*  Sample volume for first test: 150 pL
*  Sample volume for sach additional test from same sample
oup: 20 4.
= >3 howrs on the reagent and sample manager:
* Replace with a fresh aliquot of sample,

* Reter 10 the Alinity | Cortisol calibrator package insert and the
package insert for the commercially avalisble controls containing
cortisol for preparation and usage,

* For general operating procedures, refer to the Alinity cl-series
Operstions Manusl, Section 6.

*  For optimal performance, it Is important to perform routine
mainenance as desoribad in the Aliniy cl-series Operations
Manual, Section 9. Perform maintenance more frequently when
required by laboratory procedures,

Sampie Dilution Procedures

Samples with a cortisol value exceeding 59.8 pg/dL (1648.9 nmoljL)

ave fiagged with the code *> 58.8 pg/dL” (> 1649.9 nmol/L) and may

be diluted using either the Automated Dilution Protocol or the Manual

Dilstion Procedure.

Automated Dilution Protoool

The system performs a 1:2 dilution of the sample and sutomatically

caicuiates the concentration by multiplying the resulk by the dustion

factor,

if @ sample run using the Automated Dilution Protocol is fiagged for

less than the low linsarity, It needs 10 be retastad st & lower dilution

or undiiuted, The result and interpretation should not be reported,

Alter the sutomatic dikation is performed, if the sample concentration

is > 119.8 pg/dL (> 3299.8 nmol/L), diiute the sample 1:4 and run

using the Manual Dilution Procadure.

Manusl Dilution Procedure

Suggested dikrion: 1.4

Add S0 pL of the sample to 180 4. of Cortisol Calibeator A,

The operator must enter the dilution factor in the Spacimen or

Control tab of the Creats Order screen. The system will use this

dilution factor to automatically caiculste the concentration of the

sample and report the result. The resuk should be > 3.0 pg/dL
before the dilution factor Is applied.

If the operator does not enter the dilution factor, the rasult must be

manually muliplied by the appropriate diution factor befors reporting

the result. if a diluted sample result is less than 3.0 pg/dL, do not
report the result. Rerun using an appropriate dikution.

For detalied information on ondering dilutions, refer to the Alinky ¢l

series Operations Manust, Section 5,
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Calibration

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

series Operations Manual, Section 8.

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

Once & calibration is accepted and stored, all subsequent samples

may be tested without further calibeation unless:

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

* Daily quality control resuRs are outside of statistically-based
qQuelity control imits used tc monitor and control system
performance, as described In the Quality Control Procedures
saction of this package insest,

- if statisticaliy-based quality control limits are not available,
then the calibration should not excesd a 30-day Simit for
recalibiation frequancy.

This assay may require recalibration after maintenance 1o critical

parts or subsystems or after service procedures have besn

performed.

Quality Control

The recommendad control requirement for the Alinity § Cortisol assay
is that a single sample of sach control leve! be tested once every 24
hours sach day of use.

Additions) controls may be testad in accordance with local, state,
andfor federal reguistions or accreditation requirements and your
laborstory's quality control policy.

To establish stalisticaly-based control kmits, each !aboratory should
establish its own conosntration target and ranges for new controt lots
at each clinically relevant control level. This can be accomplished
by assaying a minimum of 20 replicates over several (3-5) days and
using the reported results to establish the expected average (target)
and variabliity about this average (range) for the faboratory. Sources
of variation that should be included in this study I order to be
representative of future system performance Include:

*  Mubkiple stored calibrations

*  Muliple reagent lots

o  Multiple calibrator lots

¢ Muttiple proceasing modules (i appiicable)

* Data points collected at different times of the day

* It more frequent control monitoring is required, foliow the
established quality control procedures for your laboratory.

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

¢ Review quality control results and acceptance criteria following a
change of reagent or cakibrator lot.

Commercial controis should be used according to the guidelines

and recommandations of the control manutacturer. Concentration

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

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

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

assay package insert.



Quality Control Guidanoe Reference Range: Serum

Refer to “Basic QC Practices” by James O Westgard, Ph.D, for Serum cortisol levels wers detsrmined by assaying samples drawn
guidance on laboratory quality control practices.™ from apparently haalthy individugls collected before 10 a.m. and
Yadification of Assay Cleims collected after 8 p.m. The 95% reference interval of the a.m.

For protocols to verify package insert cisims, refer to Verilioation of  8nd p.m. populsiions was detesmined. Data from this study are
Assay Claims In the Alinkty ci-series Operations Manuel, summaized In the following table".

RESUL Specimen $5% Refosence interval
. T8 mm. Colloction [ i el
Calculation Serwm Befors 10am. 150 37-194  W021-5%52
xwuc«wm%uumwmm Sersm After 5 p.m. 150 29-17.3 80.0-477.3
reduction method (4PLC, Y-weighted) to generats a calibeation

curve. ¢ * Represantative periormance data are provided in this section.

For information on alternate result units, refer 1o the INSTRUMENT ~ FResults oblained In individual isboratories may vary.
PROCEDURE, Alternate Result Units section of this package insert, 1t I8 recommended that each laboratory determing its own reierence
Fl range based upon its particular locale and population characteristics.
Some results may contain information in the Flags fleld. For a Reterence Range: Usine

: Cortisol levels In urine were determined by assaying 24-hour urine
description of the flags that may appear in this fleld, refr to the ‘o § s

Alnky cl-ssries Operations Manuel, Section 5. interval was determined. Data from this study are summarized in the
Measuring Interval following tabla®,

Measuring Interval ls dafined as the range of values in pg/dL $5% Refosonce Inlorval
{nmoifL) which meets the imits of acceptable performancs for Spocianss Type . o024 howe® T
:;unu Man:'l;:& : .10t \rine 128 43-1760 11.8- 4858
sa.smd.(znmmsmmmu,::” A ppi24 hour = {Concentration in pg/dL) x (10) x (Volume of wrine

excreted in iters per 24 hours!
lUM"A“ONSOFTHEPROOEDURE amm-thuMMW

Ous 10 the diurnal variation of cortisol levals in normal subjects, excretad in liters per 24 hours)

all ssrum/plasma cortisol measurements should be referenced to * Representative performance data are provided in this section.
the time of day of sample collection, Results obtained in individual laboratories may vary.
o Patients receiving fludrocortisone, prednisolone of prednisons 1t Is recommended that sach laboratory debermine ks own refesence

{which is converted to prednisolons #1 vvo) may show anificially
elavated cortieo] values due to o range based upon s particuiar locale and population characteristics.
endogenous and synihetic steroids is reported in the SPECIFIC ll SPECIFIC PERFORMANCE CHARACTERISTICS

PERFORMANCE CHARACTERISTICS, Specificity section in this Representative performance data are provided in this section. Results

package insert, obtained in individual laboratories may vary.

* [f the cortisol results are inconsistent with clinical evidence, The Alinity § analyzer and the ARCHITECT i System wtilize the same
addhional testing Is suggested to confiem the resuk, reagents and sample/reagent ratios.

* For diagnostic purposes, resuits should be used in conjunction mmmdmﬂnmNmm
with other dma; e.9., symptoms, resukts of other tests, clinical | analyzer,
impressione, etc. Precision

* Specimens from patients who have received preparations Within-Laboratory Preciaion

:aymmmllmimmlwllo«gﬁm A study vas performed based on guidance from CLSI EPOB-A2,

Testing was conducted using 1 fot of Allnity | Cortisol Reagent K,
specimens may show either falsely elovated or deprassed values .y o Ay | Cortisol Caibrators, 1 1ot of commerciaity-avaiable
when tested with assay kits that empioy mouse monoclonal controls and 1 instrument. Three controls, 3 human serum panels
antibodies. ' 20 Assay resuks that are not conslstent wikh other ' ring panels were assayed in & minkmum of 2 repostes at 2
clinical observations may require additional information for

diagnosls. separate times per day for 20 days.2?
o Heterophilic antibodies in human serum can react with reagent m "'"N";.“""
Immunoglobulng, interfering with in w0 Immuncassays®' The . ".!;' T
o '“m:ml i wm"”" "to"’“"““ 0 8 padert specimen may ooy ™ 38 o4 38 0 37
may be required for Giagrosis observed.” AddRtional information | p 120 151 0% 28 04 27
; o001 0 . Lo 3 1 %9 08 25 0% 27
) mwm:f:umm:t:mm&mmmw SwumPeell 120 30 0.12 " .12 45
SoumPiel2 120 381 118 34 149 42
dilferences in assay methods, calibration, and reagent specificity.
, onl and SeumPweld 120 563 240 43 283 51
l EXPECTED VALUES (oePanel! 118 22 098 62 017 19
This study was performed on the ARCHITECT | System. WisePandi2 118 151 048 32 051 34
Representative performance data are provided in this section, Lirine Panel 3 119, 348 097 27 114 32
Results obtained In individual laboratories mey vary. WrinePaneld 119 564 1.4 34 104 34
it is recommended that each faboratory determine s own reference
range based upon its particular locale and population cheracterist "Mm"“"mmmm
' SV N\
|
) Abbott
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. Witkia-fn Concontration
Mes (Popastability) {Total)* Compound tre/i) % Croes Reaciivity

Sample A el 30 %Y ) %0¥ AMdosterone 1000 00
Level 1 120 1047 e a6 an a7 Batlomethasone 1000 0.0
Lowd 2 120 #4169 1083 26 11.06 27 Budesonide 1000 0.0
tevel 3 120 9359 233 25 o4 27 Canrenone 1000 0.1
Serum Panel t 120 825 au 40 387 44 Corticosterons 1000 09
Serum Panel 2 120 9681 J288 34 4108 42 Cartisol 2t-glucuronide 1000 0.2
Serem Panel 3 120 18247 66.20 43 78.05 81 Cortisons 1000 27
Uring Panel 1 118 697 n 6.2 476 a0 p-Cortol 1000 0.0
Urine Panel 2 118 4165 1335 32 14.18 4 p-Cortolone 1000 0.0
Urine Panel 3 19 987.2 26.74 27 31.80 32 11-0noxycorticosterons 100 0.0
Urine Panel 4 19 15565 53,58 34 53.56 34 11-Deoycortisol 100 19
 Inchudes within-run and between-day variabilty. m"““""““’“" m by
Lower Limits of Measurement DHEA-S 1000 0.0
A study was performed based on guidance from CLSI document pEstradiol 1000 0.0
EP17-A2, Testing was conducted using 3 lois of the Alinky | Cortisol Estriol 1000 0.0
Reagent Kit on each of 2 instruments over a minimum of 3 days. The pn0e 1000 0.0
and Limit of Quantitation (LoQ) values are summarized below.2? Fusicasone Propionate 1000 00
Serum Wit amald §-Hydroxycortisol 1000 02
Lot 05 138 17a-Hydraxypregnencione 1000 04
Lob* 07 19.3 115-Hydrosyprogeserons 1000 02
Lot 10 a6 17-Hydroxyprogesterone 1000 06
* The LoB represents the 95th percentile from n 2 60 rephcates of  Medwsyprogesterone Acetite 1000 00
zor0-anaiyte samples. S-Metylprednisolone 1000 04
b The LoD represents the lowest concentration at which the ansiyte  Momeiasane 1000 00
can be detected with 95% probability based on n z 60 replicates of  Prednisolons 100 123
low-anaite level samples. Pradnisone 1000 08
¢ The LoQ was detarmined irom n = 60 repiicates of low-analyte Pregnanediol 1000 0.0
level samples and is dafined as the lowest concentration at which a Pregnanetriol 1000 0.0
maximum aliowable pracision of 20% CV was met. Pregrancions 1000 0.0
A study was performed based on guidance from CLS! document Progestsrone 1000 00
EP17-A2. Teating was conducted using 3 lots of the Alinkty i Cortisol  )-Skosten 1000 09
Raagent Kit on sach of 2 instruments over a minimum of 3 days. The  Spironolacions 1000 0.0
maximum observed LoB, LoD and LoQ values are reportad in the Testosierone 1000 00
table. Tevacycine 1000 00
Utine 0w ol Tetrshydrocortisol 1000 03
Lo 0 0 Triameinclone 1000 0.5
LoD® 03 83

LoQ* 10 28 Interfarence

% The LoB represents the 95th pecoentile from n & 60 replicates of
zoro-analyte samples.

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

© The LoQ was determined from n & 60 replicates of low-analyte
level samples and is defined as the lowest conoentration st which a
maximum allowable precision of 20% CV was met.

Linearity

A study was performed based on guidance from CLSI EPO6-A.2¢
This assay is linear across the measuring interval of 1.0 to

£9.8 pg/aL (27.6 t0 1649.9 nmol/L. alternate unit) for both secum and
wrine.

Specificity
These studies were performad on the ARCHITECT i System.
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These atudies were pedormed on the ARCHITECT | System.

Potentially interfering Endogenous Substances and Potentislly
intacfering Orugs

A study based on guidance from the CLSI Protocol EPO7-A2. Serum
specimens with conisol levels batween 5.1 and 34.2 pg/dL and urine
specimens with cortisol levels between 4.8 and 37.8 pg/dL were
supplemented with the iollowing potantially interfering compounds.
The average amount of interference observed during the study
ranged from -7.8% to 13.2%.24

Polontiolly Interiering Potentially Interioving
Substanes Substance Concontention

ml‘f

Serum Biirubin 20 mp/dL
Hemoglobla 500 mg/éL
Total Protein {Low} gL
Tots! Protein {High) 10g/dL
Trighycotides 2000 mo/dL

Lrine Croatinine 5 mmolL
Uma 350 mmobL
Ghucose § mmolL
Sodkem Chioride 1000 mmoiL
Total Prokein (High) 1000 mgrdL

) Abbott



Evaiuation of Other Potential interforonts

in & study, the ARCHITECT Contisol assay was evaluated by testing
specimens with HAMA and rheumatoid factor (RF) to turther assess
the clinical specificity. Specimens positive for HAMA and specimans
posilive for RF were avaluated for % intarference with cortisol lavels
spiked between 9.0 and 44.1 pg/dl.. Mean sbsolute % Interfersnce is
summatizad in the following table.

Moen Absoivte %
Other Potenital interiovsnls ] Ielostoronce
HAMA Posiive 10 t0
RF 10 59
Method Comparison
A study was performad based on guidance from CLS! EP0S-A3 using
the Passing-Bablok regression method.28
Correlalion
Uuilg  n  Cooficiont (ntersspl Slepe
Alndy i Serum  pol 131 10 008 100 1190536
Conisolvs ;
ARCHTECT {nmolL) {-2.06) (1.00) Pﬂ{;
Cosot o™ pod. 81 10 021 087 1205
{nmot) 686 P @Iw
1536.8)
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Nots for number formaiting:

¢ A space is used as thousands separstor (example: 10 000
specimens),

+ Aperiod is used to separate the integer part from the fractional
part of a number written in decimel form {example: 3.12%).
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Consult instructions for use
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Conjugate

Contains Sodium Azide. Contact
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or find country-specific contact information on
www.abbottdiagnostics.com

Revised February 2018.
©2017, 2018 Abbott Laboratories

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

Abbott



ADDENDUM
to the Instruction for Use "Alinity i Cortisol Reagent Kit* {for Russia)

SHIPPING AND STORAGE CONDITIONS

Recommended shipping conditions for device is 2-8°C. Device is stable until the expiration date indicated
on the package. Device is no longer suitable for use if shipping temperature limits have been violated. Ship
in an enclosed carrier vehicle of any kind in accordance with shipping rules, applicable to the respective
carrier,

Medical device must be stored at a temperature of 2°C to 8°C in refrigerators/refrigerator chambers to
ensure regulated temperature conditions with a daily temperature record.

WARRANTY

Manufacturer guarantees that device remains stable until the expiration date when stored and handled
as directed. The maximum shelf lifs of the medical device is 18 months from date of manufacturing.
Device must be discarded if stored with deviations in manufacturer's requirements.

MAINTENANCE
Not required

REPAIRS
Not required

DESTRUCTION AND DISPOSAL OF A MEDICAL DEVICE

Destruct and dispose of a medical device in accordance with the requirements of SanPin 2.1.7.2790-1C
dated December 12, 2010 "Sanitary-epidemiological Requirements for the Management of Medical Waste”
Transmit and dispose of a product and its components and packaging in accordance with focal regulations.

LIST OF APPLICABLE STANDARDS
I1SO 9001, ISO 13485, 1SO 13485 (including CMDCAS)

POTENTIAL USER

Alinity i Cortisol Reagent Kit is intended to be used in a variety of clinical and laboratory conditions,
including, without limitation, hospitals, diagnostic centers, reference laboratories and blood transfusion
facilities around the world, whose personnel have been trained in the use of the Alinity i analyzer.

INFORMATION ABOUT PRESENCE OF DRUGS IN COMPOSITION OF MEDICAL DEVICE
Does not contain any drugs

STERLIZATION
Medical device is not required to be sterile.

INFORMATION ABOUT POSSIBILITY OF MULTIPLE APPLICATION
Medical device cannot be re-applied

MATERIALS OF ANIMAL ORIGIN
Materials of animal origin are tested and risks of using md are indicated in SDS. Safety data sheets are
available at www.abbottdiagnostics.com or contact your local representative.

INDICATIONS AND CONTRA-INDICATIONS FOR USE
Not applicable.
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Alinity |

KopTtnson PeareHTtbl (Alinity i Cortisol Reagent Kit)

Cm. BbleneHHble U3MeHeHusi. Pegakuusi; deBpanib 2018 T.

Heo6xo4Mo TOUHO CneaoBaTbh UHCTPYKLUMAM. Mpu OTKAOHEHUM OT
VHCTPYKLUMIA HafeXHOCTb pPesy/ibTaToB TECTa He rapaHTupyetcs.

IHA3BAHWE (cokpalLeHHoe)
Koptuson PeareHtbl (Alinity i Cortisol Reagent Kit)

I HA3HAUYEHUE

TecT ¢ ucnonb3obaHvem Koptnson PeareHTbl (Alinity i Cortisol
Reagent Kit) aBnsetca XeMUItOMUMHECLEHTHbIM UMMYHOAHa/IM30M
Ha MukpovacTuyax (CMIA) onst KONMYECTBEHHOrO onpeaeneHuns
KOpPTW30/1a B CbIBOPOTKE U NAa3Me KPOBM WM MOYe YesioBeka Ha
aHanusatope Alinity i.TecT Alinity i Cortisol npegHa3HayeH gns
1CMosb30BaHUA B KauecTBe BCMOMOraTeslsHOro cpefcrsa i
[ONarHoCTUKM 1 leYeHns HapyLleHnin qyHKUMN HaANnoYeYHUKOB.

BKPATKOE OMUCAHWE TECTA

KopTuson sBAsSeTcs OCHOBHbLIM [IIOKOKOPTUKOUAHBIM FOPMOHOM
KOpbl HaAno4YeyHnkos. Ero dmanonornyeckas yHKUms
3aKI04aeTcsa B perynmposaHun metabonmsma yrneBomos,
3/1EKTPO/IMTHOTO ¥ BOAHOrO 6anaHca. KopTtuson obnagaet Takxe
MMMYHOCYNPECCUBHBLIM 1 MPOTMBOBOCMA/INTE IbHBIM CBONCTBAMU.
B HOpMe ypOBHV KOpPTM30/1a PeryimpyloTcst N0 MexaHusmy
oTpuuaTesnibHOl 06paTHOl CBSA3U, NPU KOTOPOW Kopa Hagno4YeyHnKoB
B OTBET Ha MOBbILLIEHNE YPOBHA aApPEHOKOPTUKOTPONHOrO ropMoHa
(AKTT) yBenuunBaeT cekpeLmio KopTu3ona, a runogms otsevaeT
Ha NOBbILLIEHNE YPOBHEN KOPTU30/M1a CHKEHNEM BbipaboTkn AKTT.
YpoBeHb KOpTU30/1a B Nia3Me KPoBM MO yTpaM Camblii BbICOKUI,

K BeYepy ero KOHLEeHTpaumsi CHuwxaeTcs noytu sasoe.' Mpu
6epemMeHHOCTH 1 npreme 3CTPOreHHbIX NpenaparoB ypoBeHb
KOPTM30/1a 3HaYMTe/IbHO NoBblaeTcs. K yBenmyeHno BbIpaboTku
KOPTM30/1a MOTYT NPUBOAUTL W Apyrue (PakTopbl, TakMe Kak CU/bHbI
cTpecc.

OnpepfeneHve ypoBHA KOPTWU30/1a NPUMEHSETCA Npu npsimoii
oLieHKe (PYHKLUUN HafNoYeUYHNKOB U A1 KOCBEHHOTO BbISIB/IEHNS
rMno- n runepdyHkUMmn runocusa. MoBbIlLEHVEe YPOBHA KOpTU30na
HabofaeTca nNpy onyxossx HafnovyeyHNKoB 1 runodinsa, a Takke
akTonuyeckmnx AKTI-cekpeTupytoLwmx onyxonsax.” CHKEHHbIe
YPOBHM KOPTU30/1a MOTYT yKasblBaTb Ha O6LLYIO rMNOMYHKLNIO
HaNoYeyHNKOB WM HapylleHne 6uocuHTesa Kkoptusona.”
Bonblas yacTb KopTu3ona B Nsasme KpoBW CBsizaHa C 6enkamu,
1 NpM6An3nTeNbHO 1% BbigeNAeTCcA C MOYOV B HEV3MEHEHHOM
Buae.N CuntaeTcs, 4To KOPTU30/, BbiAeNSieMbIi C MOYOWA, OoTpaxaeT
YPOBEHb HeCBA3aHHOro (cBO60AHOr0) GMONOrMYECcKN aKTUBHOIO
KOpTM30/a B niasme Kposw. Mpy M36bITOUHON NPOAYKLMM
KOPTM30/1a HaCbILLAeTCA KOPTU30/1-CBA3bIBAIOLLMIA T0BYNH,
YPOBEHb HECBSI3aHHOTO KOPTU30/1a B Mia3me KpoBW BO3pacTaeTt
HenponopLyoHaibHO, N B CBOK O4Yepeflb YBeIMUMBAETCA IKCKpeLms
KOpTM30/1a 0 MoYoil. CnpefesieHne ypoBHA KOpTU30/1a B MoYe
SIBNAETCA BaKHbIM CPeiCTBOM BbISIB/IEHVNS afPEHOKOPTUKa/IbHOM
rmnepdyHKumK, BKIoYas cuHapom KyuimHra.N' ®KopTuson
onpefensieTcsi B CyTOYHOM Moye (24 yaca), U NO3TOMY OH He
3aBUCUT OT CYTOUHbIX KOfiebaHuil ypoBHA KOpTK30/a a nnasve
KpOBMW.

M3mepeHne kopTu3o/a 4acTo OCyLIeCTBNAETCS B COYeTaHu ¢
HEKOTOPbIMW "NPOBOKALMOHHBIMU” TECTaMU, NpeAHa3HaYeHHbIMM
[O/151 NOATBEPXAEeHUs TOro, 4TO peryimpoBaHne ocu runotanamyc-
rMNomn3-HagNoYe HKN He HapyLleHo. K Takum Tectam OTHOCATCA
AexkcameTasoHoBbIV TecT (ACT), TecT ctumynmposaHus AKTI n
TEeCT UHCY/IMH-TONEPaHTHOCTU. A" Toa06HbIe TECTbI MO3BOMSAT
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Cortisol

08P33
G76344R06
B8P33R

[ii?1 08P3320
[rO3P3330

NpoBOANTL AndhepeHLManbHY ANarHoCcTUKy cuHapoma KymHra
(136bITOMHOE NPOM3BOACTBO KOPTM30/1a) U 6one3Hn AgancoHa
(NOHMXEHHOE NPOM3BOACTBO KOPTW30/13).

1600 MYECKNE MPUHUWMbI MPOLEAYPbI
[aHHbIll TECT ABNAETCA OT/IOKEHHLIM OAHOCTYNEHYaTbIM
MMMYHOaHa/IN30M [/19 KONIMYECTBEHHOIO onpejesieHns KopTusona
B CbIBOPOTKE 1 Njia3Me KPOBU WM MOYe 4YesloBeKa Ha OCHOBe
TEXHOM0TNWN XEMU/TIOMUHECLLEHTHOTO MMMyHOaHa/IM3a Ha
MukpouacTumuax (CMIA).

CMelLnBaloOTCA U UHKyOupyloTcst obpasel, U napamarHuTHble
MUKPOYaCTULIbI, CEHCUBUIN3NPOBAHHbIE aHTUTENaMK K

KOpTU30/y. KopTn3on, npucyTCTBYOWMIA B 06pasLe, CBA3bIBAeTCA
C MUKpOYacTULLaMU, CEHCUONIN3NPOBAHHLIMN aHTUTENaMK K
KopTusony. Mocne nHky6auum K peakunoHHON cmecn fobasnsercs
aKpuaMH-MeyeHbIli KoHblorat KopTusona. Mocne uukna NnpoMbIBKA K
peakLUMOHHOI cMecu [06aBnsATCA npe-Tpurrep u Tpurrep.
Monyyaemasn B pesynbTare XeMUIIOMUHECLIEHTHAsA peakuus
MN3MEpPSIETCA B OTHOCUTENbHBLIX CBETOBbIX egnHuuax (RLU). Mexay
KO/IMYEeCTBOM KopTusona B obpasue u RLU, AeTeKTUpOoBaHHbIMM
ONTUKOW CMCTEMbI, CyLlecTByeT obpaTHas 3aBUCHMOCTb.
Moapo6Hy0 MHOPMAaUMI0 O CUCTEME U TEXHOMOMMW aHanmsa CMm. B
PykoBoacTee no akcnnyatauuu Alinity ci-series. Pasgen 3.

IPEATEHTbI

Copep>knmoe Habopa

08P33 KopTuson PeareHTbl (Aiinity i Cortisol Reagent Kit)
MPVMEYAHWME: HekoTopble hacoBku JOCTYMHbI HE BO BCEX CTpaHax.
O6paTnTech K BalleMy MeCcTHOMY AUCTPUGLIOTOPY.

O6beM (ML), ykasaHHbIl B Tabnuue Hwke, 0603HaYaeT 06bem Ha
KapTPULX.

08P3320 08P3330
KonuuyecTBo TecToB B 100 500
KapTpuoxe
Konnuectso
KapTpuakeii B Habope
KonnuecTtBo TecToB B 200 1000
Habope
IMICROPARTICLES | 6.6 mL 27.0 mL
1ICONJUGATE 1 6.1 mL 26.5 mL

IMicBopARTICLES | MukpoyacTuLpbl, CEHCUOUN3NPOBaHHbIE
aHTMTENaMK K KOPTU30/Y (MbILLWHBIMUA, MOHOKIOH&/IbHBIMM)

B TRiS/BIS-TRIS-6ychepe ¢ npoTenHoBbIM (Bbl4bUM)
cTabunusatopoM. MuHuManbHan koHueHTpauus: 0.09% TBepaoro
BewecTBa. KoHcepBaHTbl: ProClin 300, a3ug HaTpus.

lconjuoate] AKPUANH-MEUEHBIN KOHBIOrAT KOPTU30/1a B LIUTPATHOM
6ychepe ¢ cypchakTaHTHbIM CTabUNM3aTopoM. MUHMMasIbHAsA
KoHUeHTpauwmsa: 0.7 ng/ml. KoHcepsaHT: ProCiin 300.

3 Abbott
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Mepsi NPeROCTORAKHOCTH

BHIWMAHWE: Oameid NpoRyxT Npepnonarast pabory ¢

0GpAIUAMM, NONTYUSHHEIMH OT HANDBEXA. PEXOMSHOYSTCA CunTaTe Ha? [V ye————p—p— mmm
B0 MATOPHANL, NONYVSHHLIS OT YONOBBKA, NOTBHUNANILHO I KIKHYIO PEBKLWIO,
WHOSKLIMOHHLIMG ¥ OBPALIATLCA C HWMW B COOTBOTCTENN [MpenoTapswenne
co CTaHAAPTOM NO 0GPAWSHND C NOMOKOHTAKTHEMM
NATOreHAMM, PAIPRBOTAHHMM YNpaaneHues CLUA NO 0xpane IPzet Im" yuawa/rnapon,
TPYIR ¥ NPOMLILNBHHOR rrrene (OSHA). Npu pabore ¢
MATSPUATIAMY, CORBPIKAILWMI AW TIPBRNONIKMTENLHO @ He BusoCHTS JMpaHenyI0 OREXDY C
COROpPAUIMMU HHOIKLINONMLI® ATEHTY, CHOAYET COBMODATY menie
npasuaa BronormusckoR GE3ONacHOCTH, ypossHs 2, mwo P280 Mwmmmrwm
cooTeeTCTaYICW WS Npaskna Gronorwveckod Gesonacroctw, 2 :::'"m OROXRA/CPANCTRAMN
: [Peacuposanne
|P302¢P352 [PPY NONATIAHIW HA KOXY: Nposssire
ONLALIWM KONUHECTEOM B0
|P333+P313 Mpst PAIAPEANEHNN KOOKM WA TIORBNBHMM
coinms: OBpaTUTLER K BpavY.
|P362+P364 CHATL SATPRIHOHHYIO ONBIKITY W
|suicTpaTL 88 Npan MCTIONL30BAHNEM,
|HS!7 MOKST BLI3HIBATL ANNSPrHIBCKYIO Yrunusaunn
KOOKHYIO PSAKLINO, PFSM YIMAKINPYRTO CORSPMMMOBIKOHTSANED B
|EUHD@2 MPN KOHTAXTS C KUCACTAMM 0GPaATYeTCA COOTBOTCTRIM C CAHNTADHLIMMW HOPMAMMW
BLICOKOTOKCMHBIA A3, PO (CanlivH 2,1.7.2790-10 ot 09.12.2010).
[NpeaoTepawewe
MacnopTa GE30NECHOCTY ROCTYNMLI HA CaRTS
[P2er WoGerat Banxanna Tymana/napos/ www.abbottdiagnostics.com Www ¥ MECTHOMD NpaacTasTana,
83POIONSNA.
NonpobHYIo HHOONMALIWO O HEOEXODIMLO! MEPAX
p272 He BuHOCHTY ATPAIHEHHYIO onexy ¢ wmm:mmﬂwpﬁwoemmwul
MOCTA,
Pyxoaoncree KCOnNyaTaunu Alinity ci-series, Paanen B,
|P280 MoNb30BATHCA JALIWTHBIMR NIOPMATKAMK] noa "
JAWMTHOR ODENIOA/CPEICTBAMN SALINTH Obpamenwe C pearenTamn
1nas, *  Tocne nomyussna HaBOPA PACTIONONHTE HEBCKPLITYIO KOPOBKY
[Pearnposanne 36N5HOMA NONOCORA COBPXY W AKKYPATHO NEpeBapHUTE K cobe
P302+P352 TPV NOMADAHAN HA KOXY: Npomeits % 07 coGa (1 180 rpaaycos) S pas, 3aTeM PACTINGNKTS
| GONbLIMM KOIWWECTEOM BOOM. xopobKy 3eN1eH0R NANOCOR CHASY W CHOBS NEPOBIPHITE
||,333*',,313 Y T —g————— xcﬁouwcﬁn(m1wm)sm.8::msmm
E com: 2P i NOBOPXHOOTH GNBKOHOS, HAXOMALUXCA BHYTPW KAPTPWIKA. NPk
Fas2+P364 O Sarpainsaings CREATY TPAHCNOPTHPOUKS PEATGHTOS MIKPOMACTILI MOTYT OCECTDL Ha
SUTTUpSTS 00 Nepen won - MOMEpAHY KPLIIKU PBATSHTR.,
Yrnnniaumn n
|PSO1 YTumanpydte conepmumos/xonTentep & uTo m;:mau WWI Y Ha yne a" M’“ BreHTa, ¢ Yo,
COOTBOTCTBHK C CAHWTAPHBLIMN HOPMEMN CTPYKUMAMM
PO (CanlwH 2.1.7.2790-%0 or 09.12.2010). )
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¢ Niocne NePeMBWIHBAKKA W NEPAA UCNONLIVBAHHON OCTaBsLTe
KAPTPWIDK PBATOHTA HA 1 YAC B BAPTUKANGHOM NONKKEHIN 00
WCHB3HOBOHNA TTYILIPLKOB, KOTOPbIS MOTIW OGPAIOBATLEA NPK
NOPOMOL KEINUN,

*  EChw xapTPUIK PEATSHTE ONPOKKNYNCS, NPNBEUTS Br0
B BOPTHKANBHOS NONMBHHS W OCTARLTS HA 1 YAC RO
HCOHSIHOBENIA NY3LIPLKOS, KOTOPLIS MOT/IM OBPAIOBATCH.

o Pearentl NOABSpwaHb GOPMUPOBAHING NEHL W NYILIPLKOS,
Tiy3nipbics 8 POATSHTS MOTYT NOMSLIATL ONPERSHBHING
YPOBHA POArSHTA B KAPTPUIWE it NPHRECTH K HEQOCTATOMHOR
ACNPALIN PEATGHTA, KOTOPAA MONET SHINHTENLHO BMATL HA
NPABHALHOCTL PEIYNLTATOB.

MoppoSeyno wHGopmaLwe 06 OGPaLIEHNN ¢ PEATSHTAMK NP

paboTe C aNANUIATOPOM CM. 8 PYKOBOACTES NO SXCAMYETALWA

Alinity cl-series, Pazaen 7.



HaGopry  Temnepatypa 30 ped
8 CHOTOMNS

Boxpuiteit 2-8°C

Do

KPMALIKW POArOHTR

WM FAMOHAGMOIO
KPoUKM SaNQY PHOKR
KOHTBMIHOLIMY

M BOIMONKHOOTH
Hapywetmn paboux
JAPBKTOPUCTIK
pearesTa.

PoaraHTL: MOKHO XPRHHTL KaX KR GOpTY CHOTeMDI, TOK W BHE

66. FI0CNS HIBNEHOHUN PEATrSHTOR K3 CHOTONM XPEHNTS MX B
BOPTUKANILNOM NONTIKPHITH G HARATHIMK HOBLIMN SOMEBHASMLIMM
KPILKAMK NPV TOMNSPETYPS 2 - 8°C, PSANHTE), XPAHMLWECA

BHE CHOTEML!, POKOMOHIYSTCA XPAHKTD B PABPHUHLIX NOTKAX K
YNAKOBKAX QNN OGCTIOMENNA BEPTIIANLHOND NONCNBNIA.
Noppobiyo HOOPMALIMO O BLIFPYIKS PEANSHTOB M3 CHCTEMb! CM. B
Pyxosonctes no oxchnyarauun Alinlty ci-seriss, Pasnen 8.
MoXasaTeNM NOPUN POATEHTOR

OnbKR XAMGPOBKI HAK BHIXO] IHEHGHWA KOHTPOM 38 NPENent
ANANSIOHA AOTIYCTHMBLIC IHEYOHNA MIIET OBUASTEALCTE0ATL O
NOPMS POATBHTOS, PESYNLTATH COOTRETCTEYIOIMX TECTOB CheftysT
CUNTATD HEDRPHLIMK, OBPA3LEL Ao GeiTe NPOTECTHPORANG!
NOBTOPHO. MOeT NOTPEGOSATLCA NORTOPHAA KANMGPOBKA TECTA,
Vindopaaumo o6 YCTPRIHHIN HEUCIPABHOCTSR CM, B PYK0enacTes
no sKCyaTaLWm Alinity ci-series, Pasaen 10.

A NPOLIEAYPA PABOTB! HA AHANU3ATOPE
HeoGxDaMmo YOTEHORUTL $ailn TecTa Alinity | Conisol nepen
NPOBSNSHIOM TECTA M SHAMIATOPE Alinity L

NoppoGayid MHGOPMAILING 06 YCTRHOBKS $AIMA TECTA, NPCCMOTPS
W PEDAKTHPOSANKNM NAPAMETPOB TECTA OM. B PYKORAACTIE NO
axcnsyaralm Alinity ci-series, Paspen 2,

VAGOPMALINO O BLIGOMS KA NEUATL NAPAMATPOS TOCTA CM. B
wmwwmwa/
TlonpobHoe oNKCaHNe NpoUSRYP PABOTI C CHOTEMOR OM -
Pyxosoactse no sxcnnysralm Alnity ci-series.
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ANSTEpHATHEHGIG SAMHINI BIMODOHNA PESYWTATA

0 ex50pa ANLTEPHATHEHON SOMHKLILI HINSHUTE NAPAMSTP TOCTA
"Enmnaiin KIMEDEHIA",

Qopuyna nepscueTa:

(KOHUOHTDALIKA B CTAHGADTHBIX OIMALAX HIMERSHIA PE3YNLTATR)
% (DAKTop NepecueTa) = (KOHUOHTPALINA B RNGTOPHRTHBHYIX

SAMHNLLAX KIMEDOHMA DESYNLTATS)

Crapaprion aam- AW TOPHATRENLIS
L RINEDMNN GRINUDN BINOPHNA
pesywTaTE Daxrop nepecuera’® pesynerara

bgidt 2759 nmolL

pgldL 0.02789 pmolfL

ll CBOP OEPA3LIA W MOAIOTOBKA K AHATM3Y
Tune o8pasuos

Nepeuncnemnie ovs TWNb 06pa3Los Guinn BEPUPNLINPOBAHL HA
NPWROAHOCTE K MENOMBIOBAHNI0 6 SAHHOM TOCTS,

Lpyrvwe Tl 06pa3108 W NPobipox ans cGopa obpasioe He Guirm
BEPHPNLINPOBEHLI HA NPUFOAHICTL K HCNONLIOBAMMD B BAHHOM
vecTS.

Tunst o8pssuce  MpoSupxw ana cBopa oSpaucs

CosopoTxa Kposu  CHe0poTKa KPOsK

ComopoTka Kpoan ¢ PAINEIMTENLHLIM FeNnem
NuTrd ronapw

HavpuA renapuH

Kanwesas come EDTA

MAa3Ma XPOSH ¢ NUTHR FENAPKHOM W
PARANAINTENLHLIM MeNeM

OBpA3UL MOUN CNENYST COSHUPATL B YNCTLIS
M8 HCNONLIOSAMUNECH PAHEE KOHTORHBPG!,
KOHCOPBAHTH! MO TREOYIOTCR; OOMNAKD, BOMKHO
AoGaRNSHNE IOCATW rPaMss GOPHOR KHCNOTH HA
OfMH NUTP MO,

o Pabovne XAPAKTEPUCTIKI HO Goin YCTAHMORISH: A Cyuass
HCNOMLI0BNMA OGPAIUOR TRYIMHON KPOBI MM APYFHX
BUONOTMUBCKIX MMAKOCTOR, 38 HCITHOUSHIOM CHIBOPOTKWS
NAAIML! KPOBU/MOHM YBN0BBKA.

*  [1nn BNANUIETOPA HE NPERYCMOTPEHA ONUMA BOPHGWKALNI
THNOS HCNANLIYSMLIX 05pa3ios. B 06A3AHHOCTH ONOPATOPA
CHETEML BXOMT NPOSSPKA NPASHAMHOCTH YKAIAHIA TUIOS
o5pasos, NCTIONLIYSMLIX & TECTE.

Coctomine obpanos

s He nenonedyive:

—  OOPR3LLY, HHAKTHOMPOSEBHHLIS HATPOBAHNOM
~  05PAIUL C F8HOK MIKPOBHOR KOHTAMMALIASR

*  UroBbt NOMYMHTL NPABHABHLIG PE3YNLTATH, 06PAILL
CHIBOPOTIH W MIBIMKI KPOSN CNERYST OTR&MTS OT $rbPHHA,
OPUTPOLINTOB W ADYNIIX TESPIAL UACTHLL. OBPAIULI CLIBOPOTKN
KPOBH NALUNBHTOS, NOMYHMOLINK SHTHXCATYILVOHHYIO KNK
TPOMEONUTIMNECKYIO TOPANWO, MOMYT CORSPIKATE dubpwy &
POSYNLTATS HESAKOMIEHHOID 0GpadcBaNmMs CrycTROS,

¢ POKOMSHOYSTCA UCNIONLIOBENHE ORHOPAIOBLIX FMAETOX
W HAKOHSYHAKOD QA MUNETOK AN NPAOCTEPALLSHWA
NEPAKPEOTHON KOHTAMWHELIUN,

o Y5SaguTecs, 4r0 6 OGPANIAX CHIBOPOTKH KNOBH HOPMMPOBAHUS
CIYOTKOB 38BSPWHACCH 0 HANANA LEHTPUGYTHPOBIHNA,
MHexoTopese O5PaIL), B OCOGHHOCTH OBPEILL OT NALWEHTOS,
NONYHMOLLIHX SHTHKORFYRALIMONHYIO WK TPOMBOIMTIvECKYO

Mnaama xposn

. POSAHHLIX N0 FABOPILISHHA CROPTHIBAHUA KPOBMK,
4O BANET K NORYWEHWO OWWGOUHNX DESYRTATOS,

) Abbott



I'loarmomuamm
CNReyT® HHCTPYKLNAM KINOTOSHTENA NPOGKPOX ans obopa
06pa3u0e. Mpn NOAroToRKe 06PAIUOS K TECTHPORMUNO
FPABITALINOHHOTO PAADBASHI HROCTATOMHO.

* B o5paax He SOMKHO GuITb MY3HPLKONR, YIANMTS ITYILIPLKH HHHEXLIAONHLIX BSULECTS.
ANFUNKETOPOM N0 HAAMNE TECTHPOBMNE, LICNOnk3yRYe B NPOUEAYPA
HOBLIR ANNAWKAETOP A KAXROTO obpasua, yrobu nibexarn
NEPEXPECTHOA KOHTAMMHALIMM, NpesocTARNASMLIS MATEPUAND)

E1nA NompsHIA COrNAcOBRHHLIX PESYTIRTATOS POKOMOHIYETCH
NPOBOMMTL NOBTOPHOS UBHTPIGYTHPORMHME 06pasLIOs nepen
TOCTHPOSAHNEM, SO

*  OHN cCORAPNAT GUBPUH, IPHTPOLMTL! KK APYTHE TEEPAbIe

“aOTHULL,

PVIMEMAHME: Ecrm 05pRIULI CONRKAT GHEPIH, IPMTPOLMTHY
WM NOYTHO TSOPOLIS SACTILL, NEPOMBLIARTS WX HA ROPTEKCE
HE HUIKOW CROPOCTH WKW NEPSSSPHYS 10 PAS NEPEN NOSTOPHLIN
USHTPRGYIMPOBAHNOM,
Wwwmwwmm

I0peA NOPEMELINBAHEN SAMODDIBHHNG 0OPAIUL HEOGOIMMIC

NIONHOCTHIO PAIMOPOINTD.

o TWATENLHO NEPIMBLUARNTS PAIMOPONBHNHLE OOPAILLI KA
GOPTEKCO HA HMIKOA CKOPOCTH MM AKKYPATHO Nepesepiys
npobwpsu 10 pas.

¢ BuayansHo NposepaTe 06pasutl. Ecrm HAGMORSeTCA

08P33 Kopriaon Pearewre (Alinity | Cortisol Reagent Kit)
HeoBxoammbie, HO HE NPEGOCTIENNIMMIE METSPRAN

s & & & o o

Alinity | Cortisol ¢ain Tecta

08P3301 Koprwaon KanwBparopul (Alinity | Cortisol Calibrators)
KOMMEPMOCKINE KOHTPOMA, CONBMKALLNS KOPTHION

Pacveop Tpwerepa {Afinity Trigger Solution)

Pactsop npe-Tpucrepa (Alinity Pre-Trigger Solution)
KOHLLOHTRHPOBAHHLIA NPOMLIBAOWLWA Gydop (Alinty i-series
Concentrated Wash Buffer)

PPOPMALING O MATPUANAX, HOOBXONMMLIX M PABOTH
SHUWBATOPA, CM, B PyxoBOACTES NO SCrutyatatnu Alinlty cl-series,
Paapen 1.

VPOPMALINO O MATSPUANAX, HIOBXONMMLIX NN NPOLSAYD
TEXHMIBCKOrO OBCIYIKHBEHIN, CM. B PYKOBOACTSS N0 SKCNYATALMK
Alinlty ci-sories, Pasaen 9.

Mpousaype axannaa
Monpobuoe ONWCaNMe NPOUSAYDPL! NPOBNBHIA TECTA CM. B
PyxosoacTBe N0 axCryaTaLm Alinty cl-sories, Paanen 8,

PACCNOOHNS W CTPATWHIWKALINA, NOBTOPRRTS NOPOMSLINBAHING
RO F6X NOP, NOKA CBPAIULI HO OTAHYT BUSYRNLHO OIHODODMLIMM,
¢ HONOCTATOMHOS NAPOMSINSMMES 05PA3LI0E MOWRT NPWBECTH K

THOTYHOHIND HETOMHLIX PEIYTILTATOR.
*  POKOMEHOYSTCA NPOBORUTE NOBTOPHOS LISHTPUGYHDOBMIMAE
obpasuoe.

Nosvopice UsHTPHGyTUpOBAXMe oEPaNI08

*  MoMecTiTe OEPRIUD B USHTPHGYINHLIS NPOBHEKK ¥
USHTPIPYrnpyUTe.

¢ [InA TECTHROBAHMA NOMECTUTE OMMLLSHHLM 06paIsY B

uALLIaYKY AN 0GPAU0B MNK BTOPWMHYIO NPOBMPKY. Ecai Nocne
USHTPUGWHPOSIHIA 8 COPASLE NPUCYTCTEYST NMRUTHLIN CROW,

NEPOHICHTS TONLKO OuMLLBHHLIN 0bpasey 663 NMMNeMMYeCKOne

oTKnanNEaeTcR Gonee
HOM HA BOCEML MAac0e,
OTRRNUTE NNAIMY MW
CHIBOPOTKY KpOeN OF
PAARSMTENDHOD FanA,
SPHTPOLIUTOR MK

OMMLILSHHLIe OF
PRINENHTONLHOFO rens,
KNSTOK WK GryoTKOB,
MOXHO XPRHUTD 8
TOuOHNE 14 fiHeR NpY
Temneparype 2 - 8°C.

40°C nnu < 30 pren

2-8C < 14 pptoid

410°C uwm < 30 et
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Vindopmauwo 06 obecneusHni AcCTaTOuMOre obvema oSpasua
TISUMOHTA NPN UCILIOBRHIN NBPBIMHLIX WM BANKBOTHLIX
npoSupox cm. B PyxoBoacTES N0 aKornyaTaLIMM Alinity ci-series,
Paagen 4.
Yro601 MIHIMKINPOSETD 3DGOKTLI HCNAPBHIA, NEpan
NPOBANSHIEM TOCTA YERANTECH, YT & YaIEUKS ANs 06PA3LOS
NpMoYTCTEYST ocTaTOWLI 0BveM ofpasus.
MAKCHMANLHOS HHOND NOBTOPOR M3 OHOR YALIGUNH AN
obpasua: 10
= NpuopuTeTHoe 0BPRIIN:
¢ Q6uem oBpaIUA AN NPOSRNNNMA, NEPBOND TeCTa: 70 L
« OGboea oFpasua M NPOBENSHAA  KENDOMO
RONOMMTENLHOMD TECTA NS OANON valIeuxH oy obpasua:
20
= % 34acos ke Gopry:
«  OGuem o5pa3uUR A NPOBRACHNA NEPROrO TeoTa: 150 pl
¢ OGuem  OSpRIUA AN NPOBEASHWA  KEXKDOTO
AONGRHWTANBHOTO TECTA K3 DANOMA WILIeWK A ofipasua;
20
= > 3 uncos Ha Gopry:
*  Tpebyerca caexas anmpore oGpasus.
VHQOPMALIND O NOQFOTOBKS W NCNONLIOERHIM IKANUEPATOPOs
W KOHTPONSA CM. B HHCTPYKLINK NO NPHMBHENING K KopTuson
Kanwbpavopam {Anlity | Cortisol Calibrators) # 8 HHCTPYXUMK
N0 NPHMSHENNIO K KOMMEPUSCKNM KOHTPOMAM, CORBPNALLIM
KOPTHION,
edopMatind 06 OBLINX ONEPALIMOHHMNX NPOLISYDAX CM. &
PyxosoncTes no oxcriwaraunk Alinity cl-series, Pasaen 8,
LnA QOCTINKBHUA ONTUMANLHLIX PAGOHHX XRPAKTOPUCTIK
BRKHO CNER0BATL CTAHRAPTHLIN NPOLBIYNAM TEXHWUSCKOrO
OGCNYXMBAHNA B COOTBETOTBMH G PYKOBOQCTROM NO
axcniyaTauun Alinlty cl-series, Paagen 8. Ecom npasine paGoTol
8 sawWeR NABOPATOPUN TPOSYIOT GONES YACTOND TEXNMUBCKOND



Npousaype: passenssmn olpasuos

OOPA3UbI CO IHAUOHIHEM KOHUOHTPALIWM KopTIAONA Gonse

$9.8 ug/dL (1649.9 nmolfL) nomeuaoTca xonom *> $9.8 pg/dL"

(> 1649.9 nmol/L) u MoryT Burmb pa3BeneHtl ¢ HCNONDIOBAHNOM
NPOTORONA SRTOMSTHUOCKOND PAISERSHIA W NPOLBRYPH! PYHHOrO
PAIBEAGHHA,

IPOTONON ASTOMATRWICKOFD PAIBEGANHINA

CucTema passopmt 0GpaIeL B8 NPONOPUNN 1:2 ¥ ABTOMATHYCKM
PACCUNTLIBAST JHAMEHNS KOHLIOHTPALIWM, YMHOKAN PESYNLTAT HA
COOTOTOTEYIOWINA GAXTOP PAIBSDIHHA.

ECHH NPH WONONLIOBAHNIA NIPOTOKONR ABTOMATHIOCKONO PAIDANBHHA
SHAVSHID KOMUSHTPALNH OBPAIUA HINKE HIDKHOND SHAUSHNA
NARMNOANOCTH, OOPAIGL CNOAYST TECTIPOBATL NOBTOPHO C MEHLILINM
PASBANOHMOM HIM HEPATBENSHHDLIM. B ITOM CAYUAS PEIYRTAT W
WHTepNpeTALLAA CO0GWATLES He ByayT.

ECnu NOCHS NPUMSHOHUA NPOTOKONA ASTOMETHUECKONO PAIBORSHNS
HRUSHNG KOMUSHTPALIWM o6pasua > 119.8 pgidL (> 3209.8 nmolfL),
passoguTe 06pasew 8 NPONOPLIM 1:4 K TECTHPYATS ¢
WUCTIONLIORAHIN NPOLGRYPL PYNHOO PAIBEIEHIA.
MpOUsRYPE PYUHOro PEIBEHIA

Pexomenayemoe pazasnshne: 1:4

fobessre 50 Pl obpasua x 150 pl. Cortisol Calibrator A,
ONepaTop DOMKEH SBECTH HAKTOP PRISANSHNHA B IKPAMLI JAKATR
CIALHBHTE W KONTPOMA. CHCTOMA GyneT HCMIONLIOBATH AeHHNNA
GAKTOP PAISEOSHMA AN ARTOMATHNECKOM PACUSTE KOHLISHTPALNN
obpasua W coobieHw peaynTaTa. Komiextpalus obpaua
OOMXKA COCTIENATD > 3.0 Ug/OL f0 NPIMEHENMA PAKTOPA
paleensm.

ECNK ONOPATOP HE BBON, SAKTOP PAIBANSHMA, HEOGXOMMO
YMHOXMTL PESWILTET HA COOTBSTCTBYIOUIWA $AKTOP PASBANSHIN
R0 COOGILEHNA PEIYNLTATA, EC/M KOMUSHTPALNS DRISODIHHON
obpasua menswe 3.0 ugidl, He COOBIIANTS STOT PESYNLTAT.
MoaTOPHTS TECT, HCNONLIYA NPASMALHOS PAIBONHNG.

Nonpobiy10 MHBOPMALIMIC O 3AKA PASBALSHHNA CM, B PyxoeoacTee
NO sKcnyaTaumk Alinity ci-series, Paagen 5.

KannBposxa

VinoTpyxumie 0 npossnetnis kannbpoexn ca. B PyxosoacTss no

axcnnysraumn Alinity ci-series, Paanan 5.

s ousHKH KRMEPOSKH TOCTA HBOSXOMMMO NPOTECTHPOSATL S0

KOHTPOM,

TIOCNE NPWHATHA W COXPAHOIMA PASYNLTATOS KANWOPOEKH TECTA BCe

ROGOAYIOLING OGPAIUL MONCHD TOCTHPOBATL 683 MPAZBAPHTENLHON

KANWGPOBKM, KPONS TEX CAYIAES, KOMR:

¢ CNONb3YETCA HRGOP PEAreHTOR G HOBLIM HOMEPOM CEDIM.

¢ PeaymuTats euagesHOA NPOUSQYPL! KOHTRONA KEMECTBA
HAXOARTCA BHO CTATWCTUNECKI OBOCHOBAHHOTO QMANAIOHA
KOHTPONA KEMSOTBA, MCNONLIYSINONO NN MOHWTOPHHTR 1
KOHTDOMA PABOMMX XBPRKTEPMOTIK CHOTEMU, KAX YKATAHO B
pasgene TIPOLGAYPL! KOHTPOMN KAYSCTBA" AAHHOR MHOTPYKLIWM
N0 NPUMOHOHIND K PORCOHTY.
= Ecnm CTATHCTWUSCKH OBOCHOBANHLIA GNANAIOH SHAHOHWA

KOHTPO/A HOROCTYNOH, TO NOPHOD MEKTY KANHEPOBKEMM He
AONKSH NPeRLRLATL 30 AHeR.

MoKeT noTpeboBaTLOR NOATOPHAN KANWSPOBKA TECTA NOCNe

NPOUSAYDE TOXHWHOCKOTO OGCAYMMEMMA OCHOBHLIX YACTOR

CHOTOMbI WKI 66 KOMMOHOHTOR HAK NOCNS NPOSRIHUA COPBUCHLIX

NPOLeaYp.

NpoueayPM KOHTPONA KAMSCTRA

PexomeHayemuie TRECSRHIA N0 KOHTPONC KAYECTEA TOCTA Alinity i
Cortisol 3MUOMAIOTCA B TOOTUPOSAHIN NO OMHOMY KOHTPONNO BCOX
YPOBHEH KKIDKIMIE 24 YACH, TO SCTL KIDKNBIG CYTKN OKORAYATA|
FlononHUTENLHLIS KOMTPONM CRBAYST TOCTHPOBATL B COOT

€ MOCTHLIMMK, TOCYAADCTBOHHLIMM HIUW DEDSPANLHLIN

WIH AKKDBANTALNOHHLIAKN TDOBOBAHIAMM W NONMTIKO(
KAMOCTBA BAUEGH NAGOPATODMK.
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AN NONYNSHINA CTRTHCTHYSCKH OGOCHOBAHHOND AMANAIONRA
KOHTPONA KEXAEA NABOPATOPHA QOXHA YOTAHABMBATL
COGCTRONHLIO LIGNOELIO FHAUGHItY KOMLIOHTPRLINA 1t QHANKION
KOHLSHTDALIWA IR HOBLIX COPUN KOHTPONGN HA KANLOM KNMHHYOCKIW
SHRUUMOM YPOBHE KOHUSHTPALLW. B 2008 WCenenoaanma
TPOBAIMTCA HE MEHOS 20 NOBTOPOS HA NPOTIKBHMH HBCKOMNLINX

(3 - 5) AR € LANLHARLLIWM OIDENONENNOM OHONBENOND CPaSHero
{UONEBOFO) FIHANSHIUA H SAPHADENLHOCTH CPOIMX JHAUGHNR
(auanadona) B AESOPATOPUH KA OCHORS NANYISHHLX PEIWILTATOR.
Yrobul NONYUHTL PENDEISHTATUBHLIO NAHHLIS AN AANDHEALOH

o Ecm npoueayptl BaweR neboparopu TREGHOT Gones YACTOMD
MOHKTOPMHIA KOHTPONA KAMSCTBA, CNOIYATS NPHHATOR NPAKTUKS.
¢ ECm peaynuTaTh KOHTROMA KEVSCTBA HO COOTBATCTBYOT

05 YOTPAHOHMM HENCNPABHOCTEN CM. 8 PyxoeoncTse no
axcnnyaTaunn Alinity cl-series, Pasaen 10.

o [OCNS 3ArPYXH B CHCTEMY HOBOR COPMI PEANONTA WM
xanmBpaTopa NPOSEPLTS PEIYTILTATE! KOHTPONN KAWECTBA M

ROMKHA YSEAWTLER, YTO MATPIKC KOHTPONLHOTO MATSPHANA
NPUFOSEH QN MONONLOBEHKA B TOCTE B COOTBATCTBNM ¢
MMCTDYKLIWEA N0 NDHMSHEHIN0 K TOCTY.
POxomeHDALMN MO NPOUBRYPE KOHTPOMA KAYECTEA
PoxomenHgaLMn NO NPOLASYPAM KOHTPORT KAHSCTEA RABOPATOpIM
oM. B “Basic QC Practices”, James O Westgard, Ph.D.®
NMoATEEPNASHNE JARBRGHILIX XAPAXTEPNRCTING TOCTE
MPOTOXONB ANA NAJTBSMNKASHNE SERBNEHHLIX B NHCTPYKLIW
N0 NPHMSHEHIND XADAKTEPHCTHK TECTA CM. B PyxosoncToe
no axchnyarauwn Alinity ci-series, Pasnen ‘ToaTeepmaenme
SAABNOHHLIX XAPAKTOPHCTIK TeCTA”,

# PE3YNLTATDI

Pacvuer

Toct Alinity | Cortisol HCNOALIYET HETLIPEXNAPAMETRHYOCKIH
NOTVOTIMOCKIN METOR ANNPOXCYMALINN KPHBOR (4PLC,
Y-8380I0HHAN KPHBAS) QMM NONYUSHIA KANWEPOROMHOR KPHEDH
pesynuTarce.

NHOOPMALINO 06 ANLTOPHATURHLIX BAUHNLAX HIMODOHIA
Pe3yNLTATOB TOCTA CM. B Dasene NPOLIEAYPA PABOTHE

HA AHANUBATOPE, "ANbTOpHETHEHDIO ML UIMOPSHIA
"S3YALTATOR" BAHHOR MHCTRYKUMK MO NPHMBHBHNG.

HOKOTOPHIX TOCTOR MOTYT CONPOBONATLCN

neit 8 none "Dnarn”. Ornncanne GNaros, KOTOPHS MOTYT
S-0T0M NONE, OM. B PYKOBORCTEE NO IXKCNANYATALIWA
ries, Pasnen S,

B
Pl

C) Abbott
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UNTepBan KaMepeHna

AHTOPBAN HIMOPOHUR ONPENBNNGTCA KAK AMANAIOH IHAYSHWIH B
pug/dL (NMolfL), KOTOPLN) COOTBETCTRYST IPAHUUAM NPHEMAGMLIX
PREQUMX XRPAKTORMOTHK JNK MMSRHOOTH, BOCTIPOHISOANMOCTN K
OTKNOHOHMA,

Vnrepaan unamepssim Tecra Alinity | Cortisol cocTaaneer 1.0 -
59.8 pug/dL (27.8 - 1649.9 nmol/L, anLTEpHATUBHLIS SN
HINEPOHNA),

B OrPAHMIEHA NPOLEAYPDI
¢ B CBAIN C CYTOMMLIMK MIMOHEHIAMM JHANOHHA KOHUISHTPALMA

HNK NPEAHN3OH (KOTOPLKA NPe0SPAIYETCS & NPEHNIONCH N
ViVO), MOTYT OMOHCTRUPOSATE NOOKHO TIOGLULIGHHDIS SHAUSHHS

CHHTETUMBOKMX CTEPOMIOS CM. B paagans CNELIMDUHECKVE
PABOUME XAPAKTEPUCTUKW, “CneuMduaHocTy" SaMHOR
MHCTRYRLMI 110 NPIMEHEIINO,

*  ECNK PEIYNLTATH! TOCTA KR KOPTHION HE COOTBOTCTEYIOT
KNUHHWECKON KADTMHS, DOKOMBHOYSTCH NPOBOAMTS
DONOAKNTINDHOS TOCTHPOSAHWE [A NOATBOPOKIOH®A
POIYNLTATOS.

¢ B AUATHOCTHMOOKUX LSRAX PEIYRTATH CNARYST
HWHTOPNPOTHPOBATH B COBOKYNHOCTH C IPYTIMM SRMHOIMKM, NANP.,
CHMITTOMEMMW, PAIYNILTATAMM APYTUX TECTO8, INTHHWHOCKKMH
NPOAGNSHHANN W AD.

*  O6pa3LL), NOMYMSHHLIS OT NALIKEHTOB, KOTOPLIS NPVMHIMANN
NOKAPCTRONHLIG NPSNARATL), KITOTORNGHHLIS KA OCHOBS
MOHOKNOHANBHMX MAMIWHRX AHTHTEI, B MBFHOCTHUOOKIX WM
TOPANGBTHYECKHX LIANAX, MOTYT CONBONATL YONOBOMNOCKING
AHTHTENE NPOTWE MbIWHHLX &HTWTEN (HAMA).Y MonoGhme
oBpasUL! NPN WCCNAKOBRHIN B TOCTAX, HCTIONIYIOWNX
MOHOKNOHANLMLIS MLNLINHLIG BHTHTENR, MOTYT
SUOKHO SABLALISHILIE WANW NOKHO SRNDKBHHOI PESYNLTATH, Y. 20
FipY NOAYNEHNN PEIYNLTATOR TECTON, KOTOPHIS HE COTNACYIOTCS C
OPYTYN KIMHIMUBCKHMIA HABIRONSHUAMM, MONET NOTPEGOEATLRR
PONOTHNTENLHAR UHOOPMALIMA LU NOCTAHOBKI DMAMHO3R,

¢ FaTepodunuHLIe AHTHTENA B CLIBOPOTKE KPOBW YshoBexXa
MOTYT BCTYNATL B POSKLMIO G UMMYHOTNOGYNHKAMM PEATEHTA,
WHTOPGODVPYR B MMMYHOSHANNSS & Vitro.2! Hanwune
rOTOPOPHNRHLIX AHTHTEN B OGPAUO, NOMYUOHHOM OT
MALWESHTA, MONET CTIPOBOLMPOBATD NOMNYHOHNG BHOMANLHBIX
a2 flNe NOCTANOSKN JHAMHO3A MONKET NOTPEEOBATLON
AONONHUTENLHAR MHPOPMALIN,

¢ FHINOHIN KOHLGHTPRLINK KOPTHIONA B KOHKPETHOM 0Gpane,
ONPONBHBHHLIO B TOCTAX PRIHLIX KIFOTOBUTENEA, MXTYT
PAINUMATLCN B GBAZN C PASTMMHAMK B MOTORAX TOCTHPOBAHNA,
KANUGPORKS M CHOUNGHUNOCTV POATEHTOB,

B O>KUWOAEMbBIE 3HAMEHMA

[lannoe nooNe0BaHne NPOBOANNOCH HA cucTeme ARCHITECT i

System,

B AMHHOM PAINNG NPGACTIANSHE DAKHLIS NO PENPEISHTATHBHLIM

PAGOMHM XAPEKTOPHCTHKAM. PETWITLTRT, NONYUSHHLIO B OTANNLNLIX

NAGOPRTOPMAX, MOTYT OTNNMATLOR OT MPHBEQOHHLIX QAHHGIX,

Kanoh naGopaTopii POKOMOHTYSTCS YOTRHABNIMBATL COBCTRONHLIA

POGEPOHCHLIA ARANAION, OCHOBAHHLIA HA CROLMNPHUKS PETNONE N

YAPAKTOPHCTIAX NOMYNRUNA.

Podoperonsih nuanazon: CoopoTiKa Kpose

Yposs1 KOPTHIGNA B CLIBOPOTKS KpoeH Boiiu onpenensHl

HCCNONOEAHKEM OBPAILOE OT KAMHIMOGKM JN0POBLIX MORE

cobpmuion no 10-00 W nocne 17-00. f--

WCCNBA0BAKIA NPUBSNBHL! B TGS HIKe"®,

Kan-  35%-4 pedepancaush mrtepesn

Ton efpaaua Chep epastie 09 pyiL smell
CuBopoTs Kposn No1000 150 37.194 10215352
{Mo0poTIa KOS fMoces 1700 150 29-173 80.0-477.3

* B STOM PAINENE NPHESQSHLI PENPEISHTATHEHEIS NAHNLIS,
PoaynbTATH, NONTYUSHHDIE B OTABNMHLIX NAGOPATOPHAX, MOTYT
OT/IMMATLON OF BTHX AAHHGIK.

KaxnoR naboparopui PeKOMSHIYETCN YCTRHARNWEATL CODCTROMHLIA
POPOPEHCHMA JWANARIOH, OCHOBAHHWA HA CTIOUMDIKS PIFHONA M

YPoBHK KOPTH3ONA B MO ONPEHSNANHCS HCCHBR0EMMIENM
Wmm(um)wmw

%% TOpEIA
Tus ofpaina Ken-9e P24 wd® Aol24 eace*
Moda 128 43-1760 11.8- 4856

2 pgf24 vace = (Konuestpaums & po/dL) x (10) x (O6uem moun 8
ANTPAX 33 24 yace)

® nmolf24 uaca = (KoHuexTpauss 8 nmoliL) x (OBuem mowm 8
UTPAX 38 24 vaca)

° B 3TOM PR3RANS NPUBAISHL! DEMDEISHTATHEHDIO NBHNLIS.
PeaynbTaTLl, NUWNSHHLIE B OTASNLHLIX NABOPATOPHAX, MOTYT
OTIUNATLCA OT STHX AANHBIX,

Kaxaod naBoparopuin POXOMSHIYSTCN YCTRHABNUEATL COBCTBEHHLIN
POOOPENCHBIN INANAIOH, OCHOBIHNLIN HA CNELIDIKS POrnoHa U
NAPAKTOPHCTIKAX THOMYMALINA.

H CNELWOUYECKUE PABOMNE
XAPAKTEPUCTUKA

B 2asHOM pRINSNS NPEACTABNOHL N8HHE N0 DENPEIOHTRTHEHUIM
PADOMHM XBDAKTOPHCTIKAM. PESYNSTATI, NOWHOHHLIG § CTARNBHMIX
mmwwmm

Ha axnanm3sarope Alinity | 4 cucTese ARCHITECT i System
WCTNIONL3IYIOTCA 0N M T8 M8 PEATSHTH W COOTHOWSHIN 06PANLLE/
poarenTa. .

Ecnmu He YRASRHO NPYF0S, BCE MCCNBIOBMHKA NPOBIRMIMCS Ha
axanwsarope Alinlty i

BoonpoussoANMOCTs
BocnpoussonnmMocTs BHyTpY naBoparopu

B6iN0 NPOBSNBHO UCCNOACEHNS & COOTONTCTEIN C
POXOMSHOALIAMN ROKYMIHTE CLSI EP0S-A2. Mconenosatne
APCBORMANOCH C NENONLSORaHMEM 1 Copim KopTeaon PearsnTos
{Alinity | Cortisol Reagent Ki), 1 cepun Koptuson Karmbparopos
{Minity | Contisol Calibrators), 1 COPIN KOMMBPHOOKNX KOHTPONSH
HA 1 AHANMZATOPS. TPM KOHTPO/M, 3 NAHENN CLIBOPOTXN KPOBM
YONONeKA H 4 NAHBNK MOMN GoIN NPOTECTHRORANL! HO MOHBE YOM B
2 noaTopax 2 PA3A B NBHL & TUEHNHE 20 pHen. 2

DyTpn oopnt (osTe-  BwyTpu AebepaTapan

Kon- Cpages, BAeects) {obume)®
Obpssen "» ppL c%0 %X () %KB
Yoosess 1 120 38 014 38 0.4 7
Yoonem 2 120 1561 03 28 0.40 27
Yposess 3 120 338 0.85 25 093 2.7
Tiatams 4, 10 30 0.12 4 013 45
CHBONOTKA KDOEN
avems 2, 120 341 118 34 149 42
M3, =~ 120 553 240 43 28 8.1
e 118 22 013 82 0.17 79
198 151 0.43 32 0.51 34
119 358 097 27 114 3.2
119 564 1.04 34 194 34
BAPHAGENLHOCTE MENTY COPUANIA 1 MENTY DHAMN.
C) Abbott



Buyvpe copun (S0sTe-  DiyTpm AaSeparapan  JIVHGRHOCTG SAHHOPD TECTA NP HCCNAROBAHIM CHIBOPOTKH KPOEU U

Ken Cpesmoe, ) {obuge0)t MOUN COXPAHABTCR B MHTEPBANS KIMEPSHNA 1.0 - §9.8 pg/dL (27.6 -
Olpasen B0 amell X0 %K8 [ *UB 1649.9 nmol/L).
Yoootin 2 120 469 108 26 11.08 21 Dasnimie HCONBIOBAHIA NPOBONWIN HA CUCTOMS ARCHITECT i
Yoosee. 3 120 9359 2333 26 268 27 System,
:un.wm 82s K& 40 367 4 CneunduuHocTs TecTa ARCHITECT Cortisol onpegensam
mm (]
Mawere 2, 20 0B B8 4 M8 42 e e oncrs o Kitooen Mot
CHOPOTXY KPR CTPYKTYDA WIH ORHOBPEMSI00 KOTOPLIX MO
Nowens 3, 120 18247 .20 3 7605 54 NOTOHUKANLHO OXAILIBATL WHTEPOEPUPYIOILSS BOINONCTENG B TECTS
CHEOPOTKA KPOBH ARCHITECT Cortisol. Cneun$umocTt TECTR ONPEDSAAM NyTeN
faew 1,005 118 507 47 62 478 &0 mﬁmmwoummxmmmw‘u
flaam2Moa 118 4165 1335 32 1418 34 m&wwmwm-m
Maeme 3,00 119 9872 26.74 27 3.0 32
Mavese 4, 0w 119 15555 53.56 34 83.656 34 P—— w‘ 'lmn] A .
¢ BawouaoeT RRpHEGENLHOCTL MENTY COPHRAMN I MEXTY M. ARRocTapon 1000 0.0
Hiokiue FPaNmL KaMepoHen Somostoon :m ::
Bolno NPOBENSHO WOCNANOBRHKE B COOTBETCTRNA ¢ Symecoma
POXOMSHIMLIIMH QOKYMOHTR CLSI EP17-A2. MCCNenoes e Kanpenon 1000 0
APOBOAMNOCS ¢ NENONLIOEMMEN 3 CepuR KopTiaon PearerToe Koprweactepon 1000 0.8
{Alinity | Cortisol Rgagent Kit) Ha 2 AHATMIATOPAX & TONSHNHS HE Kopmuaon 214msypor 1000 02
meHes 3 fpwd, HAWGONSS BLICOKIS INavoHMs npenena Gnawa KogTiaon 1000 27
“’MW(M)NWW Beogon 1000 00
onpenanenva (MIKO) Npwseness reoxe.23 Beopranon 1000 00
[P rer—— Ty T ARORCRROPTIOCTPOH 100 0.0
6 !0:_ 138 11-ALOKTHKOPTIION 100 1.9
nos 07 193 Rexcamrason 1000 00
o : 190 76 DHEA 1000 0.0
DHEA-S 1000 0.0
2 (15 onpananen KK 95-A NPOLISHTL NO PETYILTATAM JocTpamion 1000 0.0
HCCNON0BAHIA OBNRILIOS © HYNOEON KOHLIOHTDALIWOR AHANMWTA B N - 1000 00
2 80 nostopax. 3empon 1000 00
5 MO oNPeNensH KAK CAMAN HHIKAA KONLIGHTRALKA, MW KOTOPON Oaytpoxpmeson 100 %6
AHATMT MONKET Uit BLINENEN C §5%-A DEPORTHOCTHIO NO Ony T30 ApOTORIT 1000 o0
PE3YNbTATAM HOGNBAOBAHWA OBPA3LIO & HILKHMH YPOSHANM 1000 02
KOMLIGHTRALIMN SHANKTA B N = 60 noaTapax. :‘?"wm""“'" 1000 01
°ﬂﬁommmmmwcm “' VPORCHADAIétioRe 1000 02
MOKCUMANLHLIM SHAYSHWEM BOCTIPONISONNMOCTH 20% KB no BINpORCARpOrCTOpOK
POIYNLTATAM HCONERoBAHNA OBPANIOS & HIFKMN YPOSHAMK 17-MORCHRPOFICTSpON :g ::
KOHUOHTPALIAK AHAMMTA B N 2 80 nosTopax. MROPOKCHNPOTECTIPOND AUETaT o0 o1
B — G-MeTWINDERINSORON
l o e MomeTason 1000 0.0
POXOMEHAMINAME QOKyMoHTa CLE) EP17-A2. UcCnenosatng
APOBOANNOCS C HONONLICRANWEM 3 Capuit Kopruson PearesTos Mpedpiscnon 100 123
{Alinity | Cortisol Reagent Kit) M2 2 SMA/MIRTOPAX B TEUSHNS 8 Npegyiison 1000 0.6
NOHO® S Qe Maxcrmannisis HaBMOnasHbie naueme NE, FIO u Fiporrangmon 1000 09
KO nprsensil B TAGIMUS. Nporanerpuan 1000 0.0
Neid e amelt Nperiesonon 1000 0.0
™ 0 0 Nporectepon 1000 00
no 03 83 p-curocTepon 1000 0.0
X 10 276 CrmpononsTon 1000 0.0
Tecrocrepos 1000 00
4 115 oNPeneneH Kax 85-A NPOLOHTHAL NO PESYNLTATAM Terpaumonm 1000 00
HECNBROBAIN 0GPAILION C HYNEBOH KOMUSHTPELWER SHAMTS B N THDIMOpONOpTHSO 1000 05
2 60 noaTopax. TORaNUONON 1000 05
2 110 ONPENONSH KAK CAMES HIIKRA XOHUEHTDALNA, NPH KOTOPOR
AT MoweT Burth suiseneH ¢ 85%-R BEPOATHOCTLIO No WUurepdepsrimn
PEIYNLTATAM HOCNBOOBAHKA 05PAILOB C HUIKIMN YPOGHAMMN Flasiiie HCCNOROBAMWA NPOBOAUAN HA CHoToME ARCHITECT |
KOHLOHTDALIMY SHANMTA & Nt = 80 NOBTOPAX. System.
© FINID ONPAIINGH KAK CAMER HIIKAA KONLINTPILIN O FIOFOHUMANGHO WHNTEPOSEHPYIOUIS OWAOFSINALI BOILLECTBA
MAKCOMAIIGHLIM SH046HIOM BOOIDOUIBOEINOCTH 20% KB 00 COTOHUANIHO WHTSPGSPHPYIOUIN® NpeNApETM
POSHNLTATOM HCONMOBAHA OCPAINION G HMSKIMM | BHIN0 NPORSNSHO NCCNBLOBAHNG B COOTBETCTBIN G NPOTOKONOM
KOHLISHTDOLMK SHAMMTS B N 2 60 nostopax. £L81 EPO7-A2. B 05pasiisl CLIBOPOTIN KPOBH CO INAIGHIMM
Nuneiinoor HUOHTPALIHA KOPTHIONA & AnAnasohs 5.1 - 34.2 pg/dl v oSpasuw
SHN0 NPOBAASHO HCCNONOBMING B MM CO SHRUOHMAMMK KOHUSHTPALUMA KOPTHIONA & OMANIIOHS
POKOMOHASLIMANK NOxyMeHTa CLS] EP0G.AY + + 37.9 PG/AL Gk 205ABNGHL! CABRYIOUINS MOTEHUNANLHO

C) Abbott
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HHTEPHOPUPYIDULIWE GoULeCTSA. HABNODAIMLEL BO BpEMA
WCCNSANERMIHA CPODMWA NOKAZATENL HHTENGEPOHLIMA HAXODMNCH B
aUANRI0NE -7.8% - 19,2%.2¢

Konuourpouns novons-
TIoTemERLNG MUTORdPR- mm
Tum elpasa YSIING BLNISCTRA
CMOOPETKa KPOSH Bnpybun mm
Tesoanobin 500 mpraL
050 Ganox {esrsxnil) 3oL
OB Senox femcownl) 109/l
Tpurauuspaam 2000 mgrdL
Moxa Kpsanwinn 5 mmolL
Mowesmia 350 mmoldL
woxoss 5 mmoiL
Xoopen HTpRA 1000 mmolL
O6upsh Genox {asiconnd) 1000 mg/L

OuUsHKS APYTHX NOTEHLIANLHILIX NHTEPPSPIHTOD

B X0 UCCNSA0RAHIE OLLOHKE KIMHHUICKDA CnoUNHUHOOT .
tocTa ARCHITECT Cortisol Guia RpOBenons (TyTeN TOCTHPORMMA
06pa3u0s ¢ HAMA 1 pesmaTongsm daxropom (RF). O6pasu,
PONCHMTENbHNE 1A HAMA, 1 06pa3LL, NONKKUTENLHLIO HA

RF, Guinn WCCNAROBAHN! HA % WHTOPDOPSHLIMA NPH YPOSMAX
KOMLLOHTPALIM KOPTHIONA 8 QANA0Hs 9.0 - 44.1 pg/dL. naverma
CPOIHOR ABCOMOTHOR mHTepdepesuiuK (%) NpieensHy & Tabnuue
HWKD.

Tipyrne neToNARL NS
WNTODDEPONTM Kon-00

Cpoaan sbcomeran
wuTepdopanuns, %

TonoXMTRALEM pefsiums 10
13 HAMA

RF 10

10
59

CpasHenne MeTOROS

Beind NPORERINO HCCHBROBAHNS B COOTBBTCTENNW C
pexomsHBALMAMK soxymenta CLEI EP0S-A3 ¢ wononusosammenm
METODR perpeccii Passing-Bablok.28

Kasdd.
Kon- xoppenn- Nepeee- Ha-  Dnasssn xon-
EANRNLM 88  UNN  %0UNE KA NOITpaRNN

Ayl Cusopoma pgd 131 10 008 100 1.1-536
Corisols  xpomw  (nmol) (2.06) (1.00) (20.0-1478.9)
G C g wgd 8 10 02 097  12-%87
Corisol {nmoiL) {-5.68) (0.97) (31.7-1536.8)
ISHEHHOI'PAQW!
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MPUNOXEHWE

K MHCTPYKUUW MO NpMMeHeHuto Habop peareHToB A1 KOMIMYECTBEHHOIO onpefeneHns Koptusona
NMMYHOXEMUIIOMUHECLLEHTHBIM MEeTOA0M B CbIBOPOTKE M Ma3Me KpOBU WM MOYe YesioBeka Ha
UMMYHOXUMUYECKUX aHanmnsatopax MnJjly \ «Koptnson PeareHtol (AVnlty \ Cortisol Reagent Kit)» n\a
Poccun,

YCNnoBunAa TPAHCNOPTUPOBKW n XPAHEHUA

V3genve pekomeHayeTcs TpaHCMoOpTUpOBaTh npu TemnepaTtype 2-8°C. M3genune octaetcs cTabuibHbIM
00 OKOHYaHWA Ccpoka rOA4HOCTW, YyKa3aHHOro Ha ynakoBke. [lpy TpaHCMOPTMPOBaHWW C HapyLlleHUEeM
TeMnepaTypHOro pexuma wsgenue He NoAJEXUT NpUMEHeHUo. TpaHCNopTUPOBKA OCYLLECTB/SETCS
BCEMW BUAAMU TpaHCMNOpTa B KPbITbIX TPAHCMOPTHLIX CpeACcTBax B COOTBETCTBMM C NpaBuiaMu nepeBo3ku
rpy3oB, AEACTBYIOLWMMN Ha KaX40M Buie TpaHcrnopTa.

XpaHeHne nsgenuii 4O/MKHO OCYLLEeCTBAATLCA Npu Temnepartype ot 2°C go 8°C B X0/104U/bHbIX Kamepax
NN B X0NoAubHUKaxX, obecneynBarLmx pernameHTUpPoOBaHHbIN TemMnepaTypHbIA PexuMm.

FTAPAHTUAHBIE OBA3ATE/IbCTBA

MN3roToBUTENb TrapaHTUpyeT, UTO MNpU NpPaBWILHOM XpaHEeHUU U ob6palleHun usgenve ocTaeTcs
CTabWbHbLIM [0 UCTEYEHUsI CPOKA FOAHOCTU. MakcumasibHbIA CPOK TOLHOCTM MEAMLMHCKOTO M3aenus He
6onee 18 wMecsiueB C gaThl  Npou3BOACTBA.  M3genue,  XpaHuBlIeecsl € HapyLIEHWEM
pernaMeHTMpoOBaHHOIO NMPOV3BOAUTENEM PEXMMA, NPUMEHEHUI0 HE MOAMNEXNT.

TEXHMWYECKOE OBC/TY)XMBAHWVE
He TpebyeTcs,

TEKYW NN PEMOHT
He TpebyeTcs.

AAHHDBIE ANa YTUIN3AUNUN N YHUHTOXEHWA MEAVMUMHCKOIO U3AEMNA

MeguumHckoe wusgenue yTUWIU3UPYIT W YHUYTOXAKT B COOTBETCTBMM C Mpasunamu obpaweHuns (
MeLUUVHCKUMU oTXodamMu, pernaMmeHtupyowmmmuca CaHlnH 2.1.7.2790-10 ot 12.12.2010 «CaHuTapHO
anngemMuonornyeckne TpeboBaHusa K 06palleHnto ¢ MeguLMHCKUMU 0TX04aMmn».

HeobxoamMmo cnefoBaTb HauWoOHa/NbHbIM CTaHgapTam npu nepejaye W yTuausauum usgenus, en
KOMMOHEHTOB U YMNaKOBKW.

MEPEYEHb CTAHOAPTOB, KOTOPbIM COOTBETCTBYET MEANUVMHCKOE N3AE/TVUE
ISO 9001:2008, 1SO 13485:2003, 1SO 13485:2003 (Bk1touas CMDCAS)

MOTEHUWANBHbLIA NMOTPEBUTENb MeauuuHckoe usaenve Koptuson PeareHTsl (Alinity i Cortisol
Reagent Kit) npegHa3Ha4yeHo A1 UCNOIb30BaHNUS B Pa3INUHbIX KIIMHUKO-N1abopaToOpHbIX YC0BUSIX,
BK/tOYasi, 6€3 orpaHnMyeHust, 60/bHNLbI, AUArHOCTUYECKUE LIEeHTPbl, peddepeHTHbIE nabopaTtopuu u
yupexaeHusi nepenrBaHnst KPOBU MO BCEMY MUPY, NMepcoHas KOTOPbIX NpoLlen obyyeHve no
ncnonb3oBaHMio aHanusartopa Alinity ig jjG O CHAMBER OF COMMERCE (INC)

NH®OPMALIMA O HAIMUNN BmALLL W 81W 11®@ W «7;1MANLrA9|9(?)Pr8WacTea
He copepxut . N

CTEPU/IBHOCTb
MocTaBnsieTcs B HecTepuibHOM Buge. CTepunusauus nepeg npumeHe

MHPOPMALNA O BOSMOXHOCTU NMNOBTOPHOIO NPNMEHEHN
He nognexut noBTOPHOMY MPUMEHEHMUIO.

MATEPUWANBbI XNBOTHOIO MPONCXOXAOEHNA

MaTtepuasibl XXMBOTHOFO MPOUCXOXAEHNSA NPOBEPEHbI N PUCKU NpUMeHeHus MU ykasaHbl B
MacnopTteb6e3onacHocTu. Macnopta 6e30MacHOCTN MOXHO HaliTu Ha cante www.abbottcliagnostics.com
o6paTnTecb K MECTHOMY MpeLCcTaBUTESH.

MOKA3AHNA N MNMPOTUBOMOKA3AHNA K MTPUMEHEHUNIO DtaQiioctiGe D M sloi
HenpumeHumo. . MuMcWn BwiinesB Park
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CoMnlySBgo



3660TT NpnaHaus, Ten:+ 353 43 333 1000

JAnarHocTmnyeckoe nogpasjeneHue, dakc: + 353 43 333 1001
PUHNCKNNH BusHec MNapk,
Cnaliro, VipnaHgums

Mognuck: <nognucaHo> Jara: 29 mapTa 2019T.

Mepu XethhepmaHH,

OTBETCTBEHHbIN PyKOBOAMTE/b MPOEKTOB

3660TT NpnaHaus, AuarHocTmyeckoe NoapasgeneHue,
®uHNCKNNH BrusHec IMapk,

DPUHUCKINH,

Cnaiiro NpnaHgms

/MeyaTb: TOPFOBASA MANATA CNANTO (MHK)
NnoANTMHHOCTbL 3ACBNAETE/IbCTBOBAHA JOEPOCOBECTHO

YnonHoMo4eHHoe nmuo /nognucaro/ 25.05.2019 r./

L eyaTb: TOPFTOBAATIANIATA CIANTO (MHK)

3ABEPEHHbIV CEPTU®UKAT O MPOUNCXOXAEHWN I/
/MeyaTb: 3660TT NpnaHgusa, AnarHocTuryeckoe nogpasgeneHue,
®uHucknH busHec Mapk,
Chnaliro,

WpnaHgna/

/nognucaHo/

25 mapTa 2019,

MepeBoj C aHIMUIACKOr0 A3blKa Ha PYCCKUIA A3bIK BbINOMHEH NepeBoAYnkom LLlaTHeBbIM Mnbeii
AneKceeBnYeM.

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



Poccwiickaa ®epgepauvs. Nopog Mocksa.

ABaguaTb BOCbMOro MmapTa ABe ThiCAYN AeBATHaguaToro roga.

f, BaxTaa3se 3nbmupa HOpbeBHa, HOTapuyc r. MOCKBbIl, CBUAETENLCTBYO MNOAJIMHHOCTD
nognucu nepesogynka lWatHeBa WNnbu AnekceeBuya.

Moanuck caenaHa B MOEM NPUCYTCTBUMN.

JIM4YHOCTbL noAnucaBLIero 4OKYMeHT yCcTaHOBEeHa.

3apeructpupoBaHo B peectpe: Ne 77/52-n/77-2019-.ii? - 6 7'S

B3bickaHO no Tapudy 100 py6.
l okazaHune ycnyr npaBoBOro n TeXxHM4Yeckoro xapakrepa. --

2.10. baxTapase

Bcero npolwHypoBaHo, NpoHyMmepoBaH”
W CKpPEenJieHo nevyaTblo...; ?"..... NNCTK
HOTapUYC..ooriieeeeeiieen, )

MpownTo B KONIMyecTee nucTtoB

2019 roga
[OvpekTop HanpaBneHus rii(3*ueckne uccregoBaHus
000 «MHBUTPO»

A 3. Hosu
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