«COI'JIACOBAHO» «YTBEPXJIAIO»
JupexTop  PeTyNATODHOIO  OTACHA Japexrop  HampaBmemns  «KiHMBHYecKuHe

JIHATHOCTHYECKOr0 HOAPasACiCHuS HCCNICAOBAHHA)
OGmiecTna c OTpaHWYECHHOH 000 «Hezasucuman naboparopus HHBUTPOx
OTBETCTBEHHOCTHIO «3660t1T

JIs6opatopus» B Poccrn 1 crpasiax CHI
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HHcTpyKnus no NpAMEHEHHIO

HaGop pearcHTOB 1 KOIHICCTBEHROrO H KAYCTBEHHOTO oNpeeNienns obimero B-XI
PMMYHOXCMEIOMHECCIICHTHRIM METOROM B CHBOPOTKE WITH FUTAME KPOBH 4eJIOBCKa Ha
HMMYHOXHMH4YECKHX aHaim3aropax Alinity i
«O6mmit f-XT'Y Pearentsi (Alinity i Total f-hCG Reagent Kit)»,
npor3BoacTsa D660t Upnanauas, JinarnocTHyeckoe noapasnencane, Upnanmus

3NEKTPOHHAS KONHA 0GOPMAEHA IEHTPOM HCMIbITAHI W PETUCTPALIMI MERHLMHCKUX H3ENHIA
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I, Nora Fitzgerald, 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 Insert for Use. These documents are in a full accordance
with actual manuals of manufacturer.

A, Hopa ®uTwkepanbh, CrneunanncT  pPeryistopHoro  otgena,  J660TT
[OnarHoctuueckoe TlopgpasgeneHne  WpnaHaws, Jlonrdopa, WpnaHgua  (Lourda
Fitzpatrick, Project Manager Regulatory Affairs, Abbott Ireland Diagnostics Division,
Longford, Ireland), HacToAWMM YLOCTOBEPAID, UTO MpunaraeMble [LOKYMEHTbl B
HVDKENPUBEAEHHOM 00beMe CTPaHULL, ABNAKOTCA WHCTPYKUUAMU MO NMPUMEHEHWIO. ITK
[LOKYMEHTbI MOMHOCTHH0 COOTBETCTBYHOT (PAKTUYECKON SOKYMEHTaLUM NPoV3BOANUTENS.

MHCTpYKLMA NO NpUMeHeHUIO Ha MeguunHekoe msgenue (Insert for medical devise)

Habop peareHToB AN KOMMYECTBEHHOIO M KAYeCTBEHHOIO onpefesieHns o6LLero

-XI'Y "MMyHOXeMUTIOMUHECLEHTHbLIM METOAOM B CbIBOPOTKE U MasMe KpoBU
yesioBeKa Ha WMMYHOXMMMUYECKMX aHanusatopax Alinity i "O6wwuii p-XI'y
PeareHTbl (Alinity i Total p-hCG Reagent Kit)"

Cocras:
Title Number
of pages
1 Instruction for Use for the Alinity i Total P-hCG Reagent 8
Kit with ADDENDUM for Russia.
2. VHCTpyKUpsi no npuMeHeHnto "O6wmii P-XY PeareHTbl (Alinity i 9

Total P-hCG Reagent Kit)" ¢ MPUNOXXEHWEM ansa Poccuu.

Mo TEKCTY MHCTPYKLIMM BCTPEYAOTCA BapuaHTbl HAMMEHOBaHWIA MeAULMHCKMX
13enunii, NpuBeaeHHbIe B Tab/NLIE HUXKE, KOTOPbIe ABMSKOTCS CnpaBeaMBbIMUA 1

paBHO3Ha4HbIMUK (Instruction for Use includes the followings true and equivalent short
names of medical devices listed in table):

HanmeHoBaHMe Ha ~ HavmeHOBaHMe MeAMLMHCKOrO U3aenma Ha CokpalLieHHoe

aHIIAVICKOM 513blKe  PYCCKOM fi3bIKE HaMMeHOBaHVie
Habop peareHTOB /15 KO/IMYECTBEHHOIO U O6Lin p-Xry

Alinity i Total p- KauyeCTBEHHOr0 onpeaeneHys obLero p-Xry PeareHTb! (Alinity i

hCG Reagent Kit VNMMYHOXEMU/TFOMUHECLIEHTHBIM METOOM B Total P-hCG Reagent
CbIBOPOTKE 1 MN/1a3ve KPoBW YenoBeka Ha Kit);

VIMMYHOXVIMUYeCKUX aHasm3atopax Alinity i
"O6Lmin p-XI'Y PeareHTs! (Alinity i Total p-hCG
Reagent Kit)"
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Division, Fax +353 43 3331001
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Co. Longford
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Alinity i Total P-  Kannbpatopbl gns obecrnieyeHns npaBunbHocTM  Obwmid p-Xry

hCG Calibrators ~ KO/MYECTBEHHOI0 U Ka4YeCTBEHHOIO Kanmbparops! (Alinity
onpegeneHunsa obLero p-Xry i Total p-hCG
NMMYHOXEMUTIIOMUHECLIEHTHBIM METO0M B Calibrators)

CbIBOPOTKE M M/1a3Me KPOBW Ye/I0BeKa Ha
VMMYHOXUMUYECKUX aHanm3aTopax Alinity i
"O6wwin P-XI'Y Kannopatops! (Alinity i Total p-
hCG Calibrators)"
Alinity i Total P- KOHTpO/bHble MaTepuasibl A1 MOATBEPXKAEHNA O6Lwwwin p-Xry

hCG Controls BOCMPOM3BOAMMOCTM W NPaBUILHOCTU KOHTpOsbHbIE
KOIMYECTBEHHOI0 U Ka4YeCTBEHHOr0 matepuanbl (Alinity i
onpezeneHus obulero p-Xry Total P-hCG Controls).

VIMMYHOXEMU/TFOMVHECLIEHTHBIM METOLOM B
CbIBOPOTKE U M/ia3Me KPOBM Ye/I0BeKa Ha
NMMYHOXMMUYECKMX aHanm3aTopax Alinity i
"O6LMin P-XM'Y KoHTposbHbIe MaTepuasbl
(Alinity i Total p-hCG Controls)"

Signed:  fj,, Date:
Nora Fitzgerald

Regulatory Affairs Specialist

Abbott Ireland Diagnostics Division

Lisnamuck, Longford

Co Longford
Ireland

i

Of?/GlIv

SLIGO CHAMBER OF COMMERCE (INC)
CERTIFIED CORRECT IN ALL GOOD FAITH

|y ~1 M | Authorised Official
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Alinity i
Total p-hCG Reagent Kit

Read Highlighted-Changes:. Revised'March 2018.M

Instructions must be carefully followed. Reliability of assay results

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

I NAME
Alinity i Total p-hCG Reagent Kit (also referred to as P-hCG).
m INTENDED USE

The Alinity i Total p-hCG assay is a chemiluminescent microparticle
immunoassay (CMIA) used for the quantitative and qualitative
determination of beta-human chorionic gonadotropin (P-hCG) in
human serum and plasma for the early detection of pregnancy on
the Alinity i analyzer.

I SUMMARY AND EXPLANATION OF THE TEST
Human chorionic gonadotropin (hCG) is a sialoglyooprotein with a
molecular weight of approximately 46,000 daltons." HCG is initially
secreted by the trophoblastic cells of the placenta shortly after
implantation of the fertilized ovum into the uterine wall.*. » The rapid
rise in hCG serum levels after conception makes it an excellent
marker for early confirmation and monitoring of pregnancy.
Physiologically, hCG appears to maintain the corpus luteum, thereby
allowing synthesis of progesterone and estrogens that support the
endometrium. As uncomplicated pregnancies progress, the placenta
assumes the production of these hormones. The serum hCG levels
increase to a peak concentration, then decrease and plateau. HCG
circulates as the intact molecule in the serum of normal women who
have an uncomplicated pregnancy. The subunits are cleaved rapidly
and cleared by the kidney.”

The placental hormone, hCG, is similar to luteinizing hormone (LH),
follicle stimulating hormone (FSH), and thyroid stimulating hormone
(TSH). All are glycoproteins consisting of two noncovalently bound
dissimilar subunits, designated alpha and beta, with attached
carbohydrate sidechains. The alpha subunits of these glycoproteins
are very similar. In contrast, the beta subunit portions determine the
biological and immunochemical specificities.®' ®The beta subunits of
hCG and LH exhibit considerable homology in amino acid content.
Amino acid residues specific for the beta subunit of hCG confer the
immunochemical specificity.®
With the availability of sensitive quantitative assays for the
measurement of serum phCG, it has been shown that hCG levels
can be useful in prediction of spontaneous abortions,® ®aiding in the

detection of ectopic pregnancy® " and multiple gestation.®

I BIOLOGICAL PRINCIPLES OF THE PROCEDURE
This assay is a two-step immunoassay for the quantitative and
qualitative determination of p-hCG In human serum and plasma
using chemiluminescent microparticle immunoassay (CMIA)
technology.

Sample and anti-p-hCG coated paramagnetic microparticles are
combined and incubated. The p-hCG present In the sample binds to
the antl-p-hCG coated microparticles. The mixture is washed. Anti-
p-hCG acridinium-labeled conjugate is added to create a 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 a direct relationship between the amount of
p-hCG In the sample and the RUUs detected by the system optics.
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Total p-hCG
07P51
G71135R02
B7P510

[re® 07P5120
[L4307P5130

For additional information on system and assay technology, refer to
the Alinity ci-series Operations Manual, Section 3.

I REAGENTS

Kit Contents
Alinity i Total p-hCG Reagent Kit 07P51

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.

T3 07P5120 07P5130
Tests per cartridge 100 600
Number of cartridges 2 2
per kit

Tests per kit 200 1200
IMICROPARTICLES | 6.6 mL 32.1 mL
i CONJUGATE | 4.2 mL 9.0 mL

IMICROPARTICLES| Antl-p-hCG (mouse, monoclonal) coated
microparticles in TRIS buffer with protein (bovine) stabilizers.

Minimum concentration: 0.06% solids. Preservatives: antimicrobial
agents.

jcoHjuoATEi Anti-p-hCG (mouse, monoclonal) acridinium-labeled
conjugate in MES buffer with protein (bovine) stabilizers. Minimum
concentration: 2.9 pg/mL. Preservative: antimicrobial agent.

Warnings and Precautions
- oum
« For In Vitro Diagnostic Use

Safety Precautions

CAUTION: This product requires the handling of human specimens.
It is recommended that all human-sourced materials be considered
potentially infectious and handled in accordance with the OSHA
Standard on Bloodborne Pathogens. Biosafety Level 2 or other
appropriate biosafety practices should be used for materials that
contain or are suspected of containing infectious agents."®®
Safety Data Sheets are available at www.abbottdiagnostics.com or
contact your local representative.

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

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

Place a check in the square on the reagent kit to indicate to
others that the inversions have been completed.
After mixing, place reagent cartridges in an upright position for

1 hour before use to allow bubbles that may have formed to
dissipate.

Abbott



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

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

For a detailed discussion of reagent handling precautions during

system operation, refer to the Alinity ci-series Operations Manual,
Section 7.

Reagent Storage

Storage Maximum Additional Storage
Temperature  Storage Time Instructions
Unopened 2to 8'C Until Store in upright position,
expiration if cartridge does not
date remain upright, gently
invert the cartridge 10
times and place in an
upright position for 1 hour
before use.
Onboard System 30 days
Temperature
Opened 2to 8'C Until Store in upright position,
expiration |f cartridge does not
date remain upright during
storage, discard the
cartridge.

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

Reagents may be stored on or off the system. If removed from the
system, store reagents with new replacement caps in an upright
position at 2 to 8'C. For reagents stored off 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 Alinity ci-series
Operations Manual, Section 5.

Indications of Reagent Deterioration
Deterioration of the reagents may be Indicated when a calibration
error occurs or a control value is out of the specified range.

Associated test results are invalid, and samples must be retested.
Assay reoalibration may be necessary.

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

I INSTRUMENT PROCEDURE
The Alinity i Total p-hCG assay file must be installed on the Alinity i
analyzer prior to performing the assay.

For detailed information on assay file installation and viewing and

editing assay parameters, refer to the Alinity ci-series Operations
Manual, Section 2.

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

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

Alternate Result Units

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

(Concentration in Default result unit) x (Conversion factor) -
(Concentration in Alternate result unit)

Default Result Unit Conversion Factor Alternate Result Unit
mlU/mL 1 lu/L
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I SPECIMEN COLLECTION AND PREPARATION
FOR ANALYSIS
Specimen Types

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

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

Specimen Types Collection Tubes

Serum Serum
Serum separator
Plasma Dipotassium EDTA

| Tripotassium EDTA
Lithium heparin
Lithium heparin plasma separator
Sodium heparin

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

Specimen Conditions

« For accurate results, serum and plasma specimens should be
free of fibrin, red blood cells, and other particulate 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 for Analysis

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

« Inadequate centrifugation or the presence of fibrin or particulate
matter in the sample may cause an erroneous result.

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

To ensure consistency in results, recentrifuge specimens prior to

testing If

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

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

observed, mix by low speed vortex or by inverting 10 times prior to
recentrifugation.

Prepare frozen specimens as follows:

* Frozen specimens must be completely thawed before mixing.

« Mix thawed specimens thoroughly by low speed vortex or by
inverting 10 times.

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

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

¢ Recentrifuge specimens.

Recentrifugation of Specimens

« Transfer mixed specimens to a centrifuge tube and centrifuge.

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

3 Abbott



Specimen Storage

Maximum
Specimen Storage
Type Temperature ~ Time Special Instructions
Serum/ 2to 8'C 7 days If testing will be
Plasma delayed more than
7 days, specimens
should be frozen at
-10'C or colder.
-10°C or 12 months  Specimens stored
colder frozen at -10'C

or colder for 12
months showed
no performance
difference.

If testing will be delayed more than 24 hours, remove serum or
plasma from the clot, serum separator or red blood cells.

Avoid multiple freeze/thaw cycles.

Specimen Shipping

Package and label specimens in compliance with applicable state,

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

I PROCEDURE

Materials Provided
07P51 Alinity i Total P-hCG Reagent Kit

Materials Required but not Provided
Alinity | Total p-hCG assay file
07P5101 Alinity i Total p-hCG Calibrators
07P5110 Alinity i Total P-hCG Controls or other control material
09P1540 Alinity i Multi-Assay Manual Diluent

B A

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

For information on materials required for maintenance procedures,
refer to the Alinity ci-serles Operations Manual, Section 9.

Assay Procedure

For a detailed description of how to run an assay, refer to the Alinity
ci-series Operations Manual, Section 5.

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

« To minimize the effects of evaporation, verify adequate sample
cup volume is present prior to running the test.
* Maximum number of replicates sampled from the same sample
cup: 10
- Priority;
« Sample volume for first test: 75 pL

Sample volume for each additional test from same sample
cup; 25 pL
- £ 3 hours on the reagent and sample manager:
- Sample volume for first test: 150 pL
» Sample volume for each additional test from same sample
cup: 25 pL
- >3 hours on the reagent and sample manager;
» Replace with a fresh aliquot of sample.
* Refer to the Alinity i Total p-hCG calibrator package insert and

Alinity i Total p-hCG control package insert for preparation and
usage.

« For general operating procedures, refer to the Alinity ci-series
Operations Manual, Section 5.
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« For optimal performance, it is important to perform routine
maintenance as described in the Alinity ci-series Operations
Manual, Section 9. Perform maintenance more frequently when
required by laboratory procedures.

Sample Dilution Procedures

Samples with a p-hCG value exceeding 15 000.00 mlU/mL

(15 000.00 IU/L) are flagged with the code "> 15 000.00 mIU/mL"

(> 15 000.00 IU/L) and may be diluted with either the Automated

Dilution Protocol or the Manual Dilution Procedure.

Automated Dilution Protocoi

The system performs a 1:15 dilution of the sample and automatically
calculates the concentration by multiplying the result by the dilution
factor.

Manual Dilution Procedure

Suggested dilution: 1:15

it is recommended that dilutions not exceed 1:75.

Add 20 pL of the sample to 280 pL of Alinity i Multi-Assay Manual
Diluent.

The operator must enter the dilution factor in the Specimen or
Control tab of the Create Order screen. The system will use this
dilution factor to automatically calculate the concentration of the
sample and report the result. The result should be > 467.00 mIU/mL
(> 467.00 IU/L) before the dilution factor is applied.

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

be manually multiplied by the appropriate dilution factor before
reporting the result. If a diluted sample result is < 467.00 mIU/mL

(< 467.00 IU/L), do not report the result. Rerun using an appropriate
dilution.

NOTE: A printed or displayed result of < 7000.00 mlU/mL (1:15
Automated Dilution Protocol) indicates the need to retest the sample
at a lower dilution or undiluted. The result and interpretation should
not be reported.

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

Calibration

For instructions on performing a calibration, refer to the Alinity 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 limits used to monitor and control system
performance, as described in the Quality Control Procedures
section of this package insert.

- If statistically-based quality control limits are not available,
then the calibration should not exceed a 30-day limit for
recalibration frequency.

This assay may require recalibration after maintenance to critical

parts or subsystems or after service procedures have been
performed.

Quality Control Procedures

The reoommended control requirement for the Alinity i Total p-hCG
assay is that a single sample of each control level be tested once
every 24 hours each day of use.

Additional oontrols may be tested in accordance with local, state,
and/or federal regulations or accreditation requirements and your
laboratory's quality control policy.

To establish statistically-based control limits, each laboratory should
establish its own concentration target and ranges for new control lots
at each clinically relevant control level. This can be accomplished
by assaying a minimum of 20 replicates over 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:
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Multiple stored calibrations

Multiple reagent lots

Multiple calibrator lots

Multiple processing moduies (if applicable)

Data points coileoted at different times of the day
Refer to pubiished guidelines for information or general control
recommendation, for example Clinical and Laboratory Standards
Institute (CLSI) Document C24-A3 or other published guidelines, for
general quality control recommendations.'®
« If more frequent control monitoring is required, follow the

established quality control procedures for your laboratory.
« If quality control results do not meet the acceptance criteria
defined by your laboratory, sample results may be suspect.
Follow the established quality control procedures for your
laboratory. Recalibration may be necessary. 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.
Due to variation in analyte composition and/or matrices, external
quality control materials and proficiency survey samples, may not
elicit identical results across all hCG assays. Non-Abbott Quality
Control and proficiency testing material may contain high levels of
free beta-subunit hCG molecules. Non-Abbott Quality Control and
proficiency testing material may generate different results when
comparing a whole molecule hCG assay to a total p-hCG assay.
Each laboratory needs to determine the suitability of each control
material for specific immunoassays and validate the material prior to
use.
Quality Control Guidance
Refer to “Basic QC Practices” by James O Westgard, Ph.D. for
guidance on laboratory quality control practices.'?
Verification of Assay Claims
For protocols to verify package insert claims, refer to Verification of
Assay Claims in the Alinity ci-series Operations Manual.

I RESULTS

Calculation

The Alinity i Total p-hCG assay utilizes a 4 Parameter Logistic
Curve fit data reduction method (4PLC, Y-weighted) to generate a
calibration curve.

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

For qualitative interpretation of the Alinity i Total p-hCG test results,
specimens with p-hCG levels less than or equal to 5.00 mlU/mL
(5.00 IU/L) will be reported in the INTERPRETATION field on the test
results screen or printout as “NEGATIVE”.

Specimens with p-hCG levels greater than or equal to 25.00 mlU/mL
(25.00 IU/L) will be reported as “POStTIVE".

Specimens with p-hCG levels greater than 5.00 mlU/mL (5.00 IU/L)
and less than 25.00 mlU/mL (25.00 IU/L) will be reported with

concentrations only. No interpretation will be reported for these
results.

Flags
Some results may contain information in the Flags field. For a

description of the flags that may appear in this field, refer to the
Alinity ci-series Operations Manual, Section 5.

Measuring Interval

Measuring interval is defined as the range of values in mlU/mL
(IlU/L) which meets the limits of acceptable performance for linearity,
imprecision, and bias.

The measuring interval of the Alinity i Total p-hCG assay is 2.30 to
15 000.00 mlU/mL (2.30 to 15 000.00 IU/L).
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LIMITATIONS OF THE PROCEDURE

This assay is capable of detecting whole molecule (intact) hCG
as well as free p-hCG subunits.

For diagnostic purposes, hCG results should always be used

in conjunction with other data; e.g., patient’s medical history,
symptoms, results of other tests, clinical impressions, etc.
Ectopic pregnancy cannot be distinguished from normal
pregnancy by hCG measurements alone. The results from this or
any other diagnostic kit should be used and interpreted only in
the context of the overall clinical picture.'®™

If the hCG level is inconsistent with, or unsupported by, clinical
evidence, results should be confirmed by an alternate hCG
method. This may include the qualitative testing of urine. The
absence of urinary hCG may suggest a falsely elevated serum
result. Results may also be confirmed by performing serial
dilutions of the sample. Usually, but not always, samples that
contain interfering substances exhibit nonlinear results when
diluted.'®

The Alinity i Total p-hCG assay is cleared for use in the early
detection of pregnancy only. It is not approved for any other
uses such as tumor marker screening, tumor marker monitoring,
etc. and it should not be performed for any other uses.
Infrequently, hCG levels may appear consistently elevated

and could be due to, but not limited to, the presence of the
following;' ®@®@®

- heterophilic antibodies

- nonspecific protein binding

- hCG-like substances

- trophoblastic or nontrophoblastic neoplasms

As with any immunochemical reaction, unknown interferences
from medications or endogenous substances may affect results.
Elevated hCG levels have been associated with some
pathological conditions (e.g., trophoblastic and nontrophoblastic
neoplasms) and the results of this test should not be used in the
diagnosis of these abnormal states. There have been reports of
people receiving unnecessary medical treatment and surgery,
including chemotherapy and hysterectomy, when hCG results
were used in the diagnosis of abnormal conditions.@®" @
Interfering substances (such as heterophilic antibodies, non-
specifio proteins, or hCG-like substances) may falsely depress or
falsely elevate results. These interfering substances may cause
false results over the entire range of the assay, not just at low
levels, and may indicate the presence of hCG when there is
none.

Detection of very low levels of hCG does not rule out pregnancy.
Low levels of hCG can occur in apparently healthy, nonpregnant
subjects. Because hCG values double approximately every 48
hours in a normal pregnancy, patients with very low levels of
hCG should be resampled and retested after 48 hours.@®' @® @
Post-menopausal specimens may elicit weak positive results due
to low hCG levels unrelated to pregnancy. With a weak positive
result. It is good laboratory practice to resample and retest after
48 hours, or to test with an alternate hCG method.

Because of the high degree of sensitivity of the assay,
specimens tested as positive during Initial days after conception
may later be negative due to natural termination of the
pregnancy. Natural termination occurs in 22% of clinically
unrecognized pregnancies and 31% of pregnancies overall. It is
good laboratory practice to resample and retest weak positive
results after an additional 48 hours.®@®

Specimens from patients who have received preparations of
mouse monoclonal antibodies for diagnosis or therapy may
contain human anti-mouse antibodies (HAMA). Such specimens
may show either falsely elevated or depressed values when
tested with assay kits such as Alinity | Total p-hCG that employ
mouse monoclonal antibodies. Additional information may be
required for diagnosis.®@®' @&
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« Heterophilic antibodies in human serum can react with reagent
immunoglobulins, interfering with in vitro immunoassays. Patients
routinely exposed to animals or to animal serum products
can be prone to this interference, and anomalous values
may be observed. Additional information may be required for
diagnosis."®’

I EXPECTED VALUES

Representative performance data are provided in this section.
Results obtained in individual laboratories may vary.

It is recommended that each laboratory determine its own reference

range based upon its particular locale and population characteristics.

Because hCG is normally synthesized and secreted by cells of
the placenta or its precursor, levels of the hormone in normal,
non-pregnant Individuals are low to undetectable. Concentrations
of p-hCG measured in the sera of non-pregnant individuals, as
reported in the literature, are <5 mlU/mL. The concentration of
(3-hCG in maternal serum rises rapidly during early pregnancy.
P-hCG levels between 5 mlU/mL and 25 mlU/mL may be indicative
of early pregnancy. Values for p-hCG generally peak during the
first trimester and decline slowly throughout the remainder of the
pregnancy.®"

Specimens from 199 pregnant females were categorized into four
intervals based on weeks since last menstrual period {LMP; 1-10,
11-15, 16-22, 23-40) and tested using the ARCHITECT Tetal p-hCG
assay. The results are summarized in the following table.

Weeks Post Ranges (mlU/mL) (IU/L)

LMP (Last

Menstrual 25 97.5
Period) n Min Max percentile percentile
1-10 50 <120 417430 202 231 000
11-15 50 16996 247465 22536 234990
16-22 49 6860 50 239 8007 50 064
23-40 50 1583 65911 1600 49 413

I SPECIFIC PERFORMANCE CHARACTERISTICS
Representative performance data are provided in this section.
Results obtained In individual laboratories may vary.

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

Unless otherwise specified, all studies were performed on the Alinity
i analyzer.

Precision
Within-Laboratory Precision

A study was performed based on guidance from CLSI EP05-A2.
Testing was conducted using 2 lots each of Alinity i Total p-hCG
Reagent Kits, Alinity i Total p-hCG Calibrators, and Alinity i Total
p-hCG Controls, and 2 instruments. Three panels were assayed in a
minimum of 2 replicates at 2 separate times per day on 20 different

days.®®

Within-Run
(Repeataility) Within-Laboratory (Total)
Parel mUmL ) v
Member  n QUL SO N ) (Range®)
1 398 2535 0.844 33 1293 51
(1.154-1.416) (4659
2 39 76576 11.09 14 14.809 19
(11.542-17.734) 1523
3 399 497195 73079 15 110173 22
(85.849-131.611)  (L.7-2.7)

" Includes within-run, between-run, and between-day variability,

i" Minimum and maximum SD or %CV for each reagent lot and
instrument combination.
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Lower Limits of Measurement

A study was performed based on guidance from CLSI EP17-A2.
Testing was conducted using 3 lots of Alinity i Total p-hCG Reagent
Kits on each of 2 instruments over a minimum of 3 days. The
maximum observed Limit of Blank (LoB), Limit of Detection (LoD),
and Limit of Quantitation (LoQ) values are summarized below.®@®

miu/mL (IUA)
LoB 0.09
110
LoQ 2.30

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

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

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

Linearity
A study was performed based on guidance from CLSI EP06-A.

This assay Is linear across the measuring Interval of 2.30 to 15
000 mlU/mL (2.30 to 15 000 IU/L).@"

Analytical Specificity

A study was performed based on guidance from CLSI EP07-A2.
Samples containing the cross-reactants listed below were tested
with the Alinity i Total p-hCG assay on the Alinity i analyzer. The
cross reactivity was calculated as a percent interference for samples
with a p-hCG concentration > 25 mlU/mL (> 25 IU/L) and was
shown to be less than 10% for each cross reactant. Samples with
a p-hCG concentration s 1.2 mlU/mL (s 1.2 |U/L) were evaluated
for concentration and the results were s 1.2 mlU/mL (s 1.2 IU/L) for
each cross reactant. See the table below.@®

p-hCG concentration
> 25 mlU/mL 51.2 mU/mL
(> 251UA) (<1.2 IUA)
Cross-Reactant Mean Concentration

Cross-Reactant Concentration % Interterence (miU/mL) (IUA)
TSH 100 [ilu/mL -0.6 Not detectable
LH 250 mU/mL 13 Not detectable
FsH 150 mu/mL -10 Not detectable
hQG alpha subunit 500 miu/mL -12 Not detectable
interference

Potentially Interfering Endogenous Substances
A study was performed based on guidance from CLSI EP07-A2.0®

% Interference

Potentially Interfering Interterent 7.00 mU/mL  50.00 miU/mL
Substance Concentration (IUL) (UL
Bilirubin (Conjugated) < 20 mg/dL -36 -30
Bilirubin (Unconjugated) < 20 mg/dL -14 05
Hemoglobin < 500 mg/dL -12 -14
Total Protein <12g/dL 84 -10.3
Triglycerides < 3000 mg/dL 29 14

Method Comparison

A study was performed based on guidance from CLSI EP09-A3 using
the Darning regression method.®@®

Sample Correlation Concentration

Type Units n Coefficient Intercept Slope Range
Alinity Serum  mUmL 109 100 0.18 0.99 2.40-
i Total (IuA) 14 866.03
8hCGvs
ARCHTECT
Tota PhOG

Abbott



Caryover

Carryover from a sample containing 1 000 000 miU/ml, $-hCG to an

adiacont 0 miU/mL B-hCQ sample was less than 7.6 miU/mL -hCa.

0 BIBLIOGRAPHY

1. Falig P, Baxter JO, Brosdus AE, et al., eds. Endoorinology and
Metabolem (2nd Ed.), New Yoric: McGraw-Hill Book Co, 1887:253,

2. Braunstein GO, Rasar J, Adier D, et al. Serumn Humen Chorionic

3 mamamamm
Gonadotropin In Normal and Pathologic Pregnancy. J Cin Endocrinol

Metah 1962.22: 584.574.

Physicisns. Standerdization of Human Chorlonic
December 1888; 7.92.94,

5. Swaminathan N, Bahl OP. Dissociation and Recombination of the
Subunits of Human Chorionic Gonadotropin. Blocham Blophys Res
Commun 1970; 40:422-427.

6. Humen Reproduction Unit, World Health Organization, Geneva,
Switzerland, Assay of Prossin Hormones Related to Human
Raproduction: Problems of Specifioity of Asssy Methods and
Reteronce Standards, Acta Endocrinol 1972; 71:025-837,

7. Ross GT. Clinical Relevanoce of Research of the Structure of Human
Chorionic Gonadoropin, Am J Obetat Gynecal 1977; 129:795-808,

8. Sawne BB, Landesman R. Diagnosie and Management of Pregnancy
by the Radioracepior Assay of Human Chorionio Gonadotropin. Am J
Obatet Gynecol 1978; 131:97:%07,

9. Mmmumnu-.mm
17 a-Hydeoxyprogestesone, Human Chorfonio Gonadowopin, and
Prolactin In Early Pregnancy and & Case of Spontansous Abartion.

Forti Stor¥ 1961; 38:55-60,

10. Kadar N, DeVore G, Romeso R. Discriminsiory hCQ Zona: ks Use in
the Sonographic Evalustion for Ectopic Pregnancy. Obstet Gyneoot
19981; 58:456.101.

11. Kadar N, Coldwell BY, Romeso R. A Method of Scresning for Ecroplc
Pragnancy and Rs indications, Obatet Gynecof 1981; 58:162-188.

16 cmwm&mm(m Statistical Quallty
Control for Quaniitative Measursment Prooedures: Principles and
Definitions; Approved Gisdeline— Third Edttion. CLB Document
C24-A3, Wayne, PA: CLSE 2008,

17. Wesigard JO. Sasic QC Practices. 3rd od. Madison, Wi: Westowd

Quality Corparation; 2090,

18. Cole L A. Phantom hCG and phantorn choriocarcinoma, Gynecol
Oncol, 1998;71:325-329,

19. Boscato LM, Stuast MC. antibodies: a problem for all
mmunoassays. Gin Chern 1988;34(1):27-33.

20. Hussa RO, The Clinical Marker hCG, Westpart CT: Prasger
Pudlishers, 1987: 77.98, 137.180.

21, Hussa RO, Rinks ML, Schwelizer PQ. Discordant human chorionic
gonadoopin results: causes and solutions, Obetet Gynecal,
1998:88:211-219.

22. Mishalanl SH, Seliktar J, Brauneiein GD. Four Rapid Serum-Urine
Combination Assays of Choriogonadotropin (WCG) Compared and
Assessed for Thelr Utility In Quantitative Determinations of hCO. Clin

S-Bubunit

25, mawam&uumuw
chorioganadotropin, its B-subunit, and the core fragment of the
f-subunit v setum and wrine of men and nonpregnant women. Clin
Chom, 1902; 38:1901:1987.

26. Borkowskl A, Muquardt C, Human chortonic gonadobopin In
#he pissma of normal, noopeagnant subjects, & Engl J Mad,
1979:301:298-302.

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

27. Wiloox AJ, Weinberg CR, O'Connor JF, 8t 8. Incidence of aarly loss
of pregnancy. N Eng J Med 319:189:104, 1888.

28. Primus FJ, Kalley EA, Hansen HU, ot 8l “Sendwich”-type
immunoassay of carcinosmbiyonic antigen in patients recelving
murine monooknal aibodies for diagnosis and therapy. Clin Chem

1908;34(2)261-204.
20. Sotwolf R Foon KA, Beatty SM, st al. Humen anti-murine

%0. xmwm»mmwulmmm

31. Lenton EA, Neal LM, Sulsimen R. Plasma Concentrations of Human
Chortonic Gonadowopin from the Time of implantation until the
Second Week of Pregnancy. Ferth Starlf 1982; 37:778-778.

* Aspace ls used as thousands separator (exampie: 10 000
specimens).

o Aperiod is used to separmie the integer part from the fractional
part of & number written in decimal form (sxample: 3.12%).

B Key to Symbols

Consuk instructions for use

Manufachurer

Sudficient for

Product of keland

List Number

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

Seris) number

Ainity and ARCHITECT ars trademarks of Abbott Laboratories in

various jurisdictions, Al other trademarks are property of their

reSpactive owners.

) Abbott



__ W Abbott Ireland

m H i Diagnostics Division C€
Lisnamuck, Longford
Co. Longford

Ireland
+353-43-3331000

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

Revised March 2018.
©2016, 2018 Abbott Laboratories

FH Abbott

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



ADDENDUM
to the Instruction for Use “Alinity | Total -hCG Reagent Kit* (for Russia)

SHIPPING AND STORAGE CONDITIONS
Recommended shipping conditions for device is 2 - 8°C. Device is stable until the expiration

dste 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 refrigeratorsirefrigerator chambers to
ensure regulaied 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 life of the medical device is 12 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 2.1.7.2780-10
dated December 12, 2010 "Sanitary-spidemiological Requirements for the Management of Medical Waste".
Transmit and dispose of a product and its components and packaging in accordance with local regulations.

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

POTENTIAL USER

Alinity i Total B-hCG Reagent Kit is intended to be used in a variety of clinical and laboratory conditions,
including, without fimitation, 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

STERILIZATION
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 ;
oo6wmnini p-Xr'Y PeareHTnbl
(Alinity i Total p-hCG Reagent Kit)

Cm: Bb|,qeneHHb|e.,V|’\3meHeHV||5"P mapt 2018 r,»

Heo6X0ANMO TOUHO CrefoBaTb UHCTPYKUUAM. [pu OTKIOHEHUN OT
VHCTPYKUWIA HafeXHOCTb pe3ynbTaToB TecTa He rapaHTupyeTcs.

I HAMMEHOBAHVIE (CokpaleHHoe)

o6wunin p-Xry PeareHTsbl (Alinity i Total p-hCG Reagent Kit)
(Takxe BcTpevaeTcs no TekcTy: P-hCG).

I HA3HAYEHVE

TecT ¢ ucnonb3zosannem O6wWwmii p-XrY PeareHTtbl (Alinity i

Total P-hCG Reagent Kit) aBnseTca XxeMUItoMUHECLEHTHbIM
MMMYyHOaHann3om Ha Mukpoyactuuyax (CMIA) gna KonMyecTBEHHOro
1 KauecTBEHHOIo onpejeneHnst 6eTa-xopuoHNYecKoro
roHagoTponuHa yenoseka (P-XIY) B cbIBOpOTKE M nnasme KpoBu
yesioBeka f18 JUArHOCTUKM GepeMEHHOCT Ha paHHEM Cpoke Ha
aHanusatope Alinity i.

I KPATKOE OMWCAHMUE TECTA

XOopuoHnyeckunii roHagoTponuH yenoseka (XMY) npeacraenset
co6oii cnanornMKkonpoTenH ¢ MOMeKyIAPHbIM Becom okono 46 000
[anbToH." XY nepBoHayanbHO cekpeTupyeTca TPodo61aoTHLIMK
KneTkamu nnaueHTbl cpasy nocne nmnaaHTauun onnofoTBOPEHHON
ANLeKNeTkn B CTEHKY MaTkn.M'® BbicTpoe noBblileHne ypoBHSA XIMY B
CbIBOPOTKE KPOBM NOC/IE ONNOLOTBOPEHUs filiLekneTkn genaet aToT
rOPMOH OT/IMYHLIM MApPKEPOM PaHHEero NoATBEPXAEHWUA U KOHTPONs
6epeMeHHOCTH.

dusnonornyeckas ponb XY saknovaercs B nogaepxaHnn Xentoro
Tena, obecneynBas Takum o6pa3oM CUHTE3 NporecTtepoHa u
3CTPOreHoB, NOAAEPXMUBAIOLWMNX SHAOMETPWA. Tpy HEOCNOXHEHHOM
pasBuTUN 6epeMeHHOCTM nnaueHTa NpuHMMaeT Ha cebs
Npon3BOLCTBO 3TUX FTOPMOHOB. YpoBeHb XY B CbIBOPOTKE KPOBU
[OCTUraeT NMKOBOW KOHLEHTpauumn, Nnocne 4ero CHMXaertca n
BbIXOAMT Ha ypoBeHb nnato. XY uupkynmpyert B CbIBOPOTKE KpPOBU
3[0POBbIX XXEHLNH C HEOCNIOXHEHHON 6epeMeHHOCTbI0 B BUAE
VNHTaKTHOW Monekynbl. Cy6beAuHNLbl 6bICTPO paclennaTcs u
BbIBOAATCA noykamun.®

MnaueHTapHblli ropMoH XY cxofieH ¢ NI0TEeNHU3NPYIOLUM
ropmoHom (/I1), hoNnnKynocTMMynmpyoLwmnm ropmoHom (®Cr) un
TUPEOTPONHLIM ropmoHom (TTI). Boe oHW npepacTaBnawT coboi
rNNKO3UIMPOBaHHble 6enkn, cocTosAlmne U3 ABYX HeO[NHAKOBbIX
HEKOBa/IEHTHO CBA3aHHbIX Cy6beAnHNL, 0603HavYaeMblx

anbtha 1 6eTa, 0 yrneBoAHbIMM GOKOBbIMU Lenamu. Anbda-
Cy6beuHMLbl 3TUX TNKONPOTENHOB O4YeHb CXoxu. beTa-
cy6beavHuLbl, HaNPoTUB, ONpeAensoT X 61onornyeckyo 1
MMMYHOXMMUYEOKYI0 CneundunuHocTb.®- ®BbeTta cy6beanHuubl Xry

n I o6najaoT BbICOKONM CTENeHbl FOMOIOTMM aMUHOKUCIOTHOM
nocneaoBaTeNlbHOCTN. AMUHOKACNOTHbIE OCTaTKW, XapakTepHble

onsa 6eta-cybbeanHuubl XrY, onpesensoT UMMYHOOTUYECKYO
cneunguyHocTb. M

C nosiBNeHemM 4yBCTBUTE/IbHbIX KONIMYECTBEHHbIX TECTOB A/1A
onpeaenennsa p-XfY B CbIBOPOTKE KPOBW 6bINO fOKa3aHO, YTO
onpegeneHvne yposHa XY nomoraeT BbISIBUTb Yrpo3y CMOHTAHHOIO
BbIKABILA,®-® AMarHOCTUPOBAaTL BHEMATOUYHY GepeMeHHOCTb®-'®- "
1 MHOTOMNNOAHYI0 6epeMeHHOCTL.®
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Total p-hCG
07P51
G76245R02

B7P51R

@ 07P5120
[A~07P5130

I BUONOMMYECKME NPUHLUMMbI MPOLEAYPbI

[aHHblil TecT sABNsieTCA METOAOM [BYXCTYNEHYaToro MMMyHoaHanmsa
A1 KOJIMYECTBEHHOIO 1 KayeCTBEHHOro onpegenenunsa p-Xry s
CbIBOPOTKE 1 Nja3Me KPOBW YesioBeka Ha OCHOBE TEXHO/0riu
XeMWUTIOMUHECLLEHTHOTO UMMYyHOaHanm3a Ha MUKpoyacTulax
(CM1A).

CMelUMBAIOTCS W MHKYGUPYlOTCA o6pasel, v napamarHuTHble
MUKPOYACTMULbI, CEHCUOGUNN3NPOBAHHbIE aHTUTENaMn K

P-XIY. P-XTY, npucyTcTBylowmnii B o6pasue, cBa3biBaeTcs C
MUKpOYacTULaMUN, CEHCMOBUNN3NPOBAHHBIMU aHTUTENnammn K p-Xry.
Mocne npombiBKK [06aBNsAETCS akpUANH-MeUeHblii KOHbloraT
aHTUTENn K p-XIY ans o6pasoBaHna peakumoHHOl cmecw,

cMecb MHKyGupyeTcs. Mocne cnepyiowero Lnkaa npombIBKM K
peakunoHHO cMecu fo6aBnATCS npe-Tpurrep u Tpurrep.
Monyyaemas B pesynbTaTe XeMUIIOMUHECLEHTHAA peakuus
N3MepsaeTca B OTHOCUTENbHbIX CBETOBbIX egnHuuax (RLU). Mexay
KonnyectBom p-XIY B o6pasue v RLU, AeTeKTMPOBaHHbIMWU ONTUKOWA
cuCTeMbl, CyllecTByeT npsMas 3aBUCUMOCTb.

Moapo6Hy0 MHopMaLulo 0 cucTemMe 1 TEXHONOTUU aHanus3a cM. B
PykoBoacTBe no akcnnyatauum Alinity ci-series. Pasgen 3.

I PEArEHTHI
CopepfAkumoe Habopa

O6wwnii P-XrY PearenTsl (Alinity i Total P-hCG Reagent Kit) 07P51
NMPUMEYAHWE: HekoTopble dhacoBKu AOCTYMNHbI HE BO BCEX CTpaHax.
O6paTutech K Balwemy MeCTHOMY ANCTPUBLIOTOPY.

O6bem (ML), ykasaHHbIl B Tabnuue Huxe, o603HavaeT 06bLEM Ha
KapTpUaX.

07P5120 07P5130
KonunyectBo TecToB B too 600
KapTpuaxe
Konunyectso
KapTpuaxeii B Habope
KonunyecTtBo TecToB B 200 1200
Habope
MicroParTICLES 1 6.6 mL 32.1 mL
iconjugate! 4.2 mL 9.0 mL

IMCROPARTICLES| Mukpo4aoTuLbl, CEHCMBUAN3NPOBAHHbIE

aHTUTenamm K p-Xr'Y (MbIWUHBIMW, MOHOKOHANbHLIMU) B
TRIS-6ychepe ¢ npoTenHoBbIMU (6blubUMU) cTabunmzaTopamu.
MuHumansHas koHueHTpauusa: 0.06% Teepaoro seljecTsa.
KoHcepBaHTbl: NPOTUBOMUKPOGHbIE Mpenapartbl.

lconjugate] AKPUAWH-MEYeHbIli KOHblOraT aHTuTen K p-Xry
(MBILMHBIX, MOHOK/IOHaNbHbLIX) B MES-6ydepe ¢ npoTenHoBbIMU
(6bl4bUMK) cTabunusatopamn. MuHUManbHas KOHLUEHTpauus:

2.9 pg/mL. KoHcepBaHT: NpOTMBOMUKPOGHLI nNpenapar.

MpepynpeAdcaeHua n mepbl NpegocTopoACcCHOCTH
.M

e [Ons puarHoctuku In Vitro

MepbI npegocToposcHoCcT

FH Abbott



YIWmInpyATe CONERNIMOe B COOTBETOTOMN ©
camTapieiam #opan PO (Cadit 2.1.7.279010 o7 00.12.2010).
TIOGPOBHYIO WHOOPMALINO © HEOGXORMMLIX MEPAX
NPONOCTOPERKHOCTI NPW PABOTE O AHAIMIRTOPOM CM. B PyxosoncTse
no axcnnyaTmume Alinlty ci-series, Paanen 8.
OGPALLIHNG C PIAIOHTRIMN

o (locNe NOMYWHUA KAGOPR PACTIONKHTE MERCKNLITYIO KOPOGKY
FINHOA NANOCON CROPXY W AXKYPATHO NEPEEEPHUTS K Cebe
» 07 cobA (va 180 rpaycos) § PA3, 3ATOM PRCAIONCNMTE
KOPOSKY 36NSHOA NONOCOR CHNY W CHORR NEPEBOPNHTS
x ca60 u o7 ceba (Ha 180 rpagycos) § pas. B peoyneTare
WMAKOCTL GYNET PRSHOMOPHO PACTIDRAENEHA NO BHYTDOHHEN
NOBEPXHOCTM GMRKOHOS, MAXDIMLIWICR BHYTPH KEPTRUDKA, MipH
TPAHCNOPTIPORKS PEANBHTOR MHKDOMACTIUM MOTYT OCOCTL 1A
MoNCpay KPRILIKH PEAreHTa.
~ (oCTABLTS OTMOTIY HE YIAKOBKS PORISHTA, OIHIVAIOUYID,

NTO oMa Coina NEPeSEPHYTA 8 COOTROTCTEMN
MHCTPYKLMAAMM,

* OGNS NOPSMSWNSIHIM W NEDERL HCNILIORENINEM OCTABLTS
KAPTPIWDK PORrOHTR HA 1 UG & DORTHKANLHOM NONCOKMMA 00
NOUBIHORGHIS TIYIWPLKOB, KOTOPE MOrTM OGPRIOEETHON NPW
POPOMBLLIUBANVN.

o ECIN XapTPWDK PEATOHTI ONDOKHHYNCS, NPUESNMTE 6F0
& DOPTHKANGHON NGNCIGNON W OCTASLTS HA 1 WAC N0
MCUSIHORGHIL ITYILIPLKOR, KOTOPLIS MO O5PRIOIMITLEA.

¢ PeanssTol NOABOPNKIHL GOPMMPOSEHIO NEMN M NYILIPLKOS.
THY3LIPLXH B POATONTS MOTYT NOMSLISTL OFPONSSHID
YPORHA PEATSHTA B KADTPIWDKS W NPHESCTH K HAROCTATOMHOR
SCIMPALMH PORIEHTR, KOTOPAR MONET IHAYTEIIHO BIWATL He
NPASHALHOCTD PEIYITATOS,

Flonpobuyo MGopMauws 06 0SPRLISHIN & PSANSHTAMN Npi
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SononumTensiee
Tosnepatrypa Maxc, Bpems EROTRYXKMNN OO
ADOHEHWN APBUEHN ADRUGINND

Soxputeiit 2-8°C Lo oxorrapien  XpawnTe 8

BBWIY PHCKR

M BOIMOOKHOCTH
HAPYLIOHM PASOuMX
XRPAKTEPHCTHK
DPOATSHTA.

POAreHT MONKHO XPAHITE KAK Ha GOPTY CUCTOMML, TAX W BHe
o8, MOCNS HIANPUSHIMA POACSHTOS K3 OHCTOML XPRHNTS UX 8
BOPTUKIUIHHOM MONIKOMMN C HRNOTHIMI HOSHINM JAMOHRIMAIMI

IORPOBMNG HPOPMELIWOD O BLIPYIKS PEATSHTOR U3 CHOTEMLI CM, B
PyxoaoncTee no sxonmyataume Alinity ci-series, Paspen 5.
TIOKSSATENN NOPUM PEATINHTOD

Ownbica xaMBPOSKU WK BIXOA JHEHSHIA KOHTPOM 38 NPAONSTH
AAATAI0ME NONYCTHMLX JHAMSHNA MGNST CBHOSTENLCTRORETS O
MOPNG PORTOHTOR, PRIYNBYTE! COOTRETCTEIOWNX TECTOR CNOQYST
OHWTATS HOBEPHUMM, OBPE3LLI ROMKHE BLTb NPOTECTIPOBANL
NOBTOPHO, Mot NGTPEBOBATLOR NOBTOPHAR KRNKBPOBKA TesTa.
VpopMaLING 08 YOTPEHOHI HBHCNPABHOCTH CM, 8 PyxosonoTes
No sKCNnYATALUN Alinity cl-series, Pasaen 10.

H MPOUERYPA PABOTBI HA AHATM3ATOPE
Heolwngswo yoTanosuTh Gain Tecta Alinlly | Total f-hCG nepen
NPOPAISHUOM TOCTA HA aHannaaTOpe Alinity i,

MonpoSHo UHOOPMALMIO 06 YOTAMOBKS (aRNA TOCTR, NPOCMOTPe
9 PARRAKTMPOBSHUM (IADAMETROD SHAM3A CM. & PyxosonoTae no
axonnyavauMn Alinity oi-series, Pasaen 2.

AnOOPMELINO 0 SHIBODS HA NILATL NAPAMETIOS AHANUIA OM. B
Pyxos0noTes no axcruwataums Alinky ol-series, Paanen 5.
ToapoBuoe ONCAHWE NROUSRYP PabaThl G CWCTEMOR CM. 8

CIIMLLX WIMSDOHIA DEIYTILTATA)

CrpapTHLIG AnsTepHaTHBNNG
CLPMNLRS ISR SEIRHIUM S3EDEHW
POSYRTAYE DaxTop REPECHETA  PAIWRTATS

milfmi 1 ML

B CEOP OBPASUA W NOANOTOBKA K AHAIM3Y
Thno! oGpanos
TISPOUMCNOHHLIS RHXD THALI 06PRIUOS GLiNM BOPHEMUNPOBRHY Hi
TPWIORHOCTD K UCTIGNSIORAMING § DMHOM TEOTS,
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[ipyrne Tunsl 06pasuoB u npobupok Ana o6opa o06pasLoB He GblAn .
BepUGULMPOBaHbl HA NPUrOAHOCTb K MCMOMb30BaHUIO B @AHHOM
TecTe.

[lns TecTMpoBaHMA NOMECTUTE OYULLEHHbI o6pasel B
Yaleuky Ans o6pasyoB UM BTOPUUYHYO Npobupky. Ecan nocne
LeHTpudyrnpoBanus B o6pasue npucyTcTByeT NUNUAHbIN

CNnoii, nepeHecnTe B Yalleyky Ana o6pasuoB UAN BTOPUYHYIO

npo6uMpKy TONbKO OYMLLEHHBIN 06pa3el, 6e3 NMnemMmyeckoro
matepuana.

Tunbl 06pasyos Mpo6upkn ana c6opa o6pasuos

CbIBOpPOTKa KpOBU CbIBOPOTKa KPOBK

CblBOPOTKA KPOBW C pasfeniuTefibHbiM
renem XpaHeHune obpasuos
Mnasva kposu [Avikanuesas conb EDTA Makc, Bpemst

CneuunanbHble
Tun o6pasua Temnepatypa XpaHeHus

Tpukanuesas conb EDTA

UHCTPYKL UK
NuTnii renapuu CoiBopoTka/ 2 - 8'C 7 pHei Ecnu TectuposaHue
Mnasma KpoOBU C NUTUA renapuHoMm u nnasma oTknagbiBaeTCcs
pasgennTensHLIM renem kposu 6onee yem Ha 7 fHed,
o ob6pasubl cnegyet
HaTpuii renapun pasy Ay
3aMOpO3UTb U XPaHUTb
* [lnsa aHanusaTopa He npegycmoTpeHa onuua Bepudukalmm npu temnepartype -10'C
TWNOB Ucnonb3yembix 06pasyos. B o6s3aHHOCTM onepaTtopa WA HUXeE.
cucTeMbl BXOAWT NpoBepka NPaBU/IbHOCTW yKasaHWs TUMOB 10'C v 12 mecaues  O6pasusl,
06pasLoB, UCNO/b3yeEMbIX B TecTe. HiKe XpaHmBlEecs

CocTosiHve o6pasuoB 3aMOPOXEHHLIMU NPU

Temnepartype -10'C

YT0o6bl NOMY4UTL NpPaBu/bHbIE pe3ynbTaTbl, 06pasLbl

CbIBOPOTKM U MAa3Mbl KPOBU criefyeT oTAeNnTb OT PuépumHa,
3PUTPOLNTOB M APYrMX TBEPAbIX YacTul. O6pasLbl CbIBOPOTKM
KPOBW MauMeHTOB, NOMyYatoLWUX aHTUKOAryNsLMOHHY WK

UMW HUXEe B TeYeHune
12 mecsues, He

NPOAEMOHCTPUpOBaNK
TPOMGONNTUYECKYIO TEpanuio, MOTyT cofepxaTb (PUEpUH B OTK/IOHEHWIA B pabounx
pesynbTaTe HE3aKOHYEHHOTO 06PA30BAHNS CryCTKOB. xapakTepnucTmkax.

PekomeHpayeTcs 1CNo/b30BaHWe OJHOPA30BbIX NUMNETOK
1 HaKOHEeUYHUKOB A8 NUNEeTOK ANA NpejoTBpaLleHns
nepeKkpecTHON KOHTaMuHaLum.

Ecnu TecTupoBaHue oTknagbiBaetcs 6onee yem Ha 24
yaca, OTAennTe CbIBOPOTKY MU Na3My KPOBU OT CrycTKOB,

pasfennTesnibHOro refis UM 3pUTPOLMTOB.
MNMoarotoBka K aHanunsy

WN36eraiiTe MHOroKpaTHbIX LIMK/I0B 3aMOPO3KN/Pa3MOpPO3KU.
CnepyiiTe UHCTPYKUMAM U3roTOoBUTENS NPo6GUpPOK Ans c6opa

o6pasuos. Mpn nogroToBke 06pasLoB K TECTUPOBAHMUIO
rpaBUTaLMOHHOIO pasfeneHnst HefoCTaTouHO.
Mpn HEeJOCTATOUHOM LLeHTPUYTMPOBAHUN UK HANUYNK

hmbpuHa nnu TBEpAbIX YacTuly B o6pasue TecTupoBaHue Beget
K MOJTy4eHUI0 OWMNGOYUHbIX pe3y/bTaToB.

TpaHcnopTuposka o6pas3LoB

YnakoBbiBaiiTe n Mmapkupyiite o6pasibl B COOTBETCTBUMN C
rocyapcTBeHHbIMMN, hefepasbHbIMU U MexXAyHapoaHbIMU
Tpe6oBaHNAMU N0 TPAHCMOPTUPOBKE KIMHUYECKUX 06pasLoB 1
MH(EKLMOHHBIX BELLECTB.

I NMPOLEAYPA

MpepocTaBnsieMmbie matepuanbi

B o6pasuax He AO/IXHO 6biTb Ny3bIPbKOB. YAanuTe ny3blpbku
annaMkaTopoM 0 Havyana TecTupoBaHus. Vicnonbayiite
HOBbI annaukaTop ANs KaxAoro o6pasua, 4tobbl nsbexatb

07P51 O6wwuit p-XrY PeareHTsbl (Alinity | Total p-hCG Reagent Kit)
nepeKkpecTHO KOHTaMUHaLUN.

Heobxoaunmble, HO He npegocTaBsieMble MaTepuanbl
[INs nonyyeHUs cornacoBaHHbIX pe3ynbTaToB peKkomMeHayeTcs o
NpoBOANTL NOBTOPHOE LEeHTpUdyrnpoBaHne o6pasLos nepes *  Alinity 1 Total p-nCG dpaiin TecTa

TecTUpoBaHMeM, ecnn *« 07P5101 O6wwmii p-XrY Kanubpatopsl (Alinity | Total p-hCG
Calibrators)

OHU cofepxat (PUOPUH, IPUTPOLUTLI NN Apyrue TBepable

yacTuLbl. e 07P5110 O6wuii p-XrY KoHTponbHble matepuans! (Alinity | Total

MPUMEYAHWE: Ecnn o6pasubl cogepxaTt ubpuH, aputpoLmnTbl P-hCG Controls) umm apyroii KOHTPONLHEIA MaTepuan

Wiu gpyrie TBepable YacTUlbl, nepemeLuaiite ux Ha BopTekce * 09P1540 YHuBepca/bHblii pasbaBuTe/ib ANs Py4HOro passegeHus
Ha HW3KO CKOPOCTU W/ nepeBepHyB 10 pas nepe/ MOBTOPHbIM (Alinity | Multi-Assay Manual Diluent)
LieHTpUdpyrmpoBaHuem.

MoparoToBbTe 3aMOPOXEHHbIE 06pasLbl cneayllwum o6pa3om:

Mepes NepeMelLMBaHUEM 3aMOPOXEHHbIe 06paslbl Heobxogumo ¢ KOAEATLL11pp N dhoAb!85 M mn M LU (ML aer1€8 m
MOMHOCTBLIO PAa3MOPO3UTb. e

WHbopmaLuio o maTepmanax, HE06X0ANMbIX AN paGoTbl
aHanusatopa, oM. B PykoBoacTBe no akcnayatauuu Alinity ci-series.
Paspgen 1

TwarensHo nepemellalite pasMopoXeHHble 06pasibl Ha
BOPTEKCE Ha HU3KOW CKOPOCTU WM aKkKypaTHO nepeBepHyB
npo6upkn 10 pas.

* BwusyanbHo npoBepbTe o6pasubl. Ecnn Habnopaetca
paccnoeHve unu ctpatudukaums, noBTopsiiTe nepemeLinBaHme
[l0 Tex nop, noka o6pasLbl He CTaHyT BU3yasibHO OJHOPOAHbLIMU.

WHdopmaumio o matepuanax, Heo6xoAnMbIX ANa npoueayp
TEXHUYECKOTo 0GCMyXNBaHNS, CM. B PYKOBOACTBE MO aKCnnyaTauum
Alinity cl-serles. Pasgen 9.

HepgocTaTouHoe nepemelLMBaHie 06pasioB MOXeT NPUBECTH K Mpoueaypa aHanusa

MOJy4EHNI0 HETOUHbIX Pe3y/bTaTos. Moapo6Hoe onucaHne npoleaypbl NPOBeAEHNs TecTa CM. B

PekomeHayeTcst NpoBOANTL NMOBTOPHOE LeHTpUbyruposaxme PykoBogcTBe no akcnnyatauum Alinity ci-series. Pasgen 5.

06pasLoB.

MHdopmauuio 06 ob6ecneyeHnn goctaToyHoro obbema obpasua
nayveHTa npu WCNosib30BaHUU NEPBUYHBLIX WU aNMKBOTHBIX

npo6upok cm. B PykoBoacTBe no akcnnyatauuu Alinity ci-series.
Paspgen 4.

MoBTOpHOE LEeHTpUbyrnpoBaHme o6pasLoB

Mocne nepemeLLnBaHNs NoMecTUTe 06pasibl B LLeHTPUMDYXHbIe
Npo6UpKN 1 LEeHTpUdyrupyiiTe.

Abbott
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o MAKCHMANLHOS YMCA0 NOSTOPO U3 0RO HALISUKH ANe
obpaaua; 10
= Npuopurenne OSpasLLL
*  OGoam 05GPAILN /WM NpOBENSHN NEPBOTO TEOTA: 75 L
) ofpA3US AW NPOBEASHMA  KANQIOFD
DONCAHKTENLHOTO TECTR K3 OOHON YRLLIEYKIM ANY OBpaIuA:
28 L
= £ 3vaoob wa Sopry:
’ mm:m A DPOBAQSHWA  KANQOrO
TOCTH 1 QpoR e a4 e OBpasua:
S
= >3 wacos ha Gopry:
. WWWM
¢ MHOOPMALWO O NOGFOTOBKS 11 HCNANLIORRHWM
“'“"’“"““-nmmnnmm""‘"m""' ropos
BT KasseGparopas (Alinity | Totsd B-hCG Calibrators) » @
WHOTDYKLNM RO NPAMEHSHND K OBUIMA B-XIY KOHTDONRHLM
MaTopuanas {Alinity | Totsl -hCG Conirols).
. W“mmmw“.
WMW"M : ..
*  Jlnn DOCTIONSHIA ONTHMARGHLI PESOUK XAPAKTEP i
O CRRROEETL CTAHAAPTHLIM NPOUBYPAM TEXHHISOKOFD
OBCHYXHEMNS B DOOTESTCTEWA C PYKOROICTROM 1O
sxcnnyatauuu Alinlty ci-serles, Pasnan 9. Ecnu npesuna
» s4116% naGopaTopwH TPUGHOT Gonee uac paSor
CRORYATE NPUHATON NPAKTKE.

Nipousnype: pasensine ofpasios
CO SHRUOHNOM KOHIOHTDALM B-XTY Gonoo 15
000,00 mIUfmiL (15 000,00 I/L) noMewaoTcs Kogiom *> 15
000.00 miU/mL* {> 15 000,00 IU/L} « moTyT Bbimb pa3BaneHs! ¢
POTOKINE SETOMATAUECKOTD PEIBELSHIN WMt
TPOUSTYPL! (YNHOTO PRISRNSHIN,
Cuers SRTOMATINGOKORD PRIBESNN
pe paasopmT obpased B NEONOPLIM 1:15 K ARTOMETINESKK
KOHLISHTPRLIGH, YMHOKEN PESYNLTAT HE
COOTSETCTRYIOWIWA GAKTOP PRI
NPOUSRYPR PYSHOO PRIBEASHIA
PaKkoMoHTYSMOS paIssnmine: 1115
HS POKOMSHRYSTCA NPEIMILLATE NPONOPUWO PaasensHns 1:75.
WW’”’”‘““‘”'”‘C‘WW‘M“.
NMINSHTA ¢ QRAKTOP PAISATIA B JPAHN JAKAIA
me'm ) .WMW
am CIO0T0 PACHOTR KOHLIONTRALIMKW
O5PAILA W COOBULEHUA PEIYMLTATA. PEIYLTAT 00 NP
PR PEIBENSHHA NOTKEH COCTABAATS > 467.00 mill/mL
{> 467.00 L)
YWHOHTS POSTIRTAT KR COOTRTOTENOLINA o
coobuienms pesynetara. ECAu peaynoTar GAKTOP POIBINHMA
< 48700 "m"‘- (< 487.00 W'mmmmlmln..
”“'W‘"O TOOT, HONONLIYA NPABHALHOS PRISONSHNE.
+ BLDANSISIR HA NEUETD HAN COOBLLIOHHLIG
PERTRTAY < 7000,00 mMIUML (npw
SETOMATHHECKONO PAIsansHUs 1:15) m'wllw“w'wu
PHO G MBHALLINM PRIESQSHWEM NNKH
663 passsnoind. B 570M CITYHRS DOSYNLTAY ¥ UHTPNIDETIMINA
coobuwaTeed He SyayT.
MT0APOSHYID WHOPMALLWD © SAKAI® PRISSQSHNA OA. 8
NO BKCNAYATALNN Alinity of-series, Pasgen 5. PyxososioToe
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KamSposxa

mmu: ¥a/MEPOSKN OM. B PYX0SGICTeS No

nn oueHan KANUGPOSKN TOOTE HEOS .

KOHTPOMML., NPOTECTUPOSETL

NOCASIYIOW " . I'lmmmm
o TecTposam: Ge3 NpensapUTencHO

KRTINGPORKH, KPOMD 18X CIty\sae8, KOMA:

L] W|ummm'“°mww“.

: mm‘l‘l‘l: of NPOLOAYPL KOHTPONA KAYSCTER

e 60KN OGOCHOBAHHONO IARIAIOHR

) (M OBOCHOBSHHIAN QMANAION SHIMOHMA

KOWTPONA HADOCTYIEH, TO NEPWAM MY v
DOMKEH NpesHLLaTy 30 pHed. ARUEPOSKAMM

OMOTOMEI WM 96 KOMNIGHEHTON AN NOCNS
npousaYp. NPOSEASHAN CEPBHOHLK

MpoueRypPbt KONTRONA KAMECTEA
M N0 KOHTPOMO KAYSOTER TECTR

Alinity | Totel B-NC3 SAKMOMRIOTOA B TRCTIHNOBIHNN NO OHOMY
KONTPOMNO BOEX YPOSHOR KIKNLIO 24 URCA, TO SCTH KNI CYTXM
SKOTIYATMINA,

bHLIS KONTPON CIMIYET TOCTHPRORATD B OOOTBSTCTONM
© MOCTHLIMM, FOCYTIAPCTROHHLINN WIUTH GAABDANLHLIMKY
mmwmummm‘”'
KIVOCTRE BAILOA NABOPATOPUN.
LAne NOIYeHIt! CTRTHCTUHEOKH O500HOBRHHOID NNANAI0HA
KOMTPORS KRR NASOPATOPKA TO/IKHA YCTRHMMEATL
COGCTRONHRIO LONOBLIS IHEUOHUA KONLIOHTDALIYA W IMANAI0H
KOHUSHTPRLIWA LR HOBWEX COPWI KONTRONGA HE: KANGIOM
WWW.BMW'“W
MPOBOQMTCA HE MENES 2D NOGTOPOS HA NPOTHKEHAN HECKOMLXHX

KOHTPONR KRUCTER, CIORYRTS NpImATOR

*  (lOCne SArPYSKK B CHOTEMY HOBOR CODUM PBACENTE KW
KAMEHETOPA RPORSPLTS PEIYNLTATH "
KRUTEPHN DHIMIIOMOGTH, PONA KRYAOTER

) Abbott
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M3-3a pasnuuuii B coctaBe aHanuTa W/unn MaTpuKCOB MaTtepuasbl
BHeLIHero KOHTPO/A kayecTBa M 06pasLbl MOMyAALNOHHbIX
nccnefoBaHuii MOryT nokasbiBaTb pas/inuHbie pesynbTatbl

B pa3sHbix TecTax Ha XY, KOHTpo/bHble MaTepuasibl Kakux-

nnéo apyrux npoussogutenei, kpome Abbott, n TecTupyembie
mMaTepuasbl NONYNSLUOHHBIX UCCEf0BAHNA MOTYT coepxartb
BbICOKME YPOBHW CBOGOAHOI GeTa-cybobeanHnLbl Monekynbl XMY.
KoHTponbHble MaTepuasbl Kakux-nn6o Apyrux npoussoanTeneit,
kpome Abbott, 1 TecTupyemble MaTepuanbl NMOMyAALNOHHbIX
nccnefoBaHuii MOryT reHepupoBaTh pasHble pesysbTaTbl Npu
CpaBHEHNM TECTOB, BbIABAAKLWMX Leny mMonekyny Xry n obwuii
P-XIY. Kaxpgoi nabopatopun pekomeHAyeTcs onpenenutb
BO3MOXHOCTb MCMOMb30BaHNSA KOHTPONILHOTO MaTepuana fns
OT/Ae/IbHbIX UMMYHOAHA/IM30B W BanWANpoBaTb MaTepuan nepeg
1Cnosb30BaHNEM.

PekoMmeHgaumm no npoueAype KOHTPONSA KayecTBa
PekomeHpaLnu no npouefypam KOHTpons kavecTsa naGopaTtopumn
cm. B "Basic QC Practices", James O Westgard, Ph.D."*
MoateepHafeHve 3asB/€HHbIX XapakTepucTuk Tecta

MpoTOKO/bI ANA NOATBEPXKAEHNUA 3asB/IEHHbIX B WHCTPYKL MK

no NPMMeHeHUIo XapakTepucTuk Tecta cM. B PykoBoAcTee

no akcnnyatauum Alinity ci-series. Pasgen "MoaTsepxaexHne
3asB/IEHHbIX XapaKkTepucTuk Tecra.

m PE3Y/IbTATDbI
Pacuet

TecT Alinity i Total p-hCG ucnonb3yeTt yeTblpexnapaMmeTpuyeckuii
norucTuyecknii MetTod annpokcumaummn kpuson (4PLC,
Y-B3BeLLEHHas, KpUBas) A1 NOAyUYeHUs KanmbpoBOYHON KPUBOW 1
pesynbTaTos.

MHhopmaumio 06 anbTepHaTUBHbIX eAUHULAaX U3MepeHus
pesynbTatos Tecta cM. B pasgene MNPOLIEAYPA PABOTbI

HA AHAJI3ATOPE, "AnbTepHaTuBHbIe €AUHULLbI U3MepeHus
pe3ynbTaToB” AaHHOW WHCTPYKLMN NO NMPUMEHEHWIO.

VHTepnpeTauus pesynbTatoB

Mpu KayecTBeHHOW MHTepnpeTauun pesynbtatoB Tecta Alinity i
Total p-hCG o6pasubl ¢ ypoBHSAAMU KOHUEHTpaunii P-XIY Huxe
nnm pasHbiMu 5.00 mlU/mL (5.00 IU/L) 6yayT nmeTb cTtaTyc
"OTPULIATE/NbHbIN" B none WHTEPMPETALIVSI B OKkHe pe3ynbTaTos
TecTa Wn B BbIBEJEHHOM Ha neyaTtb oTyeTe.

O6pasLbl C YpOBHAMU KOHUEeHTpauuii p-XI'Y Bbiwe nan
paBHbIMM 25.00 mIU/mL (25.00 IU/L) 6ygyT nmeTb cTtaTyc
“NMONOXNTENBHbIRA".

[ins 06pa3uoB C YyPOBHAMW KOHUEHTpauuin p-Xry sbiwe

5.00 mlU/mL (6.00 IU/L) n Hwke 25.00 mlU/mL (25.00 IU/L)
6yayT cOO6LATLCA TONBKO 3HAYEHNA KOHLUeHTpauuii. Ana Takux
pesynbTatoB NHTepnpeTauyus He coobujaeTcs.

dnarn

PesynbTarbl HEKOTOPbLIX TECTOB MOTYT COMPOBOXAATLCS
nHhopmauyein B none “donarn”. OnucaHue dnaros, KOTopble MOryT
NosiBNATLCA B 3TOM Mosie, CM. B PykoBoAcTBe MO 3KcnyaTtayuu
Alinity ci-series. Pa3gen 5.

VHTepBan1 nsamepeHus

VHTepBan nsMepeHns onpegensieTca kak AnanasoH 3HayeHuit B
mlU/mL (IU/L), KOTOpbIA COOTBETCTBYET rpaHuLaM npuemnemblx

pabounx xapakTepuCcTUK A1 INHEAHOCTU, BOCNPOU3BOANMOCTMN U
OTK/IOHEHNS1.

WHTepBan n3mepenns tecta Alinity | Total p-hCG coctaBnset 2.30 -
15 000.00 mlU/mL (2.30 - 15 000.00 IU/L).

| orPAHMYEHKA MPOLIEAYPbI

e [laHHbI TECT NO3BONSAET BbIABNATL Kak Lenble (MHTaKTHble)
mMonekynbl XY, Tak 1 cBo6oAHblE Cy6beanHuLbl P-XIY.

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

B gnarHoctuueckux uensx pesysnbraTel Tecta Ha XY Bcerga
cnefyeT UHTepnpeTUpoBaTb B COBOKYMHOCTU C APYrMMu
[aHHbIMU; Hanp., nctopueit 60nesHn naymeHTa, cMMNToMamu,
pesynbTatamiu 4pyrux TeCTOB, KAMHNYECKUMU NPOABAEHNAMU
n ap. AnddepeHunanbHyo ANarHoCTUKY HOpMasbHOM
1N BHEMATOYHON GEPEeMEeHHOCTU HEBO3MOXHO MPOBECTU
TO/IbKO Ha OCHOBaHWW onpefeneHns KoHueHTpauumn Xy,
PesynbTaT, Nony4YeHHbIi NP NOMOLLM [aHHOro Tecta unu
APYrUX AnarHocTUYeCcKNX TecTos, caefyeTt NCnonb3oBaTb
N paccMaTpuBaTtb TO/IbKO C y4eTOM 06l el KNMHUYeCKoi
KapTuHbL.'" 4
Ecnun pesynbTatel Tecta Ha XY He COOTBETCTBYIOT UM He
noATBEPXAAOTCA KINHUYECKON KapTUHOIA, pekomeHgyeTcs
ncnonb3oBaTh Apyroii metop onpegenenna XY ans
noATBEPX/eHNs pesynbTatoB. ATO MOXeT Bk/o4aTb B cebs
KauyecTBeHHoe onpegeneHne XY B move. OTcytcTBue XM B
MOuYe No3BONSET npegnonaraTb SI0XHO NOBbIWEHHbIA pe3ynbTar
nccneaoBaHNA CbIBOPOTKM KPOBU. Pe3ynbTaTbl Takxe MOryT
6bITb NOATBEPXAEHbI C NOMOLLbIO CEPUIHBIX pa3BefeHunin
o6pasya. O6bIuUHO, HO He Bcerga, obpasubl, cogepxatime
MHTepepupyowme BelecTsa, AEMOHCTPUPYIOT Npun
pasBefileHun HenuHelHble pesynbTaTbl.’ ®
TecT Alinity i Total p-hCG npefHa3HayeH TONbKO ANA paHHEro
onpegenenus 6epemeHHocTn. OH He BanMAUpoBaH ANA
MCMNOMb30BAHNA B APYIMX LENsX, Takux Kak CKPUHWUHT 1
MOHUTOPWHT OMyXONei v Ap., U He AO/KEH 6blTb NCMNOMb30BaH
AN 3TOro0.
B uncne npoyero, ctabunbHO NOBbILWEHHbIE KOHLEHTpauun Xy
MOTYT 06BACHATLCA NPUCYTCTBMEM Cnefyownx gaktopos:’ @ED
- retepodubHbIX aHTUTEN
- Hecneuudu4HOro cBs3blBaHNA GENKOB
- XTY-nogo6HbIX BelwecTs
- HoBoo6pa3oBaHuit TpochobnacTuyeckon nnm
HeTpod061acTUYEOKON TKaHu
Kak v B Apyrux MMMynoXnuMnyeckux peakuusx, HenssecTtHas
MHTepdepeHLNs NekapCTBEHHbIX NpenapaToB UAN 3HA0TEHHbIX
Bel|eCTB MOXeT MOBAUATb Ha pe3ynbTaTbl.
YBenuueHue KoHueHTpauuun XY moxeT oTMevatbCcs nNpu
HEeKOTOPbIX NATON0rMYecKnX hU3NYECKNX COCTOSTHUAX
(Hanp., HoBoo6pasoBaHuAX U3 TpodobnacTnyeckon n
HeTpo061acTUYEOKON TKaHW); pe3ynbTaTbl 4AHHOTO TecTa He
[O/MKHBI 6bITb MCMOMB30BaHbI B LENsX AMarHoCTUKN Nog06HbIX
naTo/IorMYecKknx COCTOAHWIA. IMelTca faHHble 0 nauyueHTax,
KOTOpbIM 6blNa Ha3HauyeHa ownboyHaa MeankamMeHTo3Has
Tepanus n Xupypruyeckme BMellaTenbCTBa, BKAYas
XMMUOTEepanuio 1 rmcTEP3IKTOMUIO MPU UCNONb30BaHUN
pe3ynbTatoB XY ans gnarHOCTUKM aHOMasibHbIX
COCTOSHUN.®®' @
Mpn Hanuuun nHTepdeprpyloW X BewecTs (Taknx Kak
retepounbHble aHTuTena, 6enku Hecneynduyeckoro
cBA3bIBaHMA unn XMY-nofo6Hble BelwecTsa), TeCTUpoBaHue
BefeT K NONYYEHMUIO I0XHO NOBbILEHHbIX UN JTIOXHO
NOHWXEHHbIX pe3ynbTatoB. [laHHble MHTepdepupyowmne
BelecTBa MOTyT NPMBOANUTL K MNOSYYEHMUIO OLIMGOUYHbIX
pe3ynbTaToOB Ha BOEM [uanasoHe TecTa, a He TO/bKo npu
HU3KNUX YPOBHSIX KOHL,EHTpaLnn, 1 MOryT ykasbiBaTb Ha Hanuuune
XIY npu ero oTcyTCTBUMN.
Hanuume o4yeHb HU3KMX KOHLEeHTpauui XMY He ucknwouvaet
6epemMeHHOCTU. Huskue ypoBHu XY moryT HabnwgaTbcs uy
KNUHWYECKN 3[10POBbIX HEGEpPEMEHHbIX XEeHLNH. Tak kak npn
HOpMasnibHOM TeuyeHun 6epemMeHHOCTH ypoBeHb XY yaBanBaeTcs
Kaxble 48 4acos, y NauuMeHTOB C O4YeHb HU3KUM ypoBHem XY
cnepyeT NpoBecTW MOBTOPHbI c60p o6pa3uoB Yepe3 48 yacos
1 NOBTOPHO NpoOTecTMpoBaTh 06pasLpl.®® @R @R

FH Abbott



*  O6panibi OF XHAUMH B NOCTMEHONAYIS MOFYT NOKAILIBETS
ONAGO NOSLANHHMA PENTHTAT, HO UMGIOULIW OTHORISHMA K
GEPOMEHHOOTH. TN AN HIBANLLINK MGNKNTENbHLX
POIYNLTHTON FPHHATON NAGOPATOPHOM NPAXTHKDA ABAMETOR
NOSTOPHOS TECTHDOBRHNG LBPE3 48 UBCOR NOCNE MOBTOPHOMD
050pa 05PAIUS WIH TEOTHROBAHWS © HONO/ILICHRNIEN [PYIIK
NETOO0S DuABNOHMA X,

® B CORIW C BLICOKDA VYBCTENTRIBHOCTLIO TOOTA 06PN
© NONDKMTENGHLM POYILTATOM, COBPANHLIS B TOUBHING

¢ OGPasub, NOMYUSHHLIS OT NRUNEHTOR, KOTOPLIS NPHUMAINA
NPONAPATL, HITOTORMHHLIG HR OCHOBE MOHOKTIOHRMLHMX
MONIWHEOC BHTHTEN, B AMAMHOCTIECINNG HAK TOPMOETHYECKIO
USRSX, NOFYT DOROIIKATL VBNIOMIUECIHE AHTUTESIA NDOTHE
MURDMHLDC AHTHTEN (HAMA). Monobuoie 08paaub npw
WOCSHNOEAIMN B TOCTAX, HCTIONLIYIOLINX MOHOKAOHRALHNG
MLMUMNLIS SHTHTENS, TAION Kiu Alinity | Total $-hCG , maryT
DRMOHOTDMPOSETL NIOKHO SRELILIEHHMNE MM IOKHO SMNDIHINE
PENTHTATH. [InR NOCTANOBKI AMETHOZE NCKET NOTPIGOSETLES
DONOIMHTAIIHAS WHGOPMALWA, O 20

POAYNLTATH! MAMYHORKAMKIA It VD, FIRLINOHTES, HAXORAUIWECS
@ MPHBLINHOM KOHTAKTS G JKUBOTHLING rWE0 G NPORYKTINH,

NONYUSHHVIMN K3 CLIPOPOTKH KROBH XMBOTHRE, § GonuLIeR

B OKUAAEMbBIE SHAMEHUA
B SANHOM DRINENG NPSACTABNSHL! AXHHME NO PENPEISHTATHINLIM

Tax xnx XY B HOPIMB CHHTOIHDYETCS H COKPOTHPYSTCA
TINBASOHTRDHEIMM KNSTKIMW MM MX NPOIIIOCTESHHUKEMM,
KOHUSHTRALMA XY ¥ 200p086IX HOGOPOMOHHLI JBHILINH ABNISTCH
OUBNL HIIKOH MIN B8 SHINGHUE HEEOIMAKHT ONPAAANTD.
Sunavern KoMLOHTRALWE B-XTY, ONPENNASNLIe B CLIBOPOTKE KPOBK
HOGODOMOHHLI XMHLLMN, IAK CROTYET HI CELIWANLHON NUTIPRTYP,
cocraansoT < § MIU/ML. KorueHTpauw B-XTH & satepmHeol
CHIBOPOTXS KPOSH PEIKO MOBLALAIOTCN HR PRHHOA CTANMM
GopemermiocTi. Yposnn B-XNM @ auanasone § - 26 milifmL moryT
YKAIUISETI M POHION GOPOMEIHOCTL, SHAUBHIN KOHUSHTPALIW
B-XTY 08I0 OCTINMOT NIKR B TEUSHUE NBPETO TPUMSCTPE
GOPOMENHOCTH, 3 SETEM MATNEHHO CHINKAIOTCR B CRERVOWENA R3S
GopementocTn.2. 22 20.31

OBpasus 190 GopemerHLL XAHILIWH Gbif PAIIENEIM HA YSTLIPS
[PYTING 8 COOTBOTOTEMMN & KOIWMMECTEOM HOAND OT NOCIRIHETO
MEHOTPYRNLMOTO Umnn (MIMLL 110, 11418, 18-22, 23-40) »
necnenosatts & Yects ARCHITECT Total -hCQ, Pesynbrams
NPSOCTABNGHL B TABIMUS HIOKS,
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Hepenn Dmanuacns (myml) (WL
moone ML
{noonapmk

2.5-4 9,50

Kon-00 Man, Maxo. NROWSHTWAL  NDOUINTING
1-10 0 <I204740 M B
1.15 80 18908 47485
8.2 0 0 5029
23.40 80 1588 6501t

8 CNELUMPUUECKNE PABOMUE
XAPAKTEPMCTHKWA

B DRHHOM DANING NPONCTARNGHL: NRHHLIE MO PENPEISHTATHIHLIM
PAGOUM XAPAKTOPMCTICN. POSYITATE, RAMTYUSHHLES B OTASLHLX
NSOPATOPINY, MOFYT CTIWUITECR OT NPUBGEMHHLIX JBHHLEG

Ha axanusatope Alinity | 1 cuoTeme ARCHITECT | System
HCNONLIYIOTCA QOHH H T NS PORTBHTLI M COOTHOWSHIA OBPAIUNS
POATOHTS.

ECnu #9 YKR3AHO DYTOS, 506 HOCHMDOSAHUA NPOBOOMANOL Ka
anamaaTops Alinkty |,

BoCNPONIBOAMMOCTS
BOonporsnomsmocTs sHyTpH MaGopaTOpHM

BoinG NPOsAnsHO HCCNEA0EAHUE B COOTRETCTIM ¢

poxomeHa MM QoxyweHTa CLEI EPOS-A2, oo nposensHo
WOCNOROBANNG C NOTIONLICEAHMEM 2 copmd O6IWA B-XTY
Pesrentos {Alinity | Total B-hCG Reagent Kit), OSwwh B-)X0Y
Kamwiparopos (Alinity | Total B-hCG Calibrators) ¥ OBy B-XrY
Konvponueaix maTepuancs {Alinity | Total B-hCG Controls) 1a 2
SHRTMIATOPAX, THit RSN Gelni NPOTECTUPOBIHDI HO MEHES UM §
2 nosTopax 2 Pasa & fieM B TeuRHMe 20 e, 32

BUyTps Sopan
Cpomme _ISTOPROMNTL)  Buyvpm AsSeparopun (obupe)®

Qg Kem  mitiel (-] <3
MAN B8 o L] {fismzson®)
] N B3 0844 83 1.9 51
#9541.416) (48835)
2 399 751 100 14 14.009 19
(MBR297.734) (1523

3 B HNK NN 15 10178 22

(5.840-181811)  {1.72.7)

2 BOMAST BAPHAGENLHOCTY: BHYTPW COPUK, MENTY COPMAMI I
MK EHAMN.

® MORMIMANLHOS H MAKSHMENEHOO SHEMeIMA CKID win %KB ans
KOKAOR KOMBHHEIIHN COPYN PEATOHTA M ARLINVIETOPA,

N0 PEYTHTATAM HOCNSTORIHMN OSDRIUOE C HIIKUNS YPOGHANM
KOHUSHTPALMN SHANUTA & N 3 60 nosTopaX.
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MKO onpepeneH kak camasi HA3Kas KOHLEHTpauus ¢
MakcumasibHbIM 3HayeHnem BocnpoussogmmocTtn 20% KB no
pesynbTatam UccrefoBaHNs 06pasLoB C HU3KUMMW YPOBHAMU
KOHUEeHTpauun aHanuta B n r 60 nosTopax.

NnHelHOCTb
BblfI0 NpoBeAeHo nccnefoBaHne B COOTBETCTBUU C
pekoMmeHgaumamu gokymeHta CLSI EP06-A.

JNInHeliHOCTb JlaHHOTO TecTa coxXpaHAaeTCs B MHTepBane M3MepeHus
2.30 - 15 000 mlU/mL (2.30 - 15 000 IU/L).""

AHanutnyeckas cneyn MYHOCTb

Bbifio npoBefeHo nccnefoBaHne B COOTBETCTBUN C
pekoMeHgaumammn gokymeHta CLSI EP07-A2. O6pasubl,
cofepxallime Kpocc-peakTaHTbl, NepeuncneHHble Hke, Gbln
nccneposaHbl B Tecte Alinity i Total p-hCG Ha aHanusaTope
Alinity I. Kpocc-peakTuBHOCTb 6blna paccuuTaHa Kak npoueHT
UHTepepeHunn Ana 06pasLoB CO 3HAYEHNAMW KOHLEeHTpaLuii
p-XrYy > 25 mlU/mL (> 25 IU/L) n cocTtaBuna meHee 10%

ANA KaXAO0ro kpocc-peaktaHta. O6pasubl ¢ KOHUEeHTpaunei
P-Xr4y S 1.2 mlu/mL (s 1.2 IU/L) oyeHnBanucb Ha 3HayeHue
KOHUEeHTpauuun. Pesynbtatel coctaBunm £ 1.2 mlU/mL (£ 1.2 IU/L)
ONA KaXAoro Kkpocc-peaktaHta. Cm. tabnuuy Huwke. ®

KoHueHTpaums p-Xr'd

> 25 mlu/mL £1.2mlU/ml.
(> 251UL) (£1.2 1ULL)
CpepHee 3Ha4eHve
KoHLieHTpaLys KOHLieHTpaLmm
Kpocc-peakraHt Kpoco-peakTaHTa % uHTepbepeHLmmn (mlu/mL) (IUL)
100plU/mL -0.6 HeBO3MOXHO
nr onpesenm T,
250 miu/mL 13 HeBo3MOXHO
m onpesen T,
150mlu/mL -1.0 HeBo3MOXHO
ecr onpesenm T,
Anbtha-cybbeamHmLa 500 mlU/mL -1.2 HeBo3MOXHO
Xy OnpeAenTs

MHTepthepeHuns

MoTeHUuManbHO MHTeptepupyloLLme 3HAO0TeHHble BeljecTBa
BblsIo NpoBeAeHO UccrnefoBaHne B COOTBETCTBUM C
pekomeHpaunamm gokymenta CLSI EPO7-A2.@®

% nHTEpdhepeHLn
MoTeHUManbHO uHTEpPdepu- KoHLieHTpauws 7.00 miu/mL ~ 50.00 miU/mL
pytoLme BelecTsa nHTepbepeHTa (IUL) (IUL)
BuvpyonH <20mg/dL -3.6 -3.0
(KOHBHOMVPOBAHH )

BuvpyonH < 20 mg/dL -14 -05
(HEKOHBIOTMPOBAHH )

emornobnH <500 mg/dL -1.2 -1.4
OBLLyiA Genok <12g/dL 84 -10.3
Tpurnvuepvap! <3000 mg/dL -2.9 14

CpaBHeHne MeTo[0B

BbiNno NpoBefeHo uccnefoBaHne B COOTBETCTBUM C
pekomeHgauuammn gokymeHta CLSI EP09-A3 ¢ ucnonb3oBaHuem
MeToda perpeccum [lemuHra.-

Tm Epunn- Ko Koaddh. kop- lMepece- Ha-  [lnanasoH KoH-

o6pasua bl BO  pensuMM  YeHne KIOH  LieHTpauum
Alinity! CbBopotka mlU/mL 109 1.00 0.18 099 2.40-
Tod phOG  Kkposn  (IUIL) 14 866.03
B CPaBu.c
ARCHTECT
Taod 6-hCG
MNepeHoc

MepeHoc oT o6pasua, cogepxatwero 1 000 000 miU/mL p-hCG
K conpefensHomy o6pasuy ¢ koHueHTpauueit O mliU/mL p-hCG
cocTtasun meHee 7.5 mlU/mL p-hCG.
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Alinity u ARCHITECT Sanm0TCR TOPTORLIMH MADKAMMN KOMRAMIM
Abboit Laboratories B pasmesntt oprcokumax. Bos ppysve
TOProGwE MAPKN ABIMOTCA COSCTRRHHOCTRI0 COOTRETCTEYIOWINX

Ce

Panaxuns: mapT 2018 r,
©2010, 2018 Abboit Laboratories

ABTOPRIOSSHHLI NPOACTABNTANL NITOTOBHTONA HE TOPPATOPIN
POOCHN ¥ APYTNX OTPIN CHI™:

OBUECTBO G OTPAHIMBHHON OTRTCTIONHOOTLO “J660TT
NaGoparopus”, 125171, Pocoms, r. MOcKea,

Nemnwpanckos woces, 16A, ctposrue 1,

Tam: +7 (495) 258 42 80; ¢axo: +7 (495) 258 42 81




MPNNOXEHNE

K UHCTPYKLMN MO NpuMeHeHuto Habop peareHTOB /151 KOJIMYECTBEHHOIO M KaYeCTBEHHOIO ornpeaesneHuns
o6uwero p-XrfY MMMyHOXeMUKOMUHECLLEHTHBIM METOAOM B CbIBOPOTKE U Msla3Me KPOBU YesloBeka Ha
MMMYHOXMMUYecknx aHanmnaatopax Alinity i «O6wunin p-XIr'Y PeareHTtbl (Alinity i Total p-hCG Reagent
Kit)» gna Poccun

yCcnoBuda TPAHCMOPTUPOBKW n XPAHEHWA

M3pgenne pekomeHAyeTCcs TpaHCNoOpTUpoBaTb Mpu TemnepaTtype 2-8°C. N3genne ocTtaeTca CTabWU/IbHbIM
[0 OKOHYaHMA CpoKa roAHOCTM, YKa3aHHOro Ha ynakoBke. [pu TpaHCNOPTUMPOBaHWU C HapylleHWem
TeMnepaTtypHOro pexuvma usgenve He MNO4MEXUT MPUMEHEHMIO. TpaHCNOPTMPOBKa OCYLLeCcTBsSeTCA
BCEMU BuAamMu TpaHCnopTa B KPbITbIX TPAHCNOPTHbLIX CpeAcTBax B COOTBETCTBMN C NpaBuiamMn nepeBo3Kn
rpy3oB, AeACTBYIOLWNMN Ha KaXAO0M BuAe TpaHcnopTa.

XpaHeHne n3gennini Ao/MKHO OCYLEeCTBAATLCA Npu TemnepaTtype oT 2 °C ao 8 °C B X0N104U/bHbIX KaMepax
WM B XON04WN/IbHUKAaxX, 06ecneymBaroWmnxX pernameHTUpPoOBaHHbIN TeMnepaTypHbIA PEXUM.

rapanTtuiinbie OBA3ATE/NBbCTBA

MpousBognTenb rapaHTUpyeT, 4YTO MpU NPaBWILHOM XPaHeHUW W o6palleHnn u3genve ocTaeTcs
CTabUIbHbIM A0 NCTeyeHnAa cpoka rogHocCTu. MakcuMasibHbI CpPOK rogHoOCT™M MeaAuLIMHCKOro mnsaenna He
6onee 12 mecsUeB C gaTbl NPOU3BOACTBA. M3aenne, XxpaHUBLLEECS C HApYLIEHUEM PernaMeHTUPOBaHHOro
npomnssoguTesnieM pexumma, NpuMeHEHUO He NoANTEXNT.

TEXHNYECKOE OBCNYXWBAHWE
He TpebyeTcs.

TEeKyuwmihi peMOHT
He TpebyeTcs.

OAHHBIE ONA YTUNN3AUNA N YHUUTOXEHNA MEOANUNHCKOIO N3AENNA

MeguunHcKoe u3genue YTUAN3MPYIOT W YHUUYTOXAaKT B COOTBETCTBUMM C npaBunamu obpaleHns ¢
MeAUUVHCKUMN OoTXodamu, pernameHtupyrowmmmcs CaHlMuH 2.1.7.2790-10 ot 12.12.2010 «CaHUTapHO-
annaemMuosiorniyeckne TpeboBaHna K o6palleHno ¢ MeSULMHCKAMU OTXO4aMmn».

Heob6xoaumo cnefoBaTb HauuoOHa/lbHbIM CTaHgapTaM npu nepegadvye u yTuansauum U3[enus, ero
KOMMOHEHTOB W YNaKOBKWN.

MEPEYEHb CTAHOAPTOB. KOTOPbIM COOTBETCTBYET MEANUWHCKOE U3AENNE
ISO 9001:2008, ISO 13485:2003, ISO 13485:2003 (Bkntoyas CMDCAS)

MOTEHUMANBHbLIN MOTPEBUTENDb

MeguuunHckoe nsgenve O6wnii |3-XI'Y PeareHTbl (Alinity i Total p-hCG Reagent Kit) npegHasHaveHo ans
MCMNONb30BaHNS B Pa3/INYHbIX KIIMHMKO-1abopaTopHbIX YCMOBUSX, BK/IOYas, 6e3 orpaHuyeHus,
60/1bHNLbI, ANAarHOCTUYECKMEe LEHTPbI, peddepeHTHble NabopaTopun 1 yupexaeHns nepenmBaHus KPoBU
no BCeMy MVpy, NeEPCOHasT KOTOPbIX Npollesn o6yyeHne Nno NCnosb3oBaHuo aHanusaTtopa Alinity i

VMH®POPMALNA O HANNYNA B MEANUVNHCKOM N3AENVUN NEKAPCTBEHHOIO CPEACTBA
He copepxunt

CTEPUNBHOCTb

MocTaBnsieTcs B HecTepunbHOM Buge. CTepunusauuns nepej npumMmeHeHvem He TpebyeTcs.

NMH®OPMALNA O BO3ZMOXHOCTW NMOBTOPHOIO NPUMEHEHWA
He noanexuT NOBTOPHOMY MPUMEHEHWIO.

MATEPUWANDBI XNBOTHOIO NPONCXOXAEHNA

MaTepuranbl XXMBOTHOFO NMPOUCXOXAEHNS NPOBEPEHbI U PUCKN NpUMeHeHNs MU yka3aHbl B MNacnopTe
6e3onacHocTn. MacnopTta 6e30NacHOCTM MOXHO HalTU Ha canTe www.abbottdiagnostics.com *n
obpaTtutecb K MECTHOMY NpPeACTaBUTESO.

MOKA3AHWA N NMPOTUBOMNOKA3AHNA K NTPUMEHEHWIO
He npumeHnmo.

SLIGO CHAMBER OF COMMERCE (INC)
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3660TT NpnaHaus, Ten: + 353 43 333 1000
JAnarHoctnyeckoe nogpasfesneHue, ®Pakc: +353 43 333 1001
JlncHamyk, J1oHrdqopa,

rpadcteo JIoHrhopa, MpnaHaus

Mognucek: <nognucaHo> Jata: 29 axBapsa 2019 .

Hopa Puumkepaba

CrieLpanicT perynisTopHoro otaesna

2660TT MpnaHaws, [narHoCcTUYeCcKoe noapasaeneHune
NucHamyk, JToHrdopa

Mpathcto JloHrdops

VpnaHans
/MeyaTb: TOPFOBAA MANATA CNAVIO (MHK)
NOA/IMHHOCTbL 3ACBUAETENLCTBOBAHA JOBPOCOBECTHO

YnonHomouyeHHoe nnuo /nognucaro/ 31.01.2019 r./

W eyaTb: TOPFOBASA MANATA C/IAAMO (MHK)

3ABEPEHHbIV CEPTU®WKAT O MPOUCXOXXAEHWI/

/MevaTb: AnarHocTryeckoe noapasaeneHne 9660TT, rpaddcTso JloHrdopa/

/nognucaHo/

29 anBapsa 2019 .

MepeBof, C aHIIMINCKOTO M HEMELLKOTO 13bIKOB Ha PYCCKWIA 13bIK BbIMO/HEH MEPEBOAYMNKOM
UncTakosoit BukTopueit AMUTPUEBHOIA.

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



Poccuiickas depepaums. fropog Mocksa.

MsaToro theBpans Age ThicAYM AeBATHaALATOro roga.

A, bBaxTaase 3nbMupa KOpbeBHa, HOTapuyc r. MOCKBbI, cBUAETENLCTBYIO MOA/IMHHON»-
nepesogunka UYnctsakoBon Buktopum JMUTPUEBHBI,

Moanunce caenaHa B MOEM NMPUCYTCTBUN.
JIn4HOCTb noanvcasLlero AOKYMEHT YCTaHOBJIEHA.

3apervctpupoBaHo B peectpe: Ne77/52-H/77-2019-

B3bickaHo 1o Tapudpy 100 py6.
YnnayeHo 3a okasaHue yCnyr NnpaBoBOro N TEXHNYECKOro xapakrepa: --

3.10. baxr®
lMNoanuck
/
/
MeuvaTb
/
/
Bcero npowHypoBaHoO, NPOHYMeEPOBaHO
M CKpenJjieHO neyaTtblo. B/INCTANNN
HOTaPUYC..oocveeeeee e )
Moanuckb
MpowunTo B KONMYeCTBE AN&pe
«M » 2019 roN AN N0 ; MevyaTb

[VpeKTop HanpaBieHUs
000 «MHBUTPO»

A. 2. HoBukoBa

Poccuiickas depepauus. Mopog Mocksa
Matoro cheBpansa Ase TbicAYM AeBATHaguaroro roga.
7, baxtagse Anbmupa KOpbeBHa, HoTapuyc r. MOCKBbI, CBMAETENbCTBYO BEPHOCTL KONWUW C NPEeACTaB/IEHHOTO MHe

AOOKyMeHTa.
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