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I, Rachel Hannon, Regulatory Affairs Specialist, 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 Instruction for Use. These documents
are in a full accordance with actual manuals of manufacturer.

A, Paliyen XaHHOH, CneuunanucT peryasiTOpHOro otgena, 3660TT [JuarHocTuyeckoe
Moppasgenenne WpnaHansa, duHuckauH busHec Mapk, Cnaiiro, WpnaHgna (Rachel
Hannon, Regulatory Affairs Specialist, Abbott Ireland Diagnostics Division, Finisklin
Business Park, Sligo, Ireland), “=HacToalwnmM YyLOCTOBEPAO, (4TO Mpunaraemole
[OOKYMEHTbl B HWKENpUBEAEeHHOM , 00beMe CTpaHuL, ABAATCH 7 MHCTPYKUUAMM MO
NPYMeHeHNI0.  3TW  [OKYMEHTbl  MMOSIHOCTbIO  COOTBETCTBYIOT  (haKTUYECKOM
[LOKYMeHTaLun Npon3BoauTens.

MHCTpYKUMA NO NPUMEHEHWUIO Ha MeanumnHckoe usgenune-(Instruction for Use for
medical devise)

ARCHITECT HBsAg . kayecTBeHHbIn |l
Qualitative Il Reagent)

peareHT-- (ARCHITECT HBsAg

[lo TeKCTy WHCTPYKUMM BCTPEYaArTCA BapuaHTbl /[ HAUMEHOBaHWUN  MeAULMHCKUX
U3LeNnin, npvBefeHHble B Tabnuue HWXKe, KOTOPbIEABNAIOTCA CnpaBeA/iMBbIMU U
paBHO3HauHbIMK (Instruction for Use includes the follewings true and equivalent short

names of medical devices listed in table):

HauvumeHoBaHwU
e Ha

AHTNTUMACKOM

HaunmMeHOBaHWE MEAUUMHCKOTO U3Lenna Ha
PYCCKOM A3blKe

CoKpalw, eHHoe
HanMeHOBaHMe
(no TekeTy

A3bl Ke [OKYMEeHTa)
ARCHITECT ARCHITECT HBsAg kauecTBeHHbIW Il peareHT ARCHITECT
HBsAg (ARCHITECT HBsAg Qualitative Il Reagent) HBsAqQ
Qualitative 11 Ka4yeCTBEHHbI i
Reagent Il peareHT
ARCHITECT ARCHITECT HBsAg KadecTBeHHbI Il kanubpatopbl ARCHITECT
HBsAg (ARCHITECT HBsAg:-Qualitative Il Calibrators) HBsAg
Qualitative 1 Ka4yeCTBEHHbI
Calibrators Il kannépatopbl
ARCHITECT ARCHITECT HBSsSAQ KauecTBeHHbIn Il koHTponu VARCHITECT
HBsSAg (ARCHITECT HBsAg Qualitative Il Controls) HBsAg
Qualitative 11 KayeCTBeHHbI
Controls Il KOHTpONM
ARCHITECT ARCHITECT HBsAg Ka4yeCTBEHHbI I ARCHITECT
HBsAg noagTBepXxpalplinii peareHT (ARCHITECT HBsAg HBsAg
Qualitative Il Qualitative I'€Confirmatory Reagent) KayeCTBEHHbI A
Confirmatory 1
Reagent NoATBEpPXAaloLy
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Abbott Ireland Diagnostics Division, Tel. +353 43 3331000

FInISk|In Business Park, Fax +353 43 3331001
Sligo. Ireland
ARCHITECT ARCHITECT HBsAg Ka4yeCTBEHHbI WA Il ARCHITECT
HBsAg NoATBepXAato LW ni py4HoW pasbaBuTens HBSsAgQ
Qualitative Il (ARCHITECT HBsAg Qualitative Il Confirmatory Ka4yeCTBEHHbII
Confirmatory Manual Diluent) 11
Manual Diluent noATBeEpP X Aato L,
VA py4YHO
pa3baBuTenb
Cocras:
# Title Number
ofpages
I. Instruction for Use for the ARCHITECT HBsAg Qualitative Il 9
Reagent with ADDENDUM for Russia.
2. WHcTpykyms no npumeHeHnto «ARCHITECT HBSAQ KavyeCTBEHHbIi 10

Il peareHT (ARCHITECT HBsAg Qualitative |11 Reagent)» c
MPNNOXEHWNEM ansa Poccun.

Date:6?\

Rachel Hannon,

Regulatory Affairs-Specialist

Abbott Ireland Diagnostics Division
Finisklin Business Park, Sligo, Ireland

SUGO CHAMBER OF COMMERCE (INC)

CERTIFIED CORRECT INALL GOOD FAITH

Authorised Official
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ARcCHI en

HBsAg Qualitative-ll

SYSTEM REF,‘2G22
B2G220
G34444R06

Read Highlighted Changes
Revised April 2019

HBsAg Qualitative Il

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

Package insert instructions must be carefully followed; Reliability of assay results cannot be guaranteed if there are any
deviations from the instructions in this package insert;

Key to_symbols used

REF List Number CONTROL NO. Control Number
in vitro Diagnostic Medical ,
IVD Device REACTION VESSELS  Reaction=Vessels
Lot Number
REAGENT LOT Reagent Lot

Expiration Date

_ [REPLACEMENT CAPS|  Replacement Caps
Serial Number

SAMPLE CUPS Sample Cups
Store at 2-8'C
SEPTUM Septum
Caution Warning: May cause an
VARNING SENSITIZER. ey eaction
C a Consult/instructions for use o Global Trade Item
Number
Manufacturer PRODUCT OF-IRELAND Product of Ireland

See REAGENTS section for a full explanation-of symbols used in reagent
component naming.

Abbott
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NAME
ARCHITECT HBsAg Qualitative Il

INTENDED USE

The ARCHITECT HBsAg Qualitative Il assay is a chemiluminescent
microparticle immunoassay (CMIA) for the qualitative detection of
hepatitis B surface antigen (HBsAg) in human serum and plasma including
specimens collected post-mortem (non-heart-beating).

The ARCHITECT HBsAg Qualitative Il assay is intended to be used as an
aid in the diagnosis of HBV infection and as a screening test to prevent
transmission of HBV to recipients of blood, blood components, cells,
tissue and organs.

SUMMARY AND EXPLANATION OF TEST

The causative agent of serum hepatitis is hepatitis B virus (HBV) which
is an enveloped DNA virus. During infection, HBV produces an excess of
hepatitis B surface antigen (HBsAg), also known as Australia antigen, which
can be detected in the blood of infected individuals. It is responsible for
binding the virus to the liver cell and is the target structure of neutralizing
antibodies.HBsAg is the first serological marker after infection with
HBV appearing one to ten weeks after exposure and two to eight weeks
before the onset of clinical symptoms.*-"* HBsAg persists during this acute
please and clears late in the convalescence period. Failure to clear HBsAg
within six months indicates a chronic HBsAg carrier state.

HBsAg assays are used to identify persons infected with HBV and to
prevent transmission of the virus by blood and blood productsias well
as to monitor the status of infected individuals in combination with, other
hepatitis B serological markers.” In most countries, testing for HBSAg is
part of the antenatal screening program to identify HBV infected mothers
and to prevent perinatal HBV infection by subsequent immunization.®

BIOLOGICAL PRINCIPLES OF THE PROCEDURE

The ARCHITECT HBsAg Qualitative Il assay is a one-stepsimmunoassay
for the qualitative detection of HBsAg in human serum and-plasma using
CMIA technology, with flexible assay protocols, referred.to-as Chemiflex.
(Note: Ancillary Wash Buffer is added in a second incubation step, so the
assay file performs a two-step assay protocol).

In the ARCHITECT HBsAg Qualitative Il assay, sample; anti-HBs coated
paramagnetic microparticles and anti-HBs acridinium-labeled conjugate
are combined to create a reaction mixture. HBSAg present in the
sample binds to the anti-HBs coated microparticles‘and to the anti-HBs
acridinium-labeled conjugate. After washing, ancillary wash buffer is
added to the reaction mixture. Following another wash cycle, pre-trigger
and trigger solutions are added to the reaction mixture. The resulting
chemiluminescent reaction is measured as refative light units (RLUs). A
direct relationship exists between the amount of HBsAg in the sample and
the RUJs detected by the ARCHITECT / System optics.

The presence or absence of HBsAg in ‘the sample is determined by
comparing the chemiluminescent signal.in'the reaction to the cutoff signal
determined from an active calibration:If the chemiluminescent signal in
the specimen is greater than or equalto’'the cutoff signal, the sample is
considered reactive for HBsAg.

For additional information on system and assay technology, refer to the
ARCHITECT System Operations Manual, Section 3.

REAGENTS

Reagent Kit, 100 Tests/500 Tests

NOTE: Some kit sizes are not-available in all countries or for use on all

ARCHITECT mSystems. Please-contact your local distributor.

ARCHITECT HBsAq Qualitative Il Reagent Kit f2G22)

¢ Imicroparticlesl|1 or4 bottles (6.6 mL per 100-test bottle/27.0 mL
per 500-test bottle) anti=HBs (mouse, monoclonal, IgM, IgG) coated
microparticles in MES"buffer with protein (bovine serum albumin)
stabilizer. Minimum_ concentration: 0.08% solids. Preservatives:
ProClin 300 and ProClin 950.

* lIconjuoate] 1.0r4 bottles (5.9 mL per 100-test bottle/26.3 mL per
500-test bottle) “anti-HBs (mouse, monoclonal, 1gG) and anti-HBS
(goat, IgG) acridinium-labeled conjugate in phosphate buffer, with
human plasma and protein (bovine serum albumin, fetal bovine serum,
goat 1gG, mouse1gG) stabilizers. Minimum concentration; 0.35 pg/mL.
Preservatives: ProClin 300 and ProClin 950.

* IaNCILLARY WASH BUFFER | 1 O 4 bottles (5.9 mL per 100-test bottle/
26.3 mL._per-500-test bottle) ancillary wash buffer containing MES
buffer. Preservatives: ProClin 300 and ProClin 950.
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Other Reagents

ARCHITECT i Pre-Triooer Solution

* |PRE-TRIGQER solutiom| Pre-trigger solution containing 1.32% (w/v)
hydrogen peroxide.

ARCHITECT i Trigger Solution

* ITRIOGER sOLUTIolil Trigger solution containing 0.35 N sodium
hydroxide.

ARCHITECT / Wash Buffer

* [wash buffer! Wash buffer containing phosphate buffered saline
solution. Preservatives: antimicrobial agents.

WARNINGS AND PRECAUTIONS

* [IVP|

« Forin vitro Diagnostic Use

«. Package insert instructions must be carefully followed. Reliability of
assay results cannot be guaranteed if there are any deviations from
the instructions in this package insert.

Safety Precautions

)I( CAUTION: This product contains human sourced and/or
potentially infectious components. Refer to the REAGENTS section
of this package insert. No known-test method can offer complete
assurance that products derived from’ human sources or inactivated
microorganisms will not transmit “infection. Therefore, all human
sourced materials should be considered potentially infectious. It is
recommended that these reagents, and human specimens be handled
in accordance with the OSHA"Standard on Bloodborne Pathogens”.
Biosafety Le\«l 2® or other appropriate biosafety practices®-"® should
be used for materials that-contain or are suspected of containing
infectious agents.

The Conjugate contains:human plasma that is nonreactive for HBsAg,
HIV-1 Ag or HIV-1 RNA,anti-HIV-1/HIV-2 and anti-HCV

The following warnings-and.precautions apply to these components;

* Microparticles

« Conjugate

« Ancillary Wash Buffer

b

WARNING: Contains methylisothiazolones

H317 May cause an allergic skin reaction.

Prevention

P261 Avoid breathing mist / vapours / spray.

pP272 Contaminated work clothing should not be allowed
out of the workplace.

P280 Wear protective gloves / protective
clothing / eye protection.

Response

P302+P352 IF ON SKIN; Wash with plenty of water.

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

P363 Wash contaminated clothing before reuse.

This material and its container must be disposed.of-in a safe way.

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

* Foradetailed discussion of safety precautions.during system operation,
refer to the ARCHITECT System Operations Manual, Section 8.

Handling Precautions

« Do not use reagents kits beyond the expiration date.

« Do not pool reagents within a kit or between reagent kits.

* Before loading the ARCHITECT HBsAg-Qualitative Il Reagent Kit on
the system for the first time, the microparticle bottle requires mixing
to resuspend microparticles that may have settled during shipment.
For microparticle mixing instructions, refer to the PROCEDURE, Assay
Procedure section of this package insert.
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¢ Septums MUST be used to prevent reagent evaporation and
contamination and to ensure reagent integrity. Reliability of assay
results canrK)t be guaranteed if septums are not used according to
the instructions in this package insert.

« To avoid contamination, wear clean gloves when placing a septum on
an uncapped reagent bottle.

« When handling conjugate vials, change gloves that have contacted
human serum or plasma, since introduction of human 1gG or IgM
will result in a neutralized conjugate.

* Once a septum has been placed on the reagent bottle, do not
invert the bottle as this wilt result in reagent leakage and may
compromise assay results.

« Over time, residual liquids may dry on the septum surface. These
are typically dried salts and have no effect on assay efficacy.

* For a detailed discussion of handling precautions during system
operation, refer to the ARCHITECT System Operations Manual,

Section 7.

Storage Instructions
n /e

2C 4 The ARCHITECT HBsAg Qualitative Il Reagent Kit must be
stored at 2-8'C in an upright position and may be used immediately
after removal from 2-8*C storage.

* When stored and handled as directed, the reagents are stable until
the expiration date.

* The ARCHITECT HBsAg Qualitative Il Reagent Kit may be storedon
board the ARCHITECT i System for a maximum of 30 days. After
30 days, the reagent kit must be discarded. For information on tracking
onboard time, refer to the ARCHITECT System Operations Manual,
Section 5.

« Reagents may be stored on or off the ARCHITECT / System. If reagents
are removed from the system, store them at 2-8'C (with septums and
replacement caps) in an upright position. For reagents stored off the
system, it is recommended that they be stored in their originalitrays and
boxes to ensure they remain upright. If the microparticle bottle does
not remain upright (with a septum installed) while in refrigerated
storage off the system, the reagent kit must be .discarded. For
information on unloading reagents, refer to the ARCGHITECT System
Operations Manual, Section 5.

Indications of Reagent Deterioration
When a control value is out of the specified range;”it may indicate
deterioration of the reagents or errors In technique. Associated test
results are invalid and samples must be retested. Assay recalibration may
be necessary. For troubleshooting information, refer to the ARCHITECT
System Operations Manual, Section 10.

INSTRUMENT PROCEDURE

* The ARCHITECT HBsAg Qualitative Il assay.file (assay number 628)
must be installed on the ARCHITECT i System before performing the
assay.

* For detailed information on assay file_installation and viewing and
editing assay parameters, refer to the ARCHITECT System Operations
Manual. Section 2.

« For information on printing assay parameters, refer to the ARCHITECT
System Operations Manual, Section_5.

e For a detailed description of system procedures, refer to the
ARCHITECT System Operations Manual.

SPECIMEN COLLECTION AND PREPARATION FOR ANALYSIS
Specimen Types
* The specimen collection tubes listed below were verified for use with
the ARCHITECT HBsAg Qualitative Il assay. Other specimen collection
tubes have not been tested with this assay.
¢ Human serum (including serum collected in serum separator
tubes)
* Human plasma collected in:

Lithium heparin Sodium heparin

Dipotassium_EDTA CPD
Tripotassium, EDTA CPDA-1
Sodiumcitrate ACD

Potassium oxalate /
sodium fluoride plasma

Plasma separator tubes
(lithium_heparin)
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« Performance has not been established for the use of body fluids other
than human serum or plasma.

» Performance has been established for the use of cadaveric blood
specimens (specimens collected post-mortem, non-heart-beating), for
details refer to section TESTING OF CADAVERIC BLOOD SPECIMENS.

* Liquid anticoagulants may have a dilution effect resulting in fower
concentrations for individual patient specimens.

* The ARCHITECT i System does not provide the capability to, verify
specimen type. It is the responsibility of the operator to verify that
the correct specimen types are used in the ARCHITECT HBsAg
Qualitative Il assay.

Specimen Conditions

« Do not use specimens with the following conditions:
«__heat-inactivated
* | pooled
«._grossly hemolyzed
= obvious microbial contamination

< ~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:

« Ensure that complete clot formation in serum-specimens has taken
place prior to centrifugation. If the specimen is centrifuged before
a complete clot forms, the presence.of fibrin may cause erroneous
results.

* As specimens from heparinized patients, may be partially coagulated
and erroneous results could occur due-to the presence of fibrin, draw
the specimen prior to heparin therapy.

¢ Use caution when handling patient specimens to prevent cross
contamination. Use of disposable pipettes or pipette tips is
recommended.

« For optimal results, inspect all specimens for bubbles. Remove bubbles
with an applicator stick before analysis. Use a new applicator stick for
each specimen to prevent cross contamination.

« No qualitative performance- differences were observed between
experimental controls and.nonreactive or spiked reactive specimens
tested with elevated levels of conjugated or unconjugated bilirubin
(20 mg/dL), triglycerides: (3000 mg/dL), protein (12 g/dL), or
hemoglobin (500 mg/dL).

Preparation for Analysis

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

« Prepare frozen speeimens as follows:

* Frozen specimens must be completely thawed before mixing.

* Mix thawed specimens thoroughly by inverting 10 times oruby
low speed-vortexing. Visually inspect the specimens. If {layering
or stratification is observed, continue mixing until specimens
are visibly homogeneous. If samples are not mixed thoroughly,
inconsistent results may be obtained.

« Centrifuge mixed specimens as described below.

» To ensure'consistency in results, specimens must be transferred to a
centrifuge lube and centrifuged at >10,000 RCF (Relative Centrifugal
Force) for 10 minutes before testing if A
+ . they contain fibrin, red blood cells, or other particulate matter or
. they were frozen and thawed.

+ (Centrifuged specimens with a lipid layer on the top must be transferred
to“a sample cup or secondary tube. Care must be“taken to transfer
only the clarified specimen without the lipemic-material.

o Transfer clarified specimen to a sample cup:or secondary tube for
testing.

Storage

* Specimens may be stored on or off the=clot, red blood cells, or
separator gel for
e up to 24 hours at room temperature or
* up to 6 days at 2-8*C.

« if testing will be delayed more than 6 days, remove serum or plasma
from the clot, red blood cells, or separator gel and store at -20*C or
colder.

« Avoid more than 3 freeze/thaw cycles.



Shipping

Before shipping specimens, it is recommended that specimens be
removed from the clot, red blood cells, or separator gel.

When shipping specimens, package and label specimens in
compliance with applicable state, federal and international regulations
covering the transport of clinical specimens and infectious substances.
Specimens may be shipped ambient, at 2-8°c (wet ice), or frozen
(dry ice). Do not exceed the storage time limitations listed above.

TESTING OF CADAVERIC BLOOD SPECIMENS

Performance has been established for the use of cadaveric blood
specimens (specimens collected post-mortem, non-heart-beating)
that have been collected up to 18.5 hours after death. Performance
was established using 50 spiked and 50 non-spiked cadaveric blood
specimens™

Testing of cadaveric blood specimens from patients with plasma
dilution due to transfusions of > 2000 mL of blood or colloids
within 48 hours, or > 2000 m| of crystalloids within 1 hour (or any:
combination thereof) prior to collection of the specimens have .not
been validated.

Follow general standards and/or regulations for collection, storage and
handling.

Follow the tube manufacturer's processing instructions for serum
or plasma collection tubes. After initial centrifugation, transfer,the
supernatant to a centrifuge tube and centrifuge at ~ 10,000-RCF
(Relative Centrifugal Force) for 10 minutes. If specimens are not
processed directly after initial centrifugation, it is recommended to
remove the supernatant from the clot or red blood cells wntil further
processing.

Cadaveric blood specimens can be stored for up to 6 days at 2-8°C or
up to 24 hours at 15-30*C following collection.

No qualitative differences were observed for cadaveric blood
specimens (nonreactive or spiked reactive) when subjected to up to
3 freeze/thaw cycles. However, multiple freeze/thaw cycles should
be avoided.

PROCEDURE
Materials Provided

2G22 ARCHITECT HBsAg Qualitative Il Reagent Kit

Materials Required but not Provided

ARCHITECT i System

ARCHITECT HBsAg Qualitative Il Assay file,.may be obtained from:

¢ ARCHITECT i System e-Assay CD-ROM found on
www.abbottdiagnostics.com

e ARCHITECT i System Assay CD-ROM

2G22-01 ARCHITECT HBsAg Qualitative Il Calibrators

2G22-10 ARCHITECT HBsAg Qualitative Il Controls or other control

material

ARCHITECT i lpre-tricger solutioml

ARCHITECT | ltricoer solutiohl

ARCHITECT i [WASH BUFFErlI

ARCHITECT i IREACTIOH VESSELS]

ARCHITECT | [SAMPLE CUPSI

ARCHITECT | Iseptuml

ARCHITECT / [REPLACEMENT CAPSi

Pipettes or pipette tips {optional) to deliver the specified volumes.

For information on materials required for maintenance procedures, refer to
the ARCHITECT System (Operations Manual, Section 9.

Assay Procedure

Before loading the-ARCHITECT HBsAg Qualitative Il Reagent Kit on
the system for the.first time, the microparticle bottle requires mixing
to resuspend microparticles that may have settled during shipment.
After the first time’the microparticles have been loaded, no further
mixing is required,

« Invert the-micropatrticle bottle 30 times.

* Visually winspect the bottle to ensure microparticles ) are
resuspended. If microparticles are still adhered to the, bottle,
continue to invert the bottle until the microparticles have been
completely resuspended.
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« If the microparticles do not resuspend, DO NOT USE."Centact
your Abbott representative.

« Once the microparticles have been resuspended, place;a septum
on the bottle. For instructions about placing septums-on bottles,
refer to the Handling Precautions section of this package insert.

Load the ARCHITECT HBsAg Qualitative Il Reagent. Kit on the

ARCHITECT / System.

< Verify that all necessary reagents are present.

* Ensure that septums are present on all reagent bottles.

Order calibration, if necessary.

« For information on ordering calibrations, refer_to' the ARCHITECT
System Operations Manual, Section 6.

Order tests.

« For information on ordering patient specimens and controls and
for general operating procedures, refer o the ARCHITECT System
Operations Manual, Section 5.

The minimum sample cup volume is caleulated by the system and

is printed on the Orderlist report. No /more~than 10 replicates may

be sampled from the same sample cup.“To minimize the effects of
evaporation, verify adequate sample~cup volume is present before
running the test.

» Priority: 125 pL for the first HBsAg Qualitative Il test plus 75 pL for
each additional HBsAg Qualitative Il test from the same sample
cup.

e "3 hours on-board: 150 pL for)the first HBsAg Qualitative Il test
plus 75 pL for each additional ' HBsAg Qualitative Il test from the
same sample cup.

¢ > 3 hours on-board: replace with a fresh sample (patient
specimens, controls and;ecalibrators).

« If using primary or aliquot'tubes, use the sample gauge to ensure
sufficient patient specimen is present.

Prepare calibrators and controls.

* Mix the ARCHITECT HBsAg Qualitative Il Calibrators and Controls
by gentle inversion-pefore use.

* To obtain the ‘recommended volume requirements for the
ARCHITECT HBsAg Qualitative Il Calibrators and Controls, hold the
bottles vertically;and dispense 11 drops of each calibrator and
6 drops of each/control into each respective sample cup.

« If commercially available control material is used, follow the
manufacturer's Instructions for preparation.

Load samples

« For information on loading samples, refer to the ARCHITECT
System:Operations Manual, Section 5.

Press RUN.

For additional information on principles of operation, refer to the

ARCHITEET System Operations Manual. Section 3.

For optimal performance, it is important to perform routine maintenance

as/described in the ARCHITECT System Operations Manual, Section 9.

Perform maintenance more frequently when required-by laboratory

procedures.

Specimen Dilution Procedure
Specimens cannot be diluted for the ARCHITECT HBsAg Quialitative Il assay.

Calibration

To perform an ARCHITECT HBsAg Qualitative Il calibration, test

calibrators 1 and 2 in replicates of 3. The calibrators should be priority

loaded.

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

assay calibration.

* Order controls as described in thesAssay Procedure section.

« Ensure that assay control values are within the ranges specified in
the control package insert.

Once an ARCHITECT HBsAg Qualitative Il 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.

« Controls are out of range.

For detailed information on how to perform an assay calibration, refer

to the ARCHITECT System Operations Manual, Section 6.
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QUALITY CONTROL PROCEDURES

The recommended control requirement for the ARCHITECT HBsAg
Qualitative 1l assay is that a single sample of each control be tested
once every 24 hours each day of use. If your laboratory quality control
procedures require more frequent use of controls to verify test results,
follow those procedures. Additional controls may be tested in conformance
with local, state and/or federal regulations or accreditation requirements
and your laboratory's quality control policy.

Control values must be within the ranges specified in the control package
insert. If a control result is out of its specified range, any test results
generated since the last acceptable control results must be evaluated
to determine if test results may have been adversely affected. Adversely
affected test results are invalid and these samples must be retested. For
troubleshooting Information, refer to the ARCHITECT System Operations
Manual, Section 10.

Verification of Assay Claims
For protocols to verify package insert claims, refer to the ARCHITECT
System Operations Manual, Appendix B. The ARCHITECT HBsAg
Qualitative Il assay belongs to method group 5, except functional
sensitivity.
RESULTS
Calculations
* The ARCHITECT i System calculates the result for the ARCHITECT
HBsAg Qualitative Il assay using the ratio of the sample RLU to the
cutoff RLU (S/CO) for each specimen and control.
¢ Cutoff RLU - (0.0575 x Calibrator 1 Mean RLU) +
(0.8 X Calibrator 2 Mean RLU)
¢ S/CO = Sample RLU/Cutoff RLU

Interpretation of Results
ARCHITECT HBsAg Qualitative Il Initial Result

Instrument
Initial Result (S/CO) Interpretation Retest Procedure
< 1.00 NONREACTIVE No retest tequired.
r 100 REACTIVE Retest in duplicate.

Initially reactive specimens require retesting. Specimens that contain
particulate matter should be recentrifuged according.to directions in
the SPECIMEN COLLECTION AND PREPARATION:FOR ANALYSIS
section in this package insert.

ARCHITECT HBsAg Qualitative Il Retest-Results

Instrument
Interpretation

Both results nonreactive

One or both results
reactive

Specimen Classification
Specimen considered negative for HBsAg.

Specimen considered repeatedly reactive;
confirm using a neutralizing assay.*

« The ARCHrECT HBsAg Qualitative Il Confirmatory assay is recommended.

« Confirm repeatedly reactive specimens~using a neutralizing assay
{e.g., ARCHITECT HBsAg Qualitative |l Confirmatory) before disclosing
HBsAg status to the patient.

For details on configuring the ARCHITECT / System to use gray zone

interpretations, refer to the ARCHITECT System Operations Manual,

Section 2. The grayzone interpretations are editable parameters and

should be utilized per end user requirements.

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 ARCHITECT System
Operations Manual, Section ‘5:

LIMITATIONS OF THE PROCEDURE

« If the ARCHITECT HBsAg Qualitative Il results are inconsistent with
clinical evidence, additional testing is suggested to confirm the result.

« For diagnostic purposes, results should be used in conjunction with
patient history and-other hepatitis markers for diagnosis of acute and
chronic infection:

* Specimens from patients who have received preparations of mouse
monoclonal antibodies for diagnosis or therapy may contain human
anti-mouse “antibodies (HAMA)."2.13 Specimens containing HAMA
may produce-anomalous values when tested with assay kits such
as ARCHITECT' HBsAg Qualitative Il that employ mouse monaclonal
antibodies:
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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 canbe
prone to this interference and anomalous results may be observed.
Additional information may be required for diagnosis.

* Refer to the SPECIMEN COLLECTION AND PREPARATION.FOR
ANALYSIS section of this package insert for specimen limitations.

SPECIFIC PERFORMANCE CHARACTERISTICS

All performance studies were conducted using the /ARCHITECT
/2000//2000sr Systems. Additionally, the Within-Laboratory.~Precision,
Analytical Sensitivity and Seroconversion studies were conducted using
the ARCHITECT /1000sr -

Assay results obtained in individual laboratories may-vary from data
presented.

Precision

The '/ARCHITECT HBsAg Qualitative Il assay is desighed to have an
imprecision of * 10% within-laboratory (Total) CV for the positive control
and low positive panel and a standard deviation (SB) of # 0.10 S/CO for
the high negative panel.

Within-Laboratorv Precision

A study was performed based on guidance from-the National Committee
for Clinical Laboratory Standards (NCCLS) .document EP5-A2.’" Testing
was conducted using 3 lots of ARCHITECT /HBsAg Qualitative Il reagents,
calibrators and controls and 4 instruments.-Two controls and two panels
were assayed in a minimum of 2 replicates at 2 separate times per day
for 20 different days. Each reagent lot used: a single calibration curve
throughout the study. The ranges for all'instruments and reagent lots are
summarized across instruments and reagent lots in the following table.

Within-Laboratory

Within-Run Precision (Total)
Mean Range Range
Range 9 9
Sample n  SICO SD %oV sb %CV
Negaive ooe (15.018 0.012:0016 NA  0.014-0.030  NA
Control
Positve - og 326.345 01056-0.082 1.7-2.5 0.072-0.103 2.1 -3.2
Control
High
Negative 955 0.71 -0.77 /0i021 -0.024 NA  0.025-0.033  NA
Panel
Low

Positive 956 1.17-1.27 0.026 -0.040 2.1 -3.4 0.029-0.048 2.3--4.1
Panel

NA - Not applicable

System Reproducibility

A 5-day precision study was performed for the /VRCHITECT HBsAg
Qualitative Il assay based on guidance from the Clinical and Laboratory
Standards lnstitute (CLSI) document EP15-A2."®Testing was conducted
at 3 clinical'sites using 3 lots each of ARCHITECT HBsAg Qualitative Il
reagents, calibrators and controls per site. Two controls and 2 panels
were assayed'in replicates of 4 at 2 separate times of day.for 5,days. The
data are_summarized in the following table.

Within-
Laboratory ~
Grand Precision
Mean Within-Run  Within-Day (Total)
Sample n sico sb %cv sb Y%ov s Y%ov
Negaive 50 017 0028 NA OGBLC NA OBl nNa
Control
Apsitive 360 345 0066 19 00020 0073 21
Control

High Negative 330 077 0037 48 0OBL 79 006l 79

Panel

Low Positve 95y 198 0086 51
Panel

0066 51 006 51

NA = not applicable



Specificity

Blood Donor Specimens

The ARCHITECT HBsAg Qualitative Il assay is designed to have a
specificity of > 99.5% on blood donor specimens.

A study was performed at three external sites on a total of 5401 serum
and plasma specimens collected from two blood-donation centers. For
1 specimen which was tested as initial and repeat reactive on ARCHITECT
HBsAg Qualitative Il, the presence of HBsAg was confirmed by specific
neutralization with anti-HBs. The specificity on the remaining 5400 blood
donors was assessed to be 99.91% (5395/5400) with an assumed zero
prevalence of HBV infection. The data are summarized in the following
table.

IR» RR" 95% Confidence
Category n (%) (%) Specificity Interval
Overall

7 6 99.91%
Blood 5401" % - 9
pood (0.13%) (0.11%) (5395/5400) °0-78% - 99.97%
Blood

4 3 99.89%
Donors 2700 % - Y
ponors. (0.15%) (0.11%) (2697/2700) °°-68% - 99.98%
Blood 3 3 99.93%
Donors 2701 N .73% - 99.999
o > (011%) (0.11%) (2698/2700) o730 - 99.99%

® IR = Initially Reactive, RR » Repeatedly Reactive

~ One specimen confirmed positive.

Diagnostic Specimens

A study was performed using a total of 1499 randomly selected-diagnostic
patients, including specimens from hospitalized and hemodialysis patients.
For 16 specimens which were tested as Initial and repeat-reactives on
ARCHITECT HBsAg Qualitative II, the presence of HBsAgwas confirmed
by specific neutralization with anti-HBs. The specificity on'the remaining
1483 diagnostic specimens was assessed to be 99.93%.(1482/1483) with
an assumed zero prevalence of HBV infection. The data are summarized
in (he following table.

IR« RR« 95% Confidence
Category n (%) (%)  Specificity™” Interval
givaegrsgstics 1499 (1.213%) (1.1197,%) (1?32??2/;3) 99.62% -100.00%
g;zpr::as“;;d/ 999« (1.215%) (1.]1%%) (9989;78;/09) 99.44%-100.00%
Hemodialysis 500» (12?3%) (1.2%%) (ig?l/?l(gf) 99.26% -100.00%

® IR = Initially Reactive, RR = Repeatedly Reactive

~ One aberrant result was observed and the specificity was 99.93%
(1481/1482) with this specimen excluded.

~ Sixteen specimens confirmed positive.

~ Ten specimens confirmed positive:

A Six specimens confirmed positive.

Sensitivity

The ARCHITECT HBsAg Qualitative Il assay Is designed to show sensitivity
performance that is greater than or equal to the lower limit of the 95%
confidence interval for a commercially available HBsAg assay on the
same population of HBsAg positive specimens.

For the 402 HBsAg positive specimens from patients with unknown disease
status evaluated in this__study, the lower limit of the 95% confidence
interval for the commeteially available HBsAg assay was 99.09%. In this
study, the sensitivity of:the ARCHITECT HBsAg Qualitative Il assay was
100.00% (402/402).

The assay was further ‘evaluated by testing a total of 126 pre-selected
specimens from acute and chronic HBV infections.

95%,
Number Number Clinical Confidence

Specimen of of Positive Sensitivity Interval
Category Specimens  Results (%) (%)
Individuals
with Acute* 8 8 100.00 (63.06, 100.00)
HBV Infection
Individuals
with Chronic** 118 118 100.00 (96.92, 100.00)
HBV Infection

Total 126 126 100.00 (97.11, 100.00)
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* Samples were positive for HBsAg, total anti-HBc, anti-HBc lgM and
negative for anti-HBs by commercially available assays.

** Samples were positive for HBsAg, total anti-HBc and negative for
anti-HBc IgM and anti-HBs by commercially available assays:

Analytical Sensitivity

The ARCHITECT HBsAg Qualitative Il assay is designed(to have a mean
analytical sensitivity value that is less than or equal toithe lower limit of
the 95% confidence interval around the mean analytical sensitivity of a
commercially available HBsAg assay. Analytical sensitivity was evaluated
using serial dilutions of the WHO 2" International HBsAg Standard
(subtype adw2, genotype A, NIBSC Code 00/588)..The dilutions ranged
from 0.010 to 0.5 IU/mL. Recalcified negative human, plasma/serum was
used as the diluent and represented the 0 iU/mL sample. The dilutions
were tested across 3 reagent lots on 3 instrument types (1 ;2000sr,
1/2000 and 1 /1000sr). In this study, the lower/limit of the 95% confidence
interval for the commercially available HBsAg-assay was 0.021 |U/mL.
The analytical sensitivity results for ARCHITECT HBsAg Qualitative I,
calculated by linear regression, ranged from.0.017 to 0.022 |U/mL. The
mean analytical sensitivity ranged from 0.019 to 0.020 IU/mL across
instrument types.

Analytical Specificity

The ARCHITECT HBsAg Qualitative Il assay was evaluated for potential
cross-reactivity for specimens fromindividuals with medical conditions
unrelated to HBV infection. A total of 294 specimens from 28 different
categories were tested. Two hundred ninety specimens were nonreactive
and 4 specimens were reactive by the, ARCHITECT HBsAg Qualitative Il
and commercially available HBsAg assays. All 4 reactive specimens were
confirmed positive for HBsAg by-the ARCHITECT HBsAg Qualitative I
Confirmatory and commercially available HBsAg confirmatory assays. The
data are summarized by final.interpretation in the following table.

Commercially Available
HBsAg Assay

Nonreactive Reactive
ARCHITECT  ARCHITECT
HBsAg HBsAg

Qualitative I Qualitative 1L
Category n NR« R* NR« R*
Cytomegalovinjs (CMV) 10 10 0 0 0
Epstein-Barr Virus (EBV) 10 10 0 0 0
Multiple Transfusion Recipients 10 10 0 0 0
Hepatitis A Virus (HAV) 10 10 0 0 0
Human Anti-Mouse
Antibodies (HAMA) Positive L5 B 0 0 0
Hepatitis C Virus (HCV) 10 10 0 0 0
Human Immunodeficiency Virus
HV-D A 4 0 10 o0 0 0
Autoimmune Hepatitis 10 10 0 0 0
Human_Immunodeficiency Virus
3 4 714 0 0 3
Fatty:Liver Disease 10 10 0 0 0
Herpes'Simpiex Virus (HSV) 10 10 0 0 0
Hepatoceiiuiar Carcinoma 10 10 0 0 0
Human T-Lymphotropic Virus
(HTLV-1/2) ymenere e 9 o 0o 0
T. pallidum 2 2 0 0 0
N. gonorrhea 9 9 0 0 0
C. trachom atis 7 7 0 0 0
T. cruzi 10 10 0 0 0
Rheumatoid Factor (RF) 10 10 0 0 0
Anti-Nuclear Antibodies (ANA) 10 10 0 0 0
Pregnancy 1® Trimester 15 15 0 0 0
Pregnancy 2~ Trimester 15 14 0 0 1
Pregnancy 3'» Trimester 15 15 0 0 0
Multiparous Females 10 10 0 0 0
IgM Monoclonal Gammopathy 10 10 0 0 0
19G Monoclonal Gammopathy 10 10 0 0 0
Multiple Myeloma 10 10 0 0 0
Influenza Vaccine Recipients 10 10 0 0 0
Hemodiaiysis Patient 10 10 0 0 0
Total 294 290 0 0 4

NR - Nonreactive. R - Reactive



Seroconversion Sensitivity

The ARCHITECT HBsAg Qualitative Il assay is designed to have a
seroconversion sensitivity that is better than or equivalent to the
seroconversion sensitivity of a commercially available HBsAg assay. To
determine the seroconversion sensitivity, 30 HBV seroconversion panels
obtained from commercial vendors were tested using the ARCHITECT
HBsAg Qualitative Il and ARCHITECT HBsAg Qualitative Il Confirmatory
assays. The results were compared to a commercially available HBsAg
assay and representative data from 6 panels are summarized in the
following table.

HBsAg Mutant Detection

The hepatitis B virus, unlike other DMA.viruses, replicates through reverse
transcription. The reverse transcription process lacks proofreading
capability; therefore, HBV is subject to a mutation rate 10 times higher
than the mutation rate of other DNA viruses.” Some of these mutations
may cause changes in the antigenic structure of HBsAg, resulting in
epitopes that are no longer recognized by anti-HBs. HBsAg mutants
have been reported in a wide range of patient populations, including
blood donors, vaccine recipients, renal dialysis patients, orthotopic liver
transplant recipients, infants born to HBsAg-positive mothers and patients
undergoing nucleoside analog treatment for HBVA-"* HBsAg mutations
may result in a less favorable outcome in some patients"""®® and false
negative results in some HBsAg assays.
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The ARCHITECT HBsAg Qualitative Il assay Is designed to have the ability
to better detect (as reactive) the HBsAg mutant Thr-123-Ala and to have
the equivalent or better ability to detect (as reactive) other HBsAg mutants
when compared to the comparator assay. A panel of 9 recombinant HBSAg
mutant samples was obtained. Each panel member was diluted  with
recalcified negative human plasma to an S/CO of 2.0 + 0.5 and tested
with the ARCHITECT HBsAg Qualitative Il assay and with a comparator
assay. The data are summarized in the following table.

Final Interpretation
ARCHITECT HBsAg Commercially-Available

Mutant Qualitative I HBsAg
GIn-129-His Repeatedly Reactive Repeatedly, Reactive
Met-133-Leu Repeatedly Reactive Repeatedly Reactive
Asp-144-Ala Repeatedly Reactive Nonreactive
Gly-145-Arg Repeatedly Reactive Repeatedly Reactive
Thr-123-Ala Repeatedly Reactive Nonreactive
P1421 +G145R Repeatedly Reactive Repeatedly Reactive
P142S+G145R Repeatedly Reactive Repeatedly Reactive
122NT Repeatedly Reactive Repeatedly Reactive
122RA Repeatedly Reactive Repeatedly Reactive

HBV Genotype Detection

The ARCHITECT HBsAg Qualitative Il assay Is designed to detect HBV
genotypes A through F and H. A study \was performed to evaluate the
ability of the ARCHITECT HBsAg Qualitative Il assay to detect different
HBV genotypes by testing a commercially available genotype panel
containing genotypes A through F and H. A total of 18 panel members
(3 panel members each of A, B, C,-D /and E; 2 panel members of F
and 1 panel member of H) were tested using the ARCHITECT HBsAg
Qualitative I and ARCHITECT HBsAg: Qualitative Il Confirmatory assays.
All genotypes were reactive by the ARCHITECT HBsAg Qualitative II
assay and confirmed positive by-the ARCHITECT HBsAg Qualitative Il
Confirmatory assay.

BIBLIOGRAPHY

1 Neurath AR, Kent SB./Strick N, et al. Identification and chemical
synthesis of a host cell regeptor binding site on hepatitis B virus. cell
1986;46:429-36.

2. Szmuness W, Stevens CE, Harley EJ, et al. Hepatitis B vaccine-
demonstration of efficacy in a controlled clinical trial in a high-risk
population in the United States. N Engld Med 1980;303:833-41. ,

3. Krugman S, Giles JR Viral hepatitis, type B (MS-2-Strain)- further
observations on-natural history and prevention. N Engl J Med
1973;288:755-60:

4. Krugman S;=Overby LR. Mushahwar IK, et al. Viral hepatitis,
type B-studies on natural history and prevention re-examined. ‘N-Engl
IMed 1979;300:101-6.

5. Perrillo RP,.Aach RD. The clinical course and chronic sequelae of
hepatitis.B-virus infection. Sseminars in Liver Disease 1981 ;1:15-25.

6. CDC. (A", comprehensive immunization strategy to", eliminate
transmission of Hepatitis B virus infection in the United States;
recommendations of the Advisory Committee on ‘Immunization
Practices (ACIP) Part 1 Immunization of Infants,/ Children, and
Adolescents. MMw R 2005;54(RR-16):1-23.

7. . US Department of Labor, Occupational Safety and Health
Administration, 29 CFR Part 1910.1030, Bloodborne pathogens.

8. ~US' Department of Health and Human Services. Biosafety in
Microbiologicaland Biomedical Laboratories. 5thied./Washington, DC;
US Government Printing Office; December 2009,

9. “World Health Organization. Laboratory Biosafety Manual 3rd ed.
Geneva: World Health Organization; 2004.

10. Clinical and Laboratory Standards Institute. Protection of Laboratory
Workers  from Occupationally Acquired Infections: Approved

Guideline—Third Edition. CLSI Document M29-A3. Wayne, PA

Clinical and Laboratory Standards Institute; 2005.



11. U.S. Department of Health and Human Services, Food and Drug
Administration, Center for Biologies Evaluation and Research.
Guidance for Industry: Recommendations for Obtaining a Labeling
Claim for Communicable Disease Donor Screening Tests Using
Cadaveric Blood Specimens from Donors of Human Cells, Tissues,
and Cellular and Tissue-Based Products (HCT/Ps), November 2004.
http://www.fda.gov/BiologicsBloodVaccines/
GuidanceComplianceRegulatoryInformation/Guidances/
Tlssue/ucm073972.htm
Accessed September 01, 2013.

12. Primus FJ, Kelley EA, Hansen HJ, etal. “Sandwich”-type immunoassay
of carcinoembryonic antigen in patients receiving murine monoclonal
antibodies for diagnosis and therapy. clin chem 1988;34(2):261-4.

13. Schroff RW, Foon KA, Beatty SM, et al. Human anti-murine
immunoglobulin responses in patients receiving monoclonal antibody
therapy. cancer Res 1985;45:879-85.

14. Boscato LM, Stuart MC. Heterophilic antibodies: a problem for all
immunoassays. Clin Chem 1988;34(1):27-33.

15. National Committee for Clinical Laboratory Standards (NCCLS).
Evaluation of Precision Performance of Quantitative Measurement
Methods; Approved Guideline-Second Edition. NCCLS Document

..EP5-A2. Wayne, PA: NCCLS; 2004.

16. Clinical and Laboratory Standards Institute. User Verification~of
Performance for Precision and Trueness; Approved Guideline. -
second Edition. CLSI Document EP15-A2. Wayne, PA: CLSI; 2005.

17. Hunt CM, McGill JM, Allen M, etal. Clinical relevance of hepatitis B
viral mutations. Hepato/ogy 2000;31(5):1037-44.

18. Locarnini SA. Hepatitis B virus surface antigen and polymerase gene
variants: potential virological and clinical significance. Hepatology
1998;27(1):294-7.

19. Zuckerman AJ. Effect of hepatitis B virus mutants on-efficacy of
vaccination. Lancet 2000;355:1382-4.

20. Carman WF, Trautwein C, Van Deursen FJ, et al. Hepatitis B virus
envelope variation after transplantation with and without hepatitis B
imrriune globulin prophylaxis. Hepatology 1996;24(3):489-93.

21. Grethe S, Monazahian M, Bohme |, etal. Characterization of unusual
escape variants of hepatitis B virus isolated from a hepatitis B surface
antigen-negative subject. J virology 1998;72{9);7692-6.

22. Nainan OV, Stevens CE, Taylor PE, et al. Hepatitis B virus (HBV)
antibody resistant mutants among mothers and infants with chronic
HBV infection. In: Rizzetto M. Purcell RH. Gerin/JL, etal., eds. viral
Hepatitis and Liver Disease. Minerva Medica: Torino;1997:132-134.

23. Jongerius JM, Wester M, Cuypers HTM, et ali New hepatitis B virus
mutant form in a blood donor that is undetectable in several hepatitis B
surface antigen screening assays. Transfusion 1998;38:56-9.

24. Bock CT, Tjllmann HL, Torresi J, et al==Selection of hepatitis B virus
polymerase mutants with enhanced replication by lamivudine treatment
after liver transplantation. Gastroenterology 2002;122:264-73.

The following U.S. Patents are relevant-to the ARCHITECT System or its
components. There are other such patents and patent applications in the
United States and worldwide.

5 468 646 5543 524 5 545 739

5 565 570 5 669'819 5 783 699

ARCHITECT and Chemiflex are trademarks of Abbott Laboratories in
various jurisdictions.

ProClin is property of its respective owner.

Abbott Ireland
- Diagnostics Division C €
M | Finisklin Business Park
Sligo 0123

Ireland
+353-71<9171712

April 2019
© 2011,2019 Abbott Laboratories

Perucrpamus MU B Pocagpasragsope
www.nevacert.ru | info@nevacert.ru


http://www.fda.gov/BiologicsBloodVaccines/

ADDENDUM

to the Instruction for Use ARCHITECT HBsAg Qualitative Il (for Russia)
SHIPPING

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.
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 2.1.7.2790-10 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 local regulations.

LIST OF APPLICABLE STANDARDS

98/79/EC, EN ISO 9001, ISO 13485, EN 13018113-1, EN ISO 18113-2
POTENTIAL USER

Professional user

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.

Perucrpanus MH B PocagpaBragzope
www.nevacert.ru | info@nevacert.ru


http://www.abbottdiagnostics.com

ARCHITECT

SYSTEM

ru

HBsAg Qualitative Il

REF 2G22

B2G22R
G42558R06

Cm. BblA€NNEHHbIE N3MEHEHUNA
Pepakuusa: anpens 2019 .

HBsAg Qualitative I

CepBucHas nogaep>kka: ObpallainTecb K"MECTHOMY NpeACTaBUTENO UM CMOTPUTE KOHTAKTHYHO
MHopMaLmio Ans Ballel cTpaHbl Ha calrite www.abbottdiagnostics.com

Heo6xo04MMO TOYHO cnefoBaTb AAHHOW WHCIPYKUMM MO MpuMeHeHuto. Mpu OTKJIOHEHWW OT AAHHOW WHCTPYKLUU MO

NPYMEHEHUIO HAAEXHOCTb Pe3y/bTaToB TecTa He rapaHTupyeTcs.

Vlcnonb3yemble CUMBO/IbI
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HA3BAHVE
ARCHITECT HBsAg Qualitative Il

HA3HAYEHWE

Tect ARCHITECT HBsAg Qualitative Il sBnseTca XeMUnioMUHECLEHTHbIM
MMMyHOaHaNM3oM Ha Mukpodactuyax (CMIA) ana  kauyecTBEHHOro
onpefeneHns NOBEpPXHOCTHOTO aHTWreHa Bupyca renatuta B (HBsAg) B
CbIBOPOTKE U Nnasme KpPOBM YesioBeka, a Takke obpasuax, 3abpaHHbIX
nocMepTHO (Nocne OCTaHOBKM cepaua).

Tect ARCHITECT HBsAg Qualitative Il npegHa3HayeH Ans MCnonb3oBaHus
B KauecTBe BCMOMOratesibHOro cpeAcTsa AMarHoCTUKM nHdekumn HBY,
a TakkKe B KayecTBe CKPWHMHIOBOTO TecTa C LEenbl npefynpexaeHns
nepefaun uHgekumii HBV peuunueHTam KpoBW U ee KOMMOHEHTOB, a
TakKxe KNeTok, TkaHeli 1 opraHoB.

KPATKOE OMMCAHUE TECTA

Bo36yautenem renatuta B CbIBOPOTKE KpoBy siBnsieTcs [AHK-cogepxalymnii
Bupyc renatuta B (HBV). B cragum wHdekumm HBV npounssoaut
M36bITOYHOE KONTMHYECTBO NOBEPXHOCTHOTO aHTureHa renatuta B (HBsAQ),
13BECTHOTO TaKxXe Noj HasBaHWeM ABCTPasIMIACKOTO aHTUreHa, KOTopblii
06HapyXMBaeTCA B KPOBU WH(MLMPOBAHHbIX nogeli. OH cBsA3biBaeT
BMPYC C KNeTKaMy MevyeHu W SBASEeTCH CTPYKTYPHON MULIEHblo Ans
HelnTpanusylLWmx aHTUuTen."HBSAg - nepBblii Ceponormyeckunii
Mapkep, KOTOpblli O6GHapyxuBaeTcs B KPOBWM Mocfe WHULMPOBaHNA
BMpycOM renaTtuta B: vepe3 1-10 Hefesnb Nocsie KOHTakTa ¢ HocuTenem
BMpyca ¥ 3a 2-8 Hefefnb A0 MNOSABMEHUSA KAMHUYECKUX CUMNTOMOB.M
HBsAg o6HapyxumBaeTcs B KpOBM BO Bpems OCTPOi hasbl 1 ncuesaet
nosgHee B nepuoj Bbi3gopoBneHnsi. Ecnn HBsSAg o6HapyxuBaeTcs. B
KPOBW Yepes LecTb MecsueB nocne MHMULMPOBaHKS, 3TO yKa3blBaET Ha
XPOHMYECKOe coCTosiHMe HocuTens HBsSAQ.

TecTbl Ha HBSAg npegHasHaueHbl 4151 BbISBMAEHUS UL, MHULMPOBaHHBLIX
HBV, n npepoTepalleHus nepefaun Bupyca 4Yepes KpoBb W MPOAYKTbI
KPOBM, a Takke MOHUTOPUHra COCTOSIHASI MHCOULMPOBAHHBIX AUL, B
coyeTaHU C APYrMW CeposiorMYeckMMn Mapkepamu renaiura B®
B 6onblUMHCTBE CTpaH TecTupoBaHue Ha HBSAgQ BxoauT B{mporpammy
npeApoLoBOro 06CNeA0BaHNSA XEeHWUH ANA naeHTudukau i wmatepe,
MHpULMpoBaHHbIX HBV, 1 npepoTBpalleHns nepuHaTanbHOW yHeKLum
HBV ¢ nocnegytoLueii UMMyHU3aLmen.®

BNONOIrMYECKUE NPUHLUNMbI MPOLEAYPLI

Tect ARCHITECT HBsAg Qualitative Il saBnsetca“04HOCTyneHYaTbiM
MMMYHOAHa/I30M /11 Ka4yeCcTBEHHOro onpegeneHns HBSAQ B CbIBOPOTKe
N nnasme KpoBu 4esioBeka C uMCnosb3oBaHuem TexHonorun CMIA ¢
rméKMMKU NPOTOKONaMM aHanusa, HasbiBaemoii Chemiflex. (Mpumeyanue:
JlononHnTenebHblA  NpombIBOYHbIA  Gycpep  Ancillary Wash  Buffer
[obaBnseTcs Ha BTOPOW WHKYGALMOHHOW CTYNeHW;.noaTomy dhaiin Tecta
1Cnosnb3yeT ABYXCTyNeHYaTblii NPOTOKON aHanmnsa).

B Tecte ARCHITECT HBsAg Qualitative Il obpasel, napamarHuTHble
MWUKPOYACTULbl, CEHCUBUNN3MPOBaHHble —aHTuTenamu K HBs, u
aKpUAMH-MeyeHblii KOHbloraT aHtuTen k HBS“.cmelunBatoTCA, o6pasys
peaku1oHHyt0 cmecb. MpucyTcTByOWMNIA B 06pasue HBSAg cBsidbiBaeTCA
C MMKpOYacTULamMu, CEeHCUBUNN3NPOBaHHLIMM aHTuTenamu k HBs, u
C aKpuAuH-mMeveHblM KOHbloratom aHturen Kk HBs. [locne npombiBKA B
peakuyoHHYl0 CcMecb fA06aBnaeTcsi A0NONHUTENbHbIA  NPOMbIBOYHbI
6ychep. Mocne cnepgytowero uukna MPOMbIBKA K peakLMOHHOW cmecu
[06aBNAOTCA NPEeTPUrrepHbii 1 TPUFFePHbIA  pacTBopbl. [onydaemas
B pesynbTaTe  XeMWIOMWHECLEHTHas  peakuus  u3MepsieTcs B
OTHOCUTENbHbIX CBETOBbLIX eanHuuax (RLU). Mexay konuuectsom HBsAg
B o6pasue M RLU, BbIfBNEHHbIX .oNTu4Yeckoii cuctemoit AMNCHITECT
| System, cyujecTByeT npsamas 3aBUCHMOCTb.

MpucytctBne nnm otcyTcTene HBSAQ B o6pasLie onpegenserca MeToLoM
CpaBHEHUA XeMWIIOMWHECLLIEHTHOIO CUMrHana B peakuun Co 3HayYeHnem
noporosoro (cutoff) curHana;~onpefeneHHoOro akTUBHOW KanMOPOBKOIA.
O6pasLibl, MHTEHCUBHOCTb XEMUMHOMUHUCLLEHTHOTO CUrHana B KOTOPbIX
60Mblle NN paBHa NOPOroBOA; cuMTaloTCs peakTUBHbIMU Ha HBsSAg.
[JlononHNTENBHYIO0 MHGOPMaLMI0 O cUCTEME U TEXHOOMMN aHann3a cM. B
PykosozicTBe no akcnnyatauyuu cuctembl ARCHITECT, Pasgen 3.

PEATEHTbI

Ha6op peareHToB, 100.TecTos/500 TecToB

NMPUMEYAHUE: HekoTopble (hacoBkuM AOCTYMHbI He BO BCEX CTpaHax
WA NOAXOAAT [/18_MCRoNb30BaHMA He Ha Bcex cuctemax ARCHITECT
i System. O6paujaiTech k Ballemy MECTHOMY ANCTPUGLIOTOPY.
ARCHITECT HBsAg. Qualitative Il Reagent Kit (2G622)

+ Imicroparticles]1um 4 cnakora (pnakoH 6,6 mn Ha 100 Tectos/
chnakoH 27,0:m1 Ha 500 TeCTOB) MUKPOUYACTUL, CEHCUONNU3NPOBAHHBIX
aHTUTenamn. K HBs (MbIWMHBIMKY, MOHOK/MOHaNbHbIMK, 1AM, 19G), B
MES-6ychepe’ ¢ NpoTenHOBbLIM CTabunn3atopom (anb6ymuH OGblubeii
CbIBOPOTKM  KPOBM). MuHMManbHas KoHUeHTpaums: 0,08% cyxux
BewlecTB. KoHcepBaHTbl: ProClin 300 v ProClin 950.

Pernctpannsg MU & PocagpaBrapsope
www.nevacert.ru | info@nevacert.ru

* iconsvcarter 1 wam 4 cnakoHa (cnakoH 5,9 mn Ha 100 TecToB/
chnakoH 26,3 mn Ha 500 TecToB) akpuAMH-MEYeHOro KoHblorata
aHTUTeNn K HBS (MbILWMHBIX, MOHOKMOHa/bHLIX, IgG) 1 aHTUTEn K HBS
(ko3bux, 1gG) B hocchaTHOoM Gychepe € nnas3moii kposu 4enoseka
NpoTeNHOBbIMK  cTabunusatopamm (albbyMnH 6Gblubeil  CbIBOPOTKM
KpoBW, (heTasibHaA Oblubsi CbIBOPOTKA KPOBM, KO3bM 1gG, MbILLINHbIE
19G). MuHumanbHas koHueHTpauus: 0,35 wmkr/mn. KoHeepBaHTbI:
ProClin 300 u ProClin 950.

¢ IANCILLARY WASH buffe~r| 1 WM 4 nakoHa (cpnakoH )59 mn
Ha 100 Tectos/cbnakoH 26,3 mn Ha 500 TecToB) [ONOAHUTENLHOTO
npombiBOYHOTO Gychepa, copepxawiero MES-6ychep. 'KoHCepBaHTbI:
ProClin 300 u ProClin 950.

[pyrve peareHtbl

ARCHITECT / Pre-Trioaer Solution

¢ |PRE-TRIGGER SOLUTION| MMpeTpurrepHblii pactsop, cogepxalyuii
1,32% (Bec/o6bem) nepokcuaa Bofopoaa.
ARCHITECT i Trigger Solution

< [trigger SOLUTIOn | TpurrepHblii pactsop,” cofiepxalymnii 0,35 N
rMAPOKCUAA HATPUS.
ARCHITECT i Wash Buffer

e lwasw buffer] MpOMbIBOYHBIA 6ythep, coaepxalyuii
3abydhepeHHblii hocchatom husnonornyeckunii pacTsop. KoHcepBaHTbl:
NPOTUBOMMKPOGHbIE Mpenaparbl.

NPEAYNPEXAEHUNA N MEPbI MPEAOCTOPOXHOCTU

* IYP]

e [lna onarHoCTuKK In Vitro

+  Heo6Xx0AMMO TOYHO CnepoBaTb AaHHOW WHCTPYKLUMUW MO NPUMEHEHWIO.
Mpn OTKNOHEHWUN OT AAHHOW UHCTPYKLMM NO NPUMEHEHNIO HAAEXHOCTb
pesynbTaToB TECTA He rapaHTUpyeTCs.

Mepbl NPpefoCTOPOXHOCTH

. A BHAMAHMUE: [aHHblii NPOAYKT COAEPXMT 6ruomatepuasbl
uenoseka  WWAM - NOTEHUMANbHO  WMHCDEKUMOHHbIE  KOMMOHEHTbI.
CMm. pasgen PEATEHTbIfaHHON WHCTPYKUMM NO NpUMEHeHuo. Hu
OfVH 13 M3BECTHbIX METOAOB-TECTVPOBAHNA HE MOXET rapaHT1poBaTb,
YTO MOJyYeHHble OT YEenoBeka MNPOAYKTbl WM  WHAKTUBMPOBAaHHblE
MUKPOOPraHn3Mbl He MepeHocAaT MHdekumio. MoaToMy Bce Matepuasibl,
nofyyeHHble  OT  4efoBeka, cnefyeT  cuuTatb  NOTEHLMaNbHO
MHDEKLMOHHBIML.  PeKkomeH/yeTcsi obpallaTbCst C 3TUMW peareHTamut
1 obpasyamu 4enoseka B COOTBETCTBMM cO CTaHAapToM «is
FEMOKOHTaKTHbIX MaTtoreHoB YnpasneHua CLUA no oxpaHe Tpyaa u
NPOMBbILLNEHHON furneHe (OSHA). Mpu paboTe ¢ MaTepuanamu, KoTopble
coAepxar WM ‘MOLyT cofepxarb WHMEKUMOHHbIE 3/1EMEHTbI, cneayet
cob6ntofaTb TpeboBaHNA NpaBua GUONOTNYECKOn 6e30NacHOCTH, YPOBEHb
2B wnm UCrnoAb30BaTh Apyrvie meTofbl obecnedeHust Gruonorudeckon
6e30nacHOCTURA®.

KoHbloraT.\Co4epXuT nnasmy KpoBM YenoBeKa, He peakTUBHYI0 Ha
HBsAg, H\V-1-Ag nimn HIV-1 RNA, aHTu-HIV-I/HIV-2 1 aHT-HCV.
Cnepytowyie’ npeaynpexaeHns 1 Mepbl NpesocToOpoXHOCTU, OTHOCATCS
K [JaHHbIN) KOMMOHEHTaM:
¢ MukpoyacTuLbl
*  Koubtorar

[lononHnTenbHbI NPOMbIBOYHbLIA Gydhep

BHVUMAHUE: CopepXuT MeTUIn3oTnasosioHbl.

H317 MoxeT BbI3blBaTb a/l/IEPIUYECKYI0 KOXHYIO
peakuuio.

MNpepoTtepatyeHne

P261 MN3beraTb BApIxaHUA TymaHa/napos/
asposonei.

pP272 He BbIHOCUTL 3arpAsHeHHY-0aexay C
pa6ouero mecTta.

P280 Monb3oBatbes 3aWMTHBIMU nepyaTkamu/
3alNTHON oaexaoii/cpeacTBamu 3aLnTbl
rnas.

PearnposaHue

P302+P352 NP1 NOMNAOAHUHA KOXY: MpombiTh
6O/bLUMM KO/IMYECTBOM BOAbl.

P333+P313 Mpu pasapaxeHun Koxu wan nossieHun

cbinu: O6paTUTEEA K Bpauy.
P363 BbicTupath 3arpsisHeHHyto ofexay nepep
[fanbHeiLnM ncnonb3oBaHneMm.



Ymunusupyiite  cogepxumoe/koHTeliHep B COOTBETCTBUM  C
caHuTapHbiMn HopMamu Pdp (CanlMuH 2.1.7.2790-10 ot 09.12.2010).

« [acnopta 6e30nacHOCTU AOCTYMHbI Ha calite
www.abbottdiagnostics.com nnu y MecTHoro npegcrasutens.

« Topgpo6Has nHhopmaumsa o Mepax 6e3onacHOCTV BO BpeMs paboTbl Ha
aHann3aTope HaxoauTcs B PykoBOACTBE MO 3KCM/yaTauyuu CUCTEMbI
ARCHITECT, Pasgen 8.

Mepbl NPefoCcTOPOXHOCTN Npu paboTe

¢ He wcnonb3yiiTe Habopbl peareHTOB MOCME WCTEYEHUs Ccpoka
rofjHOCTH.

¢ He cmewwuBaiiTe peareHTbl O4HOW UM PasHbIX YNakoBOK.

« [epes nepsoii ycTaHoBKOW Ha6opa peareHToB ARCHITECT HBsAg
Qualitative li Reagent Kit Ha 60pT cucTembl HEO6XOAMMO NepemeLLaTb
cofepxumoe hnakoHa ¢ MUKpoYacTuLamm, 4tobbl pecycneHamposarb
oceBlUME Ha [HO BO BPeMsi TPaHCMOPTUPOBKA MUKPOYaCTULbI.
WHCTpYKUMM N0 NepemMellBaHWI0  MUKpOYacTul, CMOTpuTe B
pasgene MPOLIEAYPA, Mpoueaypa aHanusa JaHHON WHCTPYKLWUU No
NPUMEHEHNIO.

¢ HEOBXOAMMO wucnoneb3oBaTb MNpeAoXpaHUTesibHble  KPbILLKA
ANA NpefoTBpalleHns McnapeHus U KOHTaMUMHauun peareHTa,’a
Taloke AN obecneyeHus LEeNOCTHOCTU peareHTa. MpaBu/IbHOCTH

* pesynbTaToB TecTa He MOXeT O6bITb rapaHTMpoBaHa, ec/n
npefoxpaHuTe/ibHble KPbILWKW He NCMO/b30Ba/ICb B COOTBETCTBUN
C A@HHOW UHCTPYKUMEN NO NPUMEHEHNIO.

* HapgeBaiiTe uncTble nepyaTtku Npu yCTaHOBKE MNpefoXpaHUTesbHbIX
KpbILUEK Ha BCKPbITble (h/1akoHbl C peareHTamu, 4To6bl NpeAoTBPaTUTL
KOHTaMUHaLMIO.

« Tpu pa6oTe c Npo6GMpKamMn C KOHbIOraTOM MOMEHANTE AepyaTku,
B KOTOPbIX Bbl paboTa/n C CbIBOPOTKOW WM NNA3Moi Kposu
yesioBeKa, MOCKOMbKy nonagavve 1gG wm I1gM-uenoseka B
KOHBblOraT HeliTpanusyeT ero.

« Tlocne yCTaHOBKM MNpefoOXpPaHUTENIbHON KPbIWKW| “Ha  dhnakoH
C peareHTOM He nepeBopauyuBaiTe (PNakoH;. MHaye peareHT
BbITEYET, 1 3TO MOXET MOBAWATb Ha NPaBWIBHOCTb Pe3y/bTaToB
TecTa.

« Co BpeMeHeM Ha MOBEPXHOCTW NpefOXPaHUTENbHbIX KpbIllek
MOryT MOABUTLCS CNefbl BbICOXLIENR XMAKOCTN. 3TO 06bluHble
cyxue CONW, He BAMAIOLWME HA pe3ynbTaTkl TecTa.

* TMoapo6Hyto MHhopMaLWio 0 Mepax NpeaocTOPOXHOCTM Npu paboTe Ha
aHanmnsatope cmoTpuTe B Pasfiene 7 PykoBoACTBa Mo 3Kcniyarauum
cuctembl ARCHITECT.

VIHCTPYKUUYM NO XpaHeHUto
* |
-8*c

2°q"r Ha6op peareHToB ARCHITECT HBsAg Qualitative Il Reagent
Kit o/mkeH xpaHnTbCa npu Temnepartype ' 2-8'C BepTUKa/IbHO N MOXET
1CMONb30BaTLCA Cpasy nocne usBnevyeHns u3 xonogunbHuka (2-8'C).

e Tpu cobnogeHun ycnosuii xpaHeHns un obpalleHns peareHTbl
COXPaHAT CTabUNbHOCTL B TEYEHWUE-BCEro CpoKa rofHoCTu.

¢ Hab6op peareHtoB ARCHITECT. HBsAg Qualitative II Reagent Kit
MOXHO XpaHuTb Ha 6opTy cuctembl ARCHITECT / System B TeyeHue
makcumym 30 paHeild. Mocne 30 AHeli HaxoxpeHwWs Ha 6GopTy Habop
peareHTOB Heo6xoAuMMO yTUAKM3MpoBaTb. MoapobHas uHopmauus o
MOHWTOPUHIE BPEMEHU HaXOXGEHNA peareHToB Ha GOpTy HaxoauTcs B
PykoBogcTBe no akcnyatayun cuctembl ARCHITECT, Pa3gen 5.

e PeareHTbl MOXHO XpaHUTb 'Kak Ha 6OpTy, Tak W BHE CHUCTEeMbl
ARCHITECT / System. lMoChe u3BneYeHUs peareHToB W3 CUCTEMbI
XpaHute UX B BepPTUKaIbHOM MOSIOXEeHUN npu Temneparype 2-8*C
(c HageTbiMM npefoXPaHWTENbHLIMU KPbILLUKAMU W 3aMeHSIeMbIMU
KpbilLKamm). PeareHTbl, XpaHsLLMECS BHE CUCTEMbl, PeKOMeHayeTcs
XpaHUTb B (habphyHbIX /I0TKaX W YynakoBkax B BePTUKaSIbHOM
nonoxeHun. Ecrine.@nakoH € MuKpouacTuLamy XpaHuics He
BEpPTUKaNbHO (€ YyCTaHOBMEHHON NpefoXpPaHUTENbHOW KPblLKQW)
B XO/IOAWNNbHUKE BHE CUCTeMbl, Habop peareHToB Ao/mMKeH GbiTb
yTUAM3NpoBaH...bonee nogpobHas uWHopmMauus O pasrpy3ke
peareHTOB HaxoAuTcsi B PykoBOACTBE MO 3KCMayaTauuu CUCTEMbI
ARCHITECT, Ra3spen 5.

Mokasartesin MopHn peareHToB

Ecnu 3HauyeHve KOHTPONs BbIXOAMT 3a yKa3aHHble npefesbl, 3TO-MOXeT
CBUJETeNbCTBOBATL O MOpYe peareHToB WAW owunbke B TEXHOMOrUK
npoBejeHuy Tecta. PesynbTaTbl CONPSXEHHbIX NCCNeA0BaHWIA-HE BepHbI,
1 06pa3sLbl AO/KHbI 6bITb NPOTECTUPOBaHLI CHOBa. MoxeT notpeboBarbes
NoBTOpPHAA-Kannbposka TecTa. MHopmaums 06 ycTpaHEHUN NpUYMHbI
own6ku npusegeHa B Pasgene 10 PykosoacTBa no.. 3KEnayatauuu
cuctembl ARCHITECT.

Peructparua MU 8 Pocaaparramsope
www.nevacert.ru | info@nevacert.ru

PABOTA AHAJTTMSATOPA

[lo nposefeHuss TectuposaHus Ha cucteme ARCHITECT i/ System
HeobxoauMo ycTaHoBUTL (haiin Tecta ARCHITECT HBsAg Qualitative
Il (Homep TecTa 628).

Bonee nogpobHas wuHpopmauua 06 ycTaHoBKe (paitna Tecta,
npocMOTpe U pefakTUpOBaHWM napameTpoB TecTa/ HaxoguTcs B
PykoBogcTBe no akcnayartauun cuctembl AHCHITECT, Pasgen 2.
WHchopmaumio o pacnevatke napameTpoB TecTa . CMOTpuTe B
Pasgene 5 PykosoacTea no akcnayatauum cuctemst ARCHITECT.
Mogpo6Hoe onucaHue npouedyp paboTbl C CUCTEMOW cmoTpuTe B
PykoBogcTse no akcnnyatauun cuctembl ARCHITECT.

CBOP OBPA3LUA 1 NOArOTOBKA K AHANIA3Y
Tunbl 06pa3uos

Cnepytowme Tvnbl Npo6upok ansa cb6opa o06pasuos Gbim NpoBepeHb!

Ha MpUroAHoCTb K ucnonb3oBaHuio B TecTe) ARCHITECT HBsAg

Qualitative II. [ipyrve Tvunbl Npobupok Ans;cbopa 06pasuos He Gbin

1ccneaoBaHbl Ha NPUrOAHOCTb K UCMOb30BaHWIO B JaHHOM TecTe.

* CbiBOpOTKA KpOBM 4enoBeka (BK/IOYAA CbIBOPOTKY —KPOBY,
COGpaHHyt0 B MPOGUPKY 151 CbIBOPOTKW KPOBM C PasfennTesbHbIM
renem)

» [nasma kpoBu YenoBeka, CoGpaHHast B

e JInTnii renapuH e Hatpuii renapuH

e [Oukanunii 34TA « CPD

e Tpukanuin 4TA * CPDA-1

¢ Lutpar HaTpus « ACD

* [po6upkn gns nnasmbl * Okcanat kanusa /
KPOBMW C pa3fenutenbHbIM hTOPUCTBIN HaTpUiA

renem (NUTuii renapux)

PaGoune xapakTepUCTUKKU HEe YCTaHOB/IEHbl 1 APYTUX XUAkocTeit
opraHusma, KpoMe CbIBOPOTKM U Nia3mbl KPOBW YesloBeKa.

Bbinn ycTaHoBneHbl pabouve’ xapakTepucTukn Tecta 4is obpasuoB
KpoBu TpynoB (o6paslibl;~3abpaHHble MOCMEPTHO, MOCMEe OCTAaHOBKW
ceppua). MoapobHas ) MHdopMaums  cofepxutcs B pasgene
TECTUPOBAHVE OBPA3LIOB TPYMHOW KPOBW.

Xugkne aHTMKoaryNAHTbl MOryT AasaTb 3dpekT pasbasneHusi, uTo
MOXeT MNPUBECTU. K/ 3aHWKEeHHbIM KOHLEHTPaLMAM B OTAesbHbIX
obpasuax nauyneHToB:

B cucteme ARCHITECT i System He npegycmoTpeHa BepudmkaLms
Tuna o6pa3uya. ‘B 06s3aHHOCTM onepatopa BXOAUT nNpoBepka
npaBWIbHOCTM TUNOB 06pasLoB, UCMONb3yeMblx B TecTe ABCHITECT
HBsAg Qualitative I

CocTosiHne 06pasuos

He ncnonbksyiite o6pasLpl B CeAyoLyX COCTOAHMAX:

*  VMHaKTMBMPOBaHHbIE HarpeBaHnem

*  nynupoBaHHble

* |/ CWABHO reMO/IM3NPOBaHHbIe

¢ €'3aMeTHOW MWKPOBGHON KOHTaMuHaumel

YTo6b! NOMY4nNTb NPaBU/bHbIE pesy/ibTaTbl, 06pasLibl CbIBOPOTKM 1 Nia3Mbl
KPOBW, [O/MKHbI OblTb OTAENEHbl OT (hMbpuHa, 3PUTPOLUTOB W APYrx
TBEepAbIX yacTul,. O6pasLibl CbIBOPOTKA KPOBY NALWEHTOB, MOMyHatoLmx
AHTVKOAryNALUMOHHYIO WM TPOMBOMUTUYECKYIO Tepanuio, MoryT B
pe3ynbTare He3akOHYeHHOro 06pa3oBaHus CrycTKOB CoAepXaTb thMOpuH.
Y6enutecb B TOM, 4TO B ob6pasuax CbIBOPOTKW-KPOBU hopmupoBaHve
CryCTKOB 3aKOHYMNOCh [0 LeHTpuchyrvpoBaHus.  [pu Hanmumm cmbprHa
B 0o6pasLax, OTLEeKTpU(YrMpoBaHHbIX A0 MOHOTO CBEPTLIBAHUA KPOBW,
TeCcTUpoBaHue BeAeT K MONYYEHNI0 HenpanbHbIX Pe3y/ibTaros.
Mockonbky 06pasLbl, NoMy4eHHbIE OT renapuHU3MPOBaHHbIX NaLWEHTOB,
MOryT 6biTb YaCTUYHO KOArynMpoBaHbl X MOIYT AaBaTb HenpasWibHble
pe3ynbTaTbl U3-3a Hamumnsa mbpuHa, 3a60p 06pasLIOB CieayeT NPoBOAUTL
[10 Ha4ana NeyeHns renapuHoM.

Mpn obpaweHun ¢ obpasuyamum KPoOBYM naumeHTOB cobntogalite
OCTOPOXLLUOCTb, 4TOBbI He AOMyCTUTh /MepeKkPecTHO  KOHTaMUHALWN.
PekoMeHyeTca VCnonb3oBaHe OfHOPA30BbIX NMMNETOK U HaKOHEYHWKOB
L1 IUNeTOK.

[N nonyyeHust NpaBWUMbHbIX PE3YNLTATOB NPOBEpbTe BCe 06pasLbl
Ha Ha/mune MysbIpbKOB. YaumTe. Mysblpbki annaMkaTopoM A0 Havasia
TecTypoBaHuA. Vicnonb3yiite HOBBI-annaukaTop A1 kaxaoro obpasua,
4To6bI U3GEXaTb NEePEKPECTHOI KOHTaMUHALN.

Mexay paGounmu xapaKtepucTukamm 3KCMepUMEHTa TbHbIX
KOHTpOneli 1 HepeakTVWBHbIX WM OGOralleHHbIX — PeaKTUBHbIX
06pasLioB  C  MOBbILIEHHBIMIA'  YPOBHSIMM  KOHBIOTMPOBAHHOMO WM
HEKOHbIOrMpOBaHHOTO  GUnMpy6uHa (20 mr/gn),  TpUrAMLEpuaoBs
(3000 mr/gn), npotenHa (12 r/an) wam remornobuHa (500 mr/gn) He GbU1o
BbISIB/IEHO KA4eCTBEHHbIX Pa3/INUNIA.


http://www.abbottdiagnostics.com

MNoaroToBka K aHanusy

CnepyiiTe ykazaHusM NpousBoanTens Npo6bupok A8 céopa CbIBOPOTKU

M nnasmbl kpoBu. [lpu noAarotoBke 06pasLOB K TECTUPOBAHUIO

rPaBMUTALMOHHOTO pasfeneHns HefoCcTaToOuHo.

MpurotoBbTEe 3aMOPOXEHHbIE 06PasLbl CledyoWwmMmM 06pa3om;

¢ 3amMopoXeHHble 06pas3libl HE06XOAMMO MOTHOCTHLIO Pa3MOpPO3UTb
nepej cMellBaHNeM.

¢ TwarenbHo nepemeluaiite pa3MoOpOXeHHble obpasupl,
nepesepHyB npobupku 10 pas, waM Ha BOPTEKCE Ha HU3KOM
ckopocTu. BusyanbHo nposepbTe o6pasupl. Ecnm Habniopaetcs
paccnoeHve, npogonxaiite nepemellnBaHue A0 Tex Mop, noka
o6pasibl He CTaHyT BU3yas/lbHO OJHOPOAHbIMW. Ecnu o6pasiibl
TWaTeNlbHO He nepemellaTb, TO MONYYeHHble pe3ynbTaTbl MOryT
6bITb HECOr/TACOBAHHbIMU.

*  OTueHTpudyrmpyiite cMmellaHHble 06pasLpl Kak OMMCcaHo HUXeE.

NS NoyyYeHUs CornacoBaHHbIX pe3y/bTaToB 06pasLbl AO/MKHbI GbiTh

nomeLlleHbl B LEeTPUtyXHble NPoGUPKU W OTLeTPUyrMpoBaHbl npu

A 10000 OLC (oTHOcWTenbHas UEHTPUYXHas cuna) B TeyeHue

10 MUHYT nepef TeCTUPOBaHUEM, €Cn

e OHW copgepxaT (UBPUH, 3PUTPOLUTBI
YyacTuubl, nan

*  OHM GblIM 3aMOPOXEHbI 11 PA3MOPOXEHDI.

Ecnn Ha NoBepxHOCTU OTLEHTPUAYrMpoBaHHOro obpasuia obpasyeTcs

NMNUAHBIA CNOWA, 06paseL, HYy)XHO NepeHecTn B valleuky A1 obpasua

U BTOPUYHYIO NpobGupky. Cobntogaiite OCTOPOXHOCTb, u3beraiire

nepeHeceHUss NUNUAHOTO  MaTepuasia BMECTe C  OUMLLEHHBIM

o6pasLom.

NS TecTMpoBaHMs NOMECTUTE OYMLLEHHbI o6paseL, B Yalleuky. s

06pasLioB MU BTOPUYHYO NPOGUPKY.

Wi apyrve Teepgple

XpaHeHune

O6pasubl MOXHO XpaHUTb Kak CO CrycTKamu, 3puTpouutTamu unm
pasgenuTenbHbIM renem, Tak u 6e3 Hux

e [0 24 YacoB NpW KOMHATHOI TemnepaTtype um

e [0 6 aHelt npu Temnepatype 2-8*C.

Ecnu TecTupoBaHue oTkniafpiBaeTcs Gosee YeM Ha 6 AHEV, yaanmte 3
06pasLoB CbIBOPOTKA UM NNa3Mbl KPOBW CryCTKWU, 3PUTPOLUTBLI Un
pasfenuTenbHbIi reslb U XpaHuTe 3aMOPOXEHHbIMU APy, Temnepartype
-20'C nnm Hmxe.

He npoBoauTte 6onee 3 UMKNOB 3amMOpPO3KI/PasMOpO3KM.

TpaHcnopTuposka

Mepes TPaHCMOPTUPOBKOW peKkoMeHAyeTca OTAeNUTb ob6pasubl oT
CryCcTKOB, 3pUTPOLMTOB WM Pa3AeMTeNbHOro fefs:

Mpu TpaHcMopTVPOBKe 06pasLbl CedyeT ynakoBbiBaTh U MapKupoBaTh
B COOTBETCTBUM C MECTHbIMU U MeXAyHapoaHbIMU Tpe6GoBaHNsAMU Mo
TPaHCMOPTNPOBKE K/IMHNYECKNX 06Pa3LI0B U UH(DEKLIMOHHBIX BELLECTB.
O6pasLibl MOTYT NepeBoO3UTLCA NpU TemMnepaTtype OKpyXaloLei cpespbl,
npu 2-8'C (MOKpbIVi Nef) Unm 3amMopoXeHHbIMM (Cyxoii neq). He xpaHute
o6pasLibl NOC/e NCTEUEHNs CPOKa FOAHOCTH, YKasaHHOrO BbilLe.

TECTUPOBAHVE OBPA3LIOB TPYMHOW KPOBU

Bbinn yctaHoBneHbl paboune xapakTepUCTUKM TecTa Ansi 06pasuos
KpoBW Tpynos (o6pasupl, 3abpaHHble NOCMEPTHO, Moc/ie OCTaHOBKW
cepaua), 3abpaHHbix B nepuog A0. 18,5 yacoB nocne HacTynnieHus
cmepTu. Pabouve xapakTepucTUKU. TecTa Oblin yCTaHOBNEHbl MNpu
nomoLyn 50 oborateHHbIX 1 50 HesoboralleHHbIX 06pasL0oB TPYnHOM
KpoBUM.

Bannpauusa TectTupoBaHua He 6blna nposeseHa Ana 06pasLoB KPoBU
TpynoB ¢ athchekTom passegeHHol nnasmbl B pesynbTate nepenvBaHuii
KPOBW WM PacTBOPOB KOJI0MA0B 06bemMoM > 2000 M, NpoBEAEHHbIX
B TeueHne 48 uacoB ‘mocre 3abopa obpasua, WM pacTBOpPOB
Kpuctannongos o6bemom..> 2000 M, NPOBEAEHHbIX B TeueHne 1
yaca (Unu N6oii KOMBNUHALMN N3 BbilLENEePEUNCIEHHBIX XNAKOCTER)
nocne 3abopa o6pasua.

CnepyiiTe 06LENPUHATBIM CTaHAapTam /WM UHCTPYKUMSM no c6opy,
XpaHeHuio 1 obpalieHnio ¢ obpasuamm TPYNHOW KpPOBU.

CnepyiiTe  WHCTPYKWMSIM Npou3BOAMTENA NPOGMPOK npu  paboTte
¢ npobupkamn fnscbopa CbIBOPOTKM WM Nnasmbl kposu. [Mocae
NepBUYHOrO0  LIEHTPUCDYrMpoBaHUA  NepeHecute  CynepHaTtaHT /B
LIeHTPUCDYXHYH0 -NPo6VpKY 1 LeHTpudyrupyiite npu s 10000 OHEC
(oTHOoCMTENbHAR-LEHTPUdYXHas cuna) B TeuyeHne 10 muHyT. Ecamn
o6pasLbl He 6/ 06paboTaHbl HenocpeACTBEHHO Nocie nepBUYHOro

LIEHTPUCDYFMPOBaHNS, PEKOMEHAYeTCs OTAeNNTb CynepHaraHT —or
CryCTKOB._ WM 3pUTPOLMTOB nepej npoBeAeHVeM palbHeiillei
06paboTKu.

O6pasLibl TPYMHOW KPOBM MOTYT XpaHuTbea Ao 6 aHeld npu 2-8'C n o
24 vacos npu 15-30‘C nocne c6opa.

Peructpanua MU B Pocapgpasaansope
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KauecTBeHHbIX pa3nuuunii Ana o6pasLoB TPYNHOR KPOBU (HepeaKkTUBHLIX
N1 060oralLeHHbIX peakTUBHbIX 06pasLoB), NOABEPrHYTLIX 3 LMKIam
3aMOpO3KN/Pa3Mopo3ku, He Habnganock. TeM He MeHee HeoOX0AVIMO
nsberaTb  NPOBEAEHUA  MHOTOYUCNEHHBIX  LWMKIOB  3aMOPO3KK/
pasMopo3Ku.

NMPOLEAYPA
MNpepgocTasnsiembie MaTepuasbl

2G22 ARCHITECT HBsAg Qualitative Il Reagent Kit

Heo6xoANMble, HO He NpeAocTaBAsieMble MaTepuanbl

ARCHITECT / System

thaiin Tecta ARCHITECT HBsAg Qualitative I, focTynHbIA-Ha:

¢ ARCHITECT i System e-Assay CD-ROM Ha
www.abbottdiagnostics.com

# ~ARCHITECT / System Assay CD-ROM

2G22-01 ARCHITECT HBsAg Qualitative Il Calibrators

2G22-10 ARCHITECT HBsAg Qualitative Il Centrols wau pgpyroii

KOHTPO/bHBIV MaTepuan

ARCHITECT i Ipre-trigger solutlonl

ARCHITECT | ltriocer solutionl

ARCHITECT 1IWASH buffer]

ARCHITECT | Ireaction vessels!

ARCHITECT | ISAMPEE C U 7

ARCHITECT i ISEPTUMI

ARCHITECT | IREPLACEMENT CAPS]

MnNeTKN MM HaKOHEUHMKK As NNeTok (ONLMOHHO) A/1st JO3UPOBaHNS

yKa3aHHbIX 06bEMOB.

MHbopmauumio o matepmanax, Heo6xoAUMbIX A8 NpoLeayp TEXHUYECKOro
obcnyxusaHua, cmoTpute B Pasgene. 9 PykoBoacTBa No akcniyatauuu
cuctembl APCHITECT.

Mpoueaypa aHannsa

Mepep nepBoii  ycTaHOBKOW ) Ha6opa peareHtoB ARCHITECT

HBsAg Qualitative Il Reagent Kit Ha 60pT cucTeMbl HEO6X0AMMO

nepemeliatb Ccogepxumoe. prakoHa C MuKpouyacTuuamm, uTobbl

pecycneHanpoBaTb MWKPOYACTMLbI, OCEBLUME Ha [HO (hnakoHa BO

BpeMs TPaHCMOPTUPOBKU:-.[Tocne 3arpysku MUKpouyacTul, B NepBblit

pas fanbHeiillero nepemMeLUnBaHus He Tpebyetcs.

* [epeBepHuTe OaKoH ¢ Mukpoyvactmuamu 30 pas.

¢ BusyanbHo ybemuTecb, UTO MUKpoYacTUubl BO  (bnakoHe
pecycneHAnpoBaHbl. Ecnn MukpouyacTulpsl Bce elle npuavnatoTt
K CTeHkam chnakoHa, NpogonxainTe nepesopaymBaTh (h1akoH A0
Tex nop, noka M1Kpo4acTuLbl MOSHOCTLIO He pecycrneHANPYITCS.

« Ecm MUKPOYacTULbI He  pecycneHaMpoBa/ICh, HE
VCMNO/b3YWTE UX. O6paTuTech K MeCTHOMY NpefCTaBuTesto
komnaHuu. Abbott.

* Tlocne _TOfO Kak  MWKPOYacCTULbl  PECYCNeHAVPOBAAUCH,
nomMecTuTe ApeoXpaHUTeNbHYI0 KPbILLKY Ha (hiakoH. IHCTPYKLMK
no noMeLleHNo NPeoXpPaHNTE/IbHbIX KPbIleK Ha (hnakoHbl
cofiepxatcs B pasgenie Mepbl NPefOCTOPOXHOCTM NP paboTte
[aHHO! MHCTPYKL MM MO NPUMEHEHNIO.

3arpysuTe. Habop peareHToB ARCHITECT HBsAg Qualitative ll/'Reagent

Kit Ha 6opT cnctembl ARCHITECT / System.

* YGegutecb, uTO NPUCYTCTBYIOT  BCE
TeCTUPOBaHUS peareHTbl.

« T[lpoBepbTe Ha/MuMe NPeAOXPaHUTENbHBIX KPbILIEK Ha BCeX
thnakoHax ¢ peareHTamu.

FIp He06X0ANMOCTH 3aKaxuTe KasIMGpOBKY.

/' NHchopmauusa o 3akase kannbposkn HaxoauTesi B PykoBoAcTBe no
akcnnyataummn cuctembl ARCHITECT, Pasgen-6.

BakaxuTte TecTbl.

HeobXoAuMble  An1s

¢ VHdopmauus o 3akase 06pasuoB NaUNEHTOB W KOHTPOnei u
06LLMX OnepaLoHHbIX NpoLegypax Haxoaurcs B PykoBoAcTee Mo
akcnnyataymmn cuctembl ARCHITECT, Pasgen 5.

MuHuManbHbli  o6bem o6pasua B [ Haweuke aAna  o6pasuoB

paccuMTbiBaeTCs CUCTeMOll M pacneuyarbiBaeTcs B oTyeTe O 3asiBKe

(Orderlist report). /13 ogHoli yaweykn OAs obpasuya MOXHO fenarb

He 6Gonee 10 nosTopoB. [lepes npoBeaeHMeM TecTa MpoBepbTe

npaBubHOCTL 06beMa ob6pasua B Halleuke [ 06pasLoB, 4TOObI

MUHUMK3MPOBaTL 3heKT ncnapeHus.

* [puoputeTHble o6pasubl: 125 MKNn Ana nepsoro Tecta HBsAg
Qualitative Il naoc 75 mkn gns. kabKaoro fononHUMTENBHOTO Tecta
HBsAg Qualitative Il 3 Toli e valeykn ana o6pasyoB..

* 53 yacos Ha 6opTy: 150 Mkn gns nepeoro Tecta HBsAg Qualitative
Il nnoc 75 MKN 4nA Kaxgoro AononHuTenbHoro Tecta HBsAgQ
Qualitative Il 13 TOi e valeukn Ans 06pasLoB.


http://www.abbottdiagnostics.com

¢ > 3 yacoB Ha 60pTy: 3amMeHuTe obpasel; (06pasubl NaUUEHTOB,
KOHTPONN 1 Kannépatopsbl).

e [pn MCNONb30BAHUU MEPBUYHBIX WM &INKBOTHBIX NPOGUPOK
ncnonb3yiiTe gosatop o6pasua Ana obecneyeHus [OCTaTOYHOTo
o6bema ob6pasua nauveHTa.

* [loarotoBbTE KAMGPATOPbI M KOHTPOMN.

« [epep ncnonb3oBaHveM nepemeluaiite kanmépatopsbl ARCHITECT
HBsAg Qualitative Il Calibrators n koHTponn ARCHITECT HBsAg
Qualitative Il Controls, akkypaTHO nepeBopauvBas 1akoHbl.

* [InA nonyyeHus pekoMeHAyemMoro ob6bema KanmépaTopoB W”
KoHTponeli ARCHITECT HBsAg Qualitative Il gepxuTte dnakoHsbl
BepTMKanbHO U fobasbTe no 11 kanenb Kaxaoro kanubpatopa
1 Nno 6 kanesfib KaXAoro KOHTPO/S B KaXyl COOTBETCTBYIOLLYHO
Yalueuky ana o6pasuos.

« Ecm nucnonb3lyetca  Apyroin KOMMepYecks  AOCTYMHbIA
KOHTPO/IbHbI/ MaTepuasn, cnefyiite WHCTPYKUMAM MO MOATOTOBKE
COOTBETCTBYIOLLETO NPOM3BOANTENS.

* 3arpysuTe o6pasupl.

*  VHdhopmauma o 3arpyske o6pasLoB Haxoautcs B PykoBoAcTBe O
akcnnyatauuu cuctembl ARCHITECT, Pasgen 5.

*  Haxmute knasuwy PABOTA (RUN).

« [lononHutensHas MHgopMaums 0 NpuHLMNax paboTbl HaxOAUTCA B
PykoBogcTBe no akcnnyaTtaumm cuctembl ARCHITECT, Pasgen 3.

*  [Ins [OCTVDKEHNSA ONTUMASTbHBIX PAGOUNX XapaKTEPUCTVIK BEKHO C/IeioBaTb
CTaHAapTHbIM  NpoLefypam TeXHUYEecKoro 06CyXVBaHUs, ~KOTopble
onucaHbl B PykoBofcTBe no akcniyartauum cucrembl ARCHITECT, Pasaen
9. Ecnm npasuna paboTbl B Balleii nabopatopum TpebytoT 60ree, 4actoro
TEXHNYECKOro 06CNYXMBaHWSA, cnefyiiTe NPUHATON NpakTUKe.

Mpoueaypa passegeHus obpasua

[ins Tecta ARCHITECT HBsAg Qualitative Il 06pasLibl He pa3BOAATCS.

Kann6poska

e Urobbl  BbINOMHUTL  kanMbposky Tecta ARCHITECT  HBsAg
Qualitative Il, npoTtecTupyiite kanubpatopbl 1 u,2'.B'3-X nosBTOpax.
3arpysute kanuéparopbl B NPUOPUTETHbIE NO3NLIN.

« Vi oueHkn kannbpoBKM TecTa Heo6xoauMO RpOTecTMpoBaTh No
0ofiHOMY 06pasLy KOHTPO/el KaxAoro ypoBHs.

e 3aKkaxuTe KOHTPO/M B COOTBETCTBUM C-yKasaHUsMW pasgena
Mpoueaypa aHanusa.

e Y6eauTecb, UYTO 3HAYEHWS KOHTPONEA-HE BbLIXOAAT 3a paMKn
[vanasoHa KOHLEHTpauuid, ykasaHHbIX' B WHCTPYKLMM MO
NPUMEHEHMIO K KOHTPOHO.

* Tocne Toro kak kanuéposka Tecta ARCHITECT HBsAg Qualitative II
NPUHSATA U coXpaHeHa, MOryT TeCTUPOBATLCS BCe OCTaslbHble 06pasLbl
6e3 fanbHelilein kanmbpoBKK, ecnn He MPoNCXoauT cneayoLlee:

*  Wcnonb3yeTca Ha6op peareHTOB-C HOBbIM HOMEPOM CepuMu.

¢ 3HayeHVst KOHTPO/e BbIXOAAT ‘3a.pamku AnanasoHa AonyCcTUMbIX
3HaYeHWi.

* Togpo6Hyl0 MHCOPMaLMIO O MPOBEAEHUN KasIMbGpOoBKM TecTa CM. B
PykoBogcTBe no akcnnyatauuu-enctembl ARCHITECT, Pasaen 6.

NMPOUEAYPbI KOHTPO/IA KAYECTBA

PekomeHgyembiM TpeGoBaHvneM KOHTpons kadectBa Tecta ARCHITECT
HBsAg Quallitative J)sBnsietca TeCcTMpoBaHve no ogHoMy 06pasLly KOHTPons
KaX[oro ypoBHsi kax/ple 24 4yaca, To eCTb Kax/ble CYTKW aKCnyaTauum.
Cobniogaiite npasuna Balleli-aabopaTopun, ecnu oHu TpebytoT Gonee
4acToro MCnosib30BaHUs KOHTPOneil Ans NpoBepku pesynbTaTos TecTOoB.
B cOOTBETCTBMM C MECTHbIMW W/MNN FOCY[APCTBEHHLIMW 3aKOHaMW WM
TpeboBaHMAMKU akkpeguTauun wam MNoANTUKOW obecnedyenus kavecTea
Balleii nabopaTopum MOFYT-TECTUPOBATLCS [OMNOJHUATEbHbIE KOHTPOSN.
3HayeHNsi KOHTPONA AO/MKHbI OblTb B Npedenax AnanasoHoB, yKasaHHbIX
B MHCTPYKLUWN NO NPUMEHEHMIO K KOHTPOM. Ecnu pesynbTar KOHTpons
BbIXOAUT 3a MNpepjesibl-ykasaHHOTO AuanasoHa, BCe pe3ynbTaTbl TecTa,
noslyyeHHble nocne’ (nocnefHero nNpUeMemMoro pesynbTata KOHTPONS;
[IO/DKHbI 6bITb NPOAHANN3MPOBAHbI, YTOGbI ONPEAennTb, He NOBAMAN0 AU
Ha pesynbTaTbl TECTA TO, YTO Pe3yNbTaT KOHTPO/S BbIXOAUN 3a NpeAenb
yKa3aHHOro AuanasdoHa. PesynbTaTbl TecTa, NPU MOJYYEHUM KOTOPbIX
3Ha4YeHne KOHTPONA-BbIXOAWIO 3a Npejernbl YCTaHOB/IEHHOrO AnanasoHa
1 3TO OKasano.BAVSHNE Ha pe3y/ibTaT, CUNTAOTCA HeAeiCTBUTEbHbIMN.
3T 06paslbl |He06X0AMMO MOBTOPHO NpoTecTupoBath. VHdopmauus
06 ycTpaHeHWW, HewcnpaBHoOCTeli Haxoautcsi B PykoBogciee no
akcnnyatayun cuctembl ARCHITECT, Pasgen 10.

MNpoBepka mapameTpoB TecTa

MpoTOKOALI /1 MPOBEpKW napameTpoB Tecta cMm. B((Fpunoxexun B
PykoBoactsa no akcnnyatauum cuctembl ARCHITECT. TecT ARCHITECT
HBsAg Qualitative W oTHocuTca K MeTogonoruyeckoi rpynne 5 3a
UCK/OYEHNEM (DYHKLMOHAIbHO YyBCTBUTENBLHOCTU.

Peructparua MU 8 Pocaaparramsope
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PE3YNbTATbI

Pacuyet

¢ Cuctema ARCHITECT / System paccuutbiBaeT pesynbTar: Tecta
ARCHITECT HBsAg Qualitative Il Ha ocHoBe cooTHOWEHNS RLU
o6pasua u noporosoro RLU (S/CO) gnsa kaxaoro obpastia i KoHTpons.
« Moporosoe RLU »=(0,0575 x CpegHee RLU kanubpatopa 1) +

(0,8 X CpepiHee RLU kanubpatopa 2)

¢ S/CO “ RLU o6pasuya/noporosoe RLU

WHTepnpeTauus pesynbTatos
MepBuuHbIii pesynbTat B TecTe ARCHITECT HBsAg Qualitative I

MepBuYHbINA WHTepnpeTtaymsa Mpouegypa NoBTOPHOro

pesynbTaT (S/CO) aHanusaTtopa TecTupoBaHuna

< 1,00 HEPEAKTVBHBIA  He Tpe6yeTcs.
(NONREACTIVE)

n 1,00 PEAKTVBHbIV MoBTopHOE TecTupoBaHue
(REACTIVE) B oy6re.

MepBUYHO peakTUBHblE 06pasLibl TPEGYHT. IOBTOPHOTO TECTUPOBAHMS.
OG6pasubl, KOTOpble Cofepxar TBEpAblE uacTulpl, HEOBXoAUMO
NOBTOPHO LiEHTPMUCDYrMpoBaTh B COOTBETCTBUM C ykasaHUsMW pasaena
CBOP OBPA3LIA U MOArOTOBKA K AHAN3Y [aHHOI UHCTPYKLMA
no NPUMEHEHMIO.

Pesynbtatbl NoBTOpPHOro aHanun3a sjtecte ARCHITECT HBsAg
Qualitative Il

WHTepnpeTtayus

aHanusaTopa Knaccudrkauyus obpasua

Ob6a pesynbrara

HepeakTBHble

O6pasel] cuMTaeTCs HepeakTUBHbIM Ha
HBsAg.

OfuH nnu oba pesynbtata O6pasue cunTaeTcs NOBTOPHO
peakTuBHble peakTBHbIM. TpeGyeTcs noaTBepxaeHue
TECTOM HeiTpanusaunn.*

Pekomergyembliii TecT - AACHITECT HBsAg Qualitative Il Confirmatory.

* [loaTBepauTe pe3ysibTalbl MOBTOPHO peakTVBHbIX 06pasLoB Npu
nomoLymn Tecta Helirpanmsaumn {nanp., ARCHITECT HBsAg Qualitative
Il Confirmatory), mepen TemM kak coobwuTb nauueHTy ero HBsAg
crartyc.

Bonee  nogpo6Has - wHopmauna 0  KOHdMrypauum — CUCTeMmbl

ARCHITECT / System’ fns vcnonb3oBaHUs WHTepnpeTaunii 3HaveHwii

B Cepoil 30He HaxoauTcs B PyKoBOACTBE MO 3KCMAyaTauunm CUCTEMbI

ARCHITECT, Pasgen 2. VHTepnpeTauwu 3HaueHuii B Cepoil 30He

ABNAIOTCA pefjakTupyembIMy napameTpaMii U [O/KHbI NPUMEHSTbCA B

COOTBETCTBUU C-TPe6GOBaHUAMN KOHEUHOTO NosIb3oBaTeNs.

dna>kkm

Pe3ynbTaTbl HEKOTOPbIX TECTOB MOrYT COMPOBOXAATbCA MHGopMauuein B

none pnaxku(Flags). Bonee nogpobHas nHcopmauusa 0 pa3HOBUAHOCTSAX

hN1aKKOB, ' KOTOpPble MOTYT MOSIBAATLCA B 3TOM MOJie, COAEPXUTCS B

PykoBogCTBe no akcnnyatauum cuctemsl ARCHITECT, Pasgen 5.

OrPAHUYEHNA NPOLEAYPbI

* Eenu ' pesynbtathl Tecta ARCHITECT HBsAg Qualitative Il He
COF1AcyloTCA € KIMHUYECKUMU  AaHHbIMK, AAS FOATBEPXAEeHUS
pesynbTaTtoB PEKOMEH/yeTcs [ONOMHUTENbHOEe TeCTMpOBaHme.

*““B Lensx ANarHocTUkM OCTPOro U XPOHUYECKOro FefatuTa pesynbTars
Tecta [JO/MkHbl paccMaTpuMBaThbCst € y4eTOM (LMcTopun  GOMe3Hn
nalveHTa u ApyruMi Mapkepamu renatuta.

., O6pasupl, MOMlyyeHHble OT  MaUMEHTOB, .KOTOpble MPUHUMAIN
neKapcTBeHHble npenapartbl, U3roToB/IEHHbIE M3  MOHOK/IOHA/bHBIX
MbIWWHBIX ~ @HTUTEN, B [AMarHOCTUYeCKUX Wnu TepaneBTUYEeCKUX
Lensx, MoryT cogepxatb 4YenoBeyeckue aHtTena npoTUB MbILLMHBIX
antuten (HAMA). MM O6pasupl nNauneHtos, cogepxaume HAMA,
MOTYT [IeMOHCTPUPOBATb aHOMasIbHbIE 3HAYEHWS NPU NCCneaoBaHUN B
TecTax ¢ NPUMEHEHUEM MOHOK/IOHA/IBHbIX MbILLIMHBIX aHTUTEN (Takux
kak ARCHITECT HBsAg Qualitative ll):

* TleTepouribHble aHTUTENa B CbIBOPOTKE KPOBM YesioBeka MOryT
pearMpoBaTb C WMMYHOrN06yNMHaMu peareHta, WHTEpdepupys C
in vitro MUMMyHOaHann3om.O6paslbl NaLMEHTOB, HaxXOAALMXCH B
NPUBbLIYHOM KOHTAKTe C XUBOTHBLIMW /NGO C NPOAYKTamMn N3 CbIBOPOTKN
KPOBM KMBOTHbIX, Haubonee. yacTo nogsepraoTcs  NofoGHOMY
BO3/ECTBMIO, pe3y/bTaTbl TECTOB /191 HWX MOryT [AEeMOHCTPUPOBaTb
aHOMasibHble 3HaueHusi. [I1A.  onpejeneHust TOYHOrO AuarHosa
MOXeT noTpe6oBaTLCs [ONOAHUTENbHAA VHGOPMaLWS.

¢ WHdopmauma no orpaHnYeRUAM 06pasLioB COAEPXUTCA B pasaene
CBOP OBPA3LIOB 1 MOAFOTOBKA K AHAJIN3Y AaHHOR NHCTPYKLMK
no nNpUMeHeHwto.



CNEUNDPUNYECKNE PABOYNE XAPAKTEPUCTUKN

Bce vccnepoBaHns pabounx xapakTepucTuk NPOBOAWINCL Ha CUCTEMAX
ARCHITECT  /2000//2000sr- liccnepoBaHusi  BHYTpUIabopaTopHOii
BOCMPOU3BOAUMOCTH, aHanMT14eckoi UyBCTBUTE/ILHOCTU "
cepokoHBepcumn npoBoAnamnck Ha cucteme ARCHITECT /1000sr .
PesynbTaTbl TECTOB B OTAe/bHbIX /1a60paTOPUAX MOrYT OTAMYATLCA OT
npUBEeAEHHbIX JaHHbIX.

Bocnpoun3sBogumMocTb

Tect ARCHITECT HBsAg Qualitative Il paspa6oTaH Takum 06pa3om, HToObI
BOCMPOU3BOANMOCTL 6Gbina ~ 10% (o6uwero) KB BHyTpu nabopartopuu
[151 MONIOKMTENIbHOTO KOHTPO/ISE M HW3KOW MONMOXMUTENbHOW naHenwu, a
cTaHfapTHoe oTknoHeHne (CKO) pns BbICOKOW OTpuuaTenbHOW naHenu
i 0,10 S/CO.

BHyTprna6ooaTopHast BOCMPOU3BOAUMOCTb

WccnepgoBaHne 6biI0 NMPOBEAEHO B COOTBETCTBUM C  [JOKYMEHTOM
HauuoHasibHOro KomMuTeTa Mo cTaHgapTam KAMHUYeCKUx nadopartopuii
(NCCLS) EP5-A2® TecTupoBaHuWe MNpPOBOAW/IOCL C WCMOJSIb30BaHWEM
3 cepwii peareHTOB, Kanu6patopoB W koHTponeH ARCHITECT
HBsAg Qualitative Il n 4 aHanu3zaTtopoB. [iBa KOHTPONS W ABe NaHenu
TECTUPOBA/IUCh, KaK MUHUMYM, B 2-X MOBTOPaX JjBa pasa B [ieHb B pasHoe
Bpems BTeueHue 20 fHell. Kaxaas cepus peareHToB B3TOM UCCNeA0BaHNN
nucnonb3oBasna  CBOW  COGCTBEHHYID  Ka/IMGPOBOYHYID  KPUBYHO.
[lnanasoHbl A8 BCEX WHCTPYMEHTOB U CepUil peareHToB ykasaHbl B
HUXeNpuBEAEHHOW Tabnvue 41 MHCTPYMEHTOB 1 Cepuii peareHToB.

Avnana3oH
BHyTpunabopaTopHoii
1anasoH BHYTpU
Cpenn. L yTp Bocnpowxsoqwmocrm
cepuu (O6wei)
O6pasey n SICO cKo %KB cKo YKB
oTpuy.
956 0,15-0,18 0,012-0,016 NA 0,014-0,030 NA
KOHTpONbL
Monox.
958 3,26-3,45 0,056-0,082 1,7-2,5 0,072-0,103 271-3,2
KOHTpONGL
BbicOK
oTpuy. 955 0.71 -0,77 0,021 -0,024 NA 0,025 - 0,083 NA
nawens
HU3K. nonox.
956 1,17-1,27 0,026-0,040 2,1-3,4 0,029-0,048 2,3-4,1

naiens

NA = HenpumeHumo

Bocnpon3BoanMocTb cUCTEMbI

VccneposaHne Bocnpoussogmumoctn ana Tecta \ARCHITECT HBsAg
Qualitative I npoBogunocb B TeyeHwe 5 AHeli B COOTBETCTBUM C
[OKYMEHTOM WHCTUTYyTa K/MHUYECKNX W NaGoPaTOpHbIX CTaHAapToB
(CLSI) EP15-A2® TecTupoBaHWe MNpPOBOAUNIOEL B 3-X KIMHWUYECKMX
naboparopusax ¢ UCNonb3oBaHMeM 3-X cepuii jpeareHToB, kannbpaTtopos
n koHTponeH ARCHITECT HBsAg Qualitative/1l'B kaxpaoii na6opaTtopum.
[lBa KOHTpO/ISA M 2 naHenu TeCTUPOBa/IUCL.B4 MoBTopax no 2 pasa B
[leHb B TeyeHve 5 fHeii. [laHHble npuBeAeHbl B TabnuLe Huxe.

BHyTpuna6opar

O6uee BOCNPON3BOA
cpea BHyTpu cepun 3a fjeHb (O6uwasn)

O6pasey n SICO CKO % KB CKO %KB CKO %KB
OTpUL.KOHTPONb 360 0,17 0,028 NA 0,031 NA 0,031 NA
Monox.

360 3,45 0,066 19 0,070 2,0 0,073 2,1
KOHTPWE
BhicoK, 0TpuL,.

360 0,77 0,037 4,8 0,061 7,9 0,061 7,9
nawens
Husk. nonox.

360 1,28 0,066 51 0,066 51 0,066 51

naHens

NA “ HenpumeHumo
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CrneundnyHoCTb

O6pasLpl, NonyyeHHble U3 kposwu [AOHOPOB

Tect ARCHITECT HBsAg Qualitative Il paspa6otaH Takum o6pasoM,
4TO6bI CneumduryHoCcTb cocTaBnsana > 99,5% ana o6pasLos, NOMyYEHHbIX
13 KPOBMW [LOHOPOB.

MccnepoBaHve npoBoAMnoCk B TPeX BHELHWX nabopatopusix’ ¢
ncnonb3oBaHnem Bcero 5401 06pa3oB CbIBOPOTKM W Mna3Mbl-KpOBY,
NONYYEHHbIX M3 [ABYX LEHTPOB [OHOPCKOA kpoBw. [na 1 _-obpasua,
KOTOPbI TECTUPOBA/ICA KakK MNEepPBUMYHO U MNOBTOPHO PEaKTUBHbIN
B TecTe ARCHITECT HBsAg Qualitative Il, Hannume HBSAg 6bino
noATBEPXAEHO No pesynbTatam cneuudguyeckoit HeiTpanusauumn ¢
aHTW-HBs. CneuundnyHOCTb ocTasbHbiXx 5400 06pa3LoB AOHOPOB KPOBU
oueHunBanach kak 99,91% (5395/5400) ¢ NpeAnONOXUTEAIBHLIM HYNEBbIM
Hannumem nHdekumn HBV. laHHble npuBefeHbl B Tabnulie Huxe.

95%
IR» RR* Cneyunduus AOBEpPUTENbHbBI
KaTeropus n (%) (%) HOCTb uHTepBan
Bce moHOpbI 0.13 99,91%
5401" 7 (0,13% 6(0,11% 99,78% - 99,97%
b S (0.13%)  6( ) (5395/5400) ° °
Bokopsl
99,89%
nnasmel 2700 4 (0,15% 3 (0,11% \ 99,68% - 99,98%
(0.15%) 3 (OL%) > 59722700) °
Kposy
foHopl
99,93%
CLIBOPOTKN 2701> 3 (0,11%) 3(0,11%) (2698/27;0) 99,73% - 99,99%

KpoBu

®IR = nepBnYHO peakTuBHble, RR * NOBTOPHO peaxkTUBHbIE
OAvH NoATBEPXAEHHbI NONOXUTENbHBIN 06paseL.

[AnarHoctuyeckne obpasLbl

VccnepoBaHve npoBoAunoCh ¢ Mcnoab3oBaHnem Bcero 1499 o6pasuos,
MOJyYeHHbIX OT NPON3BOJILHO BbIGPAHHBIX JMArHOCTUYECKNX NaLnNeHTOB,
BK/II0Yast 06pasLibl OT FOCNUTA/IM3UPOBAHHbIX NALMEHTOB 1 NALMEHTOB Ha
remoguanuse. Ana 16 o6pa3LoB, KOTOPble TECTUPOBAINCH KaK NEPBUYHO
N NOBTOPHO peakTuBHble B TecTe ARCHITECT HBsAg Qualitative I,
Hannume HBsAg 6bl110 NOATBEPKAEHO NO pe3ynbTataM crneuuntnyeckoi
HelTpanusaummn c aHTu-HBs. CneuymnuyHoCcTb ocTaslbHbIX
1483 gnarHoctuyecknx o6pasyoB oueHmBanach kak 99,93% (1482/1483)
C MPeAnoNIOKUTENbHLIM HYNEBbIM Hanuumem uHdekuum HBV. [AaHHble
npuBefieHbl B Ta6ULE HUXKE:

95%
IR* RR* Cneuynuy- AOBEpPUTENbHbA*
KaTeropus n (%) (%) HoCTB™ vHTEepBan
Bcero
18 17 99,93%
AMArHOCTUYECKNX 1499~ 99,62%-100,00%
(1,20%) (1,13%) (1482/1483)
naynentos
roenurannanp./y Sl 12 1 99,90% 09.44%.100.00%
AnarkocThy. (1,20%) (1,10%)  (988/989) (St
NaynenTs Ha 100,00%
500" 6(1.20%) 6(1,20% ! 99,26%-100,00%
remognanuse (1.20%) 6(1.20%) 4 q4/494) Y

® IR ¢ nepBUYHO peakTuBHble, RR - NOBTOPHO peakTVBHLIE

~ B ucchegoBaHwun 6bin NoOny4eH OAWH OWMWGOYHLIA pesynbTar,
cneyutuyHocTb coctasuna 99,93% (1481/1482) c wekmoHeHneM
3TOr0 06pasua.

® LecTHaguath 06pasLoB GblIN NOATBEPXAEHb! Kak NOAOKUTE bHbIE.

A JlecATb 06pasLoB GblN NOATBEPXAEHbI Kak MOMOXUTENbHbIE.

~ ‘lllecTb 06pasLoB GblIM NOATBEPXAEHbI KAK NONMOXUTEAbHbIE.

YyBCTBUTENLHOCTL

TecT-ARCHITECT HBsAg Qualitative Il pa3pa6oTaH_Takum o6pa3om,
4TO6bLI YYBCTBUTE/NBHOCTL Gblna GOMblUE WU paBHA“HWKHEMY npeseny
95% f[OBEpUTENLHOMO WHTEpPBasia KOMMEpPYeckKu . I0ETYMHOro Ttecta Ha
HBSAg ans Toii xe nonynauun o6pasLoBs, NoNOXUTE IbHbIX Ha HBSAQ.
Fpn wnccnepgosaHun 402 06pasyoB, NOMOXUTENbHbIX Ha HBSAg,
MONlyYeHHbIX OT MauMeHTOB C HEeW3BECTHbIM.-CTaTycoM 3aboneBaHus,
HWKHWIA npefen 95% [OBepUTENIbHOTO WHTEPBANa B KOMMEPYECKOM
TecTe HBsAg 6bin 99,09%. B gaHHOM uMCCnepoBaHnn YyBCTBUTENbHOCTb
Tecta AHCHITECT HBsAg Qualitative Il coctaBuna 100,00% (402/402).
[anbHeliwan oueHka TecTa 6blna npoBegeHa C ucnonb3oBaHuem 126
npeaBapuTenbHO 0To6paHHbIX 06pa3LoB KPOBM NaLMeHTOB C OCTPOi ©
XpOHUUeckoli nHdekumamm HBV.



Kon-so KnnHny. 95%

Kateropus Kon-so  nmonoX. YyBCTBUT. [0BEepUTENbHbINA
o6pasua obpasl,. pesynbT. (%) nHTepsan (%)
MaymneHTbl
C ocTpoit* 8 8 100,00 (63,06, 100,00)
nHekuneir HBV
MaumeHTsbl ¢
XPOHNYECKON** 118 118 100,00 (96,92, 100,00)
nHpekumeli HBV

Bcero 126 126 100,00 (97,11, 100,00)

* o6pasubl, nonoxurensHole Ha HBsAg, o6wwue aHTUTEna k HBc,
aHTUTena k HBc 1AM n oTpuuartenbHble Ha aHTuTena k HBs no
pesy/nbTatam KOMMEepYeckn A0CTYMHbIX TECTOB.

«* O6pasubl, nonoxutensHole Ha HBsAg, obwwue aHTuTena Kk HBc un
oTpuuatesibHble Ha aHtutena kK HBc 1M u k HBs no pesynbtaram
KOMMepUecku JOCTYMHbIX TECTOB.

AHanmTuyeckas Y4yBCTBUTE/NIbHOCTb

Tect ARCHITECT HBsAg Qualitative Il paspa6oTaH Takum o6pasom, 4Tobbl
cpefHee 3Ha4YeHWe aHaNMTUYECKO YYBCTBUTE/ILHOCTU GblIO MeHee Un
(naBHO HwKHemy npefeny 95% pA0BEPUTENbHOTO WHTEpBana CpeaHen
aHanUTUYeckoli 4yBCTBUTENILHOCTUM KOMMeEpYeckoro Tecta Ha HBsAg.
AHanuTNyeckas 4yBCTBUTENbHOCTb OLEHMBaNacCb C WCNOMb30BaHUEM
CepuiiHbIX pas3BefeHuii B COOTBETCTBUM C 2% MexayHapoaHbIM
ctaHgaptom BO3 pgns HBsAg (noaTun  adw2, reHoTun —A.7 kog
NIBSC 00/588). [uanasoH passefeHna cocTasun oT 0,010 pgo
0,5 ME/mn. PekanbuuMHUMpOBaHHaA oTpuuaTtesisHas naasmal/CbiBopoTka
KPOBM YesloBeka Mcnonb3oBaslach B kayecTBe pasbasuTens m-obpasua
C KoHueHTpauueii 0 ME/Mn. PasbaBneHHble 06pasLbl TECTUPOBANUCH C
ncnonb3oBaHvem 3 cepuii peareHToB Ha 3 aHanusatopax=(l /2000$H.
1 /2000 »n 1 /IOOOsr). B [f[aHHOM WCCMeAOBaHUM HWKHWUI npegen
95% [oBepUTENbHOIO MHTEpBaU1a /11 KOMMepyecKoro/ Tecta Ha HBsAg
6bin 0,021 ME/mMn. Pe3ynbTaTbl N0 aHa/IMTUYeCKOW YyBCTBUTENLHOCTM
ana ARCHITECT HBsAg Qualitative Il, paccuntaHHble ‘METOA0M NMHERHO
perpeccuun, 6bliM B AnanasoHe ot 0,017 go 0,022 -ME/mn. CpegHsas
aHanuTUyeckass 4yBCTBWUTENIbHOCTb Ha BCeX TuMax MCNosb3yeMbix
aHanusatopos cocTasuna 0,019 « 0,020 ME/mn.

AHanuTnyeckas cneuuguyHocTb

Tect ARCHITECT HBsAg Qualitative Il nccnefoBancs Ha noTeHUuanHyo
KpOCC-peaKkTUBHOCTb 06pasLioB, B3ATbIX Y NAUWEHTOB, Ybi 3ab0neBaHNs
He cBfizaHbl ¢ UWHdekumeit HBV. Bcero TectupoBanucb 294 o6pasua
28 pa3nuuHbix KaTeropwit. [BecTu [eBSHOCTO 06pasLoB okasanncb
HepeakTUBHbIMW 1 4 o6pasua - peakTUBHbIMKW NpU TecTUPOBaHWUM
¢ wucnonb3oBaHnem Tecta ARCHITECT HBsAg Qualitative 1l u
KOMMepueckoro Tecta Ha HBsAgQ. Bce 4 peakTuBHbIXx o6pasua 6bliu
noATBEPXAEHbI KaK MOMoXUTENbHbIe Ha HBSAg npu TecTuposaHum ¢
ncnonb3osaHnem Tecta ARCHITECT=HBsAg Qualitative Il Confirmatory
N KOMMEPYECKOro noATBepXAaloLlero, tecta Ha HBsAgQ. [laHHble C
OKOHYaTeNbHOW MHTepnpeTauunein npuBeaeHsl B Tabnuue Huxe.

KomMmMepueckn fOCTYNHbI
TecT Ha HBsAg

HepeaxT. PeakT.
ARCHITECT ARCHITECT
HBsAg HBsAg
Qualitative Il Qualitative M
Kateropus n NR’ R» NR« R«
LinTomeranosupyc (CMV) 10 10 0 0 0
Bupyc 3nwrTeiiHa-bappa(EBV) 10 10 0 0 0
i I LI
Bupyc renatuta A (HAY) 10 10 0 0 o]
MonoxuTenbHble Ha
yenoBeyeckne aHTUTENA NPOTUB 15 15 0 0 0
MbILWKHBIX (HAMA)
Bupyc renatuta-C (HCV) 10 10 0 0 0
Bupyc ummyHopethuumta 10 10 0 0 0

uenoseka (HIV-1)
AyTOUMMYHHbIA-renatnt 10 10 0 0 0
Bupyc uMmyHogeduuymuta

yenoseka (HIV-2) = 14 0 0 3
XXupoBas Anctpodms nevexun 10 10 0 0 0
Bupyc npocToro repneca (HSV) 10 10 0 0 0
3/10Ka4yecTBeHHas renaroma 10 10 0 0
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KomMepueckn AOCTYNHbIA
TecT Ha HBsAg

HepeaxT, Peakr.
ARCHITECT ARCHITECT
HBsAg HBsAg
Qualitative Il . Qualitative Il

'(I":'/_-;_T_n\n/c_b];);;)onglm BUpYC uenoBeka 9 0 0 0
T. pallidum 2 2 0 0 0
N. gonorrhea 9 9 0 0 0
C. trachom atis 7 7 0 0 0
T. cruzi 10 10 0 0 0
PesmaTongHblii dhaktop (PP) 10 10 0 0 0
AHTUHYKNeapHble aHTuTena (ANA) 10 10 0 0 0
BepemeHHOCTb (1 TpumecTp) 15 15 0 0 0
BepemeHHOCTb (2** TpumecTp) 15 14 0 0 1
BepemeHHOCTb (@™ TpumecTp) 15 15 0 0 0
[MoBTOPHOPOAALLMNE XKEHLLUHDI 10 10 0 0 0
MoHoOKOHaNbHasi raMmmanatysi 16 10 0 0 0
lam

MoHoknoHanbHaa rammanarusa IgG (10 10

BonesHb PycTuukoro-Kanepa 10 10 0 0 0
I:peMLanIrII'IaVIEHTbI BaKLMHbI NPOTUB % 10 0 0 0
FemogmanusHble nauveHTbl 10 10 0 0 0
Bcero 294 290 0 0 4

® NR = HepeakTuBHbIii, R * PeakTuBHbI

CepOKOHBEPCUOHHAs YYBCTBUTE/IbHOCTL

Tect ARCHITECT HBsAg-Qualitative Il paspabotaH Takum o6pasom,
4TOGbl CEPOKOHBEPCUOHHAS. YYBCTBUTENIbHOCTL GblNa 3KBUBANEHTHA WK
Bblllle CEPOKOHBEPCUMOHHOW UyBCTBUTE/ILHOCTM KOMMEPYECKOro TecTa
Ha HBsAg. [lnsi onpegeneHns CepoKOHBEPCWUOHHOW YyBCTBUTENILHOCTU
TecTupoBanucb 30 " KOMMEpPYECKUX CEePOKOHBEPCUOHHBLIX nNaHenein
HBV c wucnonb3osaHnem: Tectoe ARCHITECT HBsAg Qualitative Il n
ARCHITECT HBsAg.Qualitative Il Confirmatory. Pe3ynbTaTbl TeCTVpOBaHNA
CpaBHMBANNChb C', pesynbTatamMui, MOJyYEHHbIMU C UCMOMb30BAHUEM
KoMmepueckoro Tecta Ha HBsAg. PenpeseHTaTuBHble fAaHHble No 6
naHensiM npuBefenbl B TabnuLe HxXe.

SICO SICO
ARCHITECT HBsAg Kommepu4eckoro

Kon. greit Qualitative ii Tecta Ha HBsAg
nocne PeakTnBHbIN PeakTuBHbI i
Manenb . KpoBo3abopa >1,00 S/CO >1,00.S/CO

0 0,31 0,39

3 0,74 0,70

6271 7 1,88 181
12 14,41 9,49

18 113,86 56,70

0 0,59 0,64
4 1,32 0,91

PHM 925 8 2,48 1,87
14 5,69 4,10

17 6,72 3,46
0 0,50 041

3 4,95 2,28

PHM 930 8 43,38 19,73
12 124,59 47,42

15 321,30 112,32

2 0,79 0,69

7 4,01 2,26

PHM 933 9 9,07 4,85
16 45,03 22,30

144 2715,52 823,14



S/CO S/CO
ARCHITECT HBsAg komMmepueckoro
Kon. gHeii Qualitative Il Tecta Ha HBsAg
nocne I™ PeakTuBHbI PeakTuBHbI
MaHenb, kpoBo3abopa >1,00 S/CO >1,00 S/CO
0 0,17 0,72
3 0,16 0,39
7 0,25
6273 ' 0.5
14 1,05 1,02
25 20,99 13,84
30 158,83 73,40
0 0,36 0,42
2 0,49 0,60
7 1,59 1,55
11002
9 2,40 2,08
35 1612,66 379,66
39 403,92 232,20

Onpegenexnne mytaHTHoro HBsAg
Bupyc renatuta B, B otnmune ot gpyrux [HK-cogepxaliux BUpyeos,
pennuuupyetcs uyepe3 obpaTHylo TpaHckpunuuio. lpouecc o6patHol
TPAHCKPUMLUMX  M/I0OX0  MOAJAeTCA KOpPPeKTMpoBKe, noaTomy - HBV
mytupyet B 10 pa3 uauwe, yem fgpyrue [HK-copepxaiine BUpYyEbl.
HekoTopble ©3 Takmx MyTauuii MOryT CMpoOBOLMPOBATb W3MEHEHUS
aHTUreHHol CTpykTypbl HBSAg, B pesynbTaTe 4ero MOryT ROABUTLCA
anuTOMbI, He pacno3HaBaemble aHTUTenamu k HBs. MyTaHTHble: hopMbI
HBsAg o6HapyxuBannch y nauveHToB pasnuyHbIx nonynsauuit,-Bknoyas
[IOHOPOB  KPOBM, BaKUMHWPOBaHHbIX, MNaLMeHTOB Ha [emoAnanuse,
peuMnueHToB OPTOTOMMYECKON TpaHCMIaHTaLun neyveHu;  MnajeHues,
POXAEHHbIX OT MaTepei, NoNoXuTenbHbIX Ha HBSAg, ‘v _nauneHToB,
NpoXoAsaLmMX feveHme oT HBV Hyk1eo3ngHbiM aHanoroMm A" MyTtauun
HBsSAg MoryT oTpuuatenlbHO CcKasaTbCA Ha pesyabTarax JieveHus
HEKOTOPbIX NaunBHTOB, " "@"® a TakKe NPUBOAUTL K MONYHEHUIO NIOXKHBLIX
oTpuLUaTesbHbIX Pe3ynbLTaToB B HEKOTOPLIX aHann3ax Ha HBsAg.

Tect ARCHITECT HBsAg Qualitative Il paspa6oTtaH Takim 06pa3om, YTOGbI
6onee TOYHO BbISABNATL (ONPeAensTb Kak peakTUBHYI0) MyTaHTHYIO chopmMy
HBsAg, Thr-123-Ala, 1 o6nafaTb 3KBUMBA/IEHTHOW. WAW Gonee BbICOKOIA
CNOCOGHOCTLIO BbISBNATL (ONpPeAensTb Kak PeakTUBHbIE) MyTaHTHble
hOpMbl, 4eM CpaBHUTENbHbIA aHanu3. TecTvpeBanacb naHenb 3 9
06pa3yoB C PekoMOUHaHTHbIM MyTaHTHbIM HBSAg. Kaxgblii obpasel,
naHenn 6bin1 pasBefeH pekanbLWHMPOBAHHOR-OTpULATENbHON NNasmon
KpoBu Yenoseka Ao S/CO 2,0 + 0,5 1 NPOTECTMPOBAH C UCMO/Ib30BAHNEM
Tecta ARCHITECT HBsAg Qualitative Il {1/ cpaBHWTENbHOMO aHanusa.
[aHHble npuBefeHbl B TabaMLe HuxXe.

huHanbHas nHTepnpeTaums

Kommepuecku
MyTaHTHasA ARCHITECT HBsAg [OCTYNHbI TeCcT Ha
thopma Qualitative I HBsAg
GIn-129-His MoBTOPHO peakTUBHbI MOBTOPHO peakTUBHbIIA
Met-133-Leu MoBTOPHO peaKTUBHbI MOBTOPHO peakTUBHbIiA
Asp-144-Ala MOBTOPHO PEAaKTUBHbIN HepeakTuBHbIii
Gly-145-Arg MOBTOPHO PeaKTUBHbIN MOBTOPHO peakTUBHbIIA
Thr-123-Ala MOBTOPHO PEAKTUBHbIN HepeakTnBHbIi
P142L+G145R MOBTOPHO PeaKTUBHbIiA MOBTOPHO peakTUBHbIIA
P142S+G145R MoBTOPHO_peakTUBHbIN MOBTOPHO peakTUBHBIIA
122NT MoBTOPHO, peaKTUBHbIN MOBTOPHO peakTUBHBIIA
122RA MOBTOPHO PeakTUBHbIN MOBTOPHO peakTUBHBIIA

OnpepgenexHve reHoTuna HBV

Tect ARCHITECT HBsAg Qualitative Il paspa6otaH Takum 06pa3om,
uTo6bl OnpeaensTb reHotunsl HBV oT A go F n H. Bbino nposeaeHo
uccnefosaHve A8 OueHkn cnocobHocTn Tecta ARCHITECT HBsAg
Qualitative | BbIABAATL pas3nuuHble reHoTUnbl HBV npu  nomoLyn
TecTUPOBaHMUSA | \KOMMepueckoii  naHenu, copepxauieid  reHOTWnbI
A - F n H,.Bcero 18 o6pasuyos naHenu (no 3 ob6pasua reHOTUNoB
A, B C, D u E; 2 o6bpasua reHotuna F n 1 obpasey reHotuna H)
6blIM NPOTECTUPOBaHbI C Mcnonb3oBaHneMm TectoB ARCHITECT,.HBsAg
Qualitative “ll’n ARCHITECT HBsAg Qualitative Il Confirmatory. Bee
reHoTunbl Bbl onpeaeneHbl Kak peakTuBHble B TecTe ARCHITECT
HBsAg Qualitative Il n nogTBepXAeHbl Kak MONMOXUTENbHbLIE B TecTe
ARCHITECT HBsAg Qualitative II Confirmatory.
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Cnepgyouwme nateHTel CLIA oTHocATcs k cucteme ARCHITECT wan
ee KOMMoHeHTaM. CyLLecTBYWT Takke [ApyrMe naTeHTbl U NaTeHTHble
npunoxenuns B CLUA n Bo Bcem mupe.

5 468 646 5 543 524 5 545 739
5 565 570 5 669 819 5 783 699
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NPNNOXEHWNE

K WHCTpyKuMn no npumeHeHnto ARCHITECT HBSAQ KauecTBeHHbIWi |l peareHT

(ARCHITECT HBsAg Qualitative Il Reagent) ans Poccun
TPAHCIMOPTUPOBKA

Vi3genve pekomeHAyeTCsi TpaHCMoOpTMpOBaTb npu Temnepatype 2-8°C. U3sgenue
ocTaeTcs CTaGUIbHbLIM 40 OKOHYAHUS CPOKa FOAHOCTY, YKa3aHHOTO Ha ynakoske. Mpu
TPaHCMOPTUPOBAHNM C HAapYLIEHWEM TEMMEPaTYPHOro PeXUMa U3aenue He NognexuT
npuMeHeHnio. TPaHCMOPTUPOBKA OCYLECTB/IAETCA BCEMU BUAAMW TpaHCnopTa B
KPbITbIX TPAHCMOPTHBLIX CPEeACTBaX B COOTBETCTBUM C MpaBuIaMu NepeBO3KW rPy3oB,

AEACTBYIOWMMIN Ha KAX/A0M Buje TpaHcnopTa.
TAPAHTUMHBIE OBA3ATE/IbCTBA

NpPoOU3BOANTE b TAPAHTUPYET, YTO NPV NPaBUILHOM XPaHeHUW 1 06GpalleHun usgenve
0CTaeTCcs CTabWUbHbIM [,0 UCTEUYEHUS CPOKA FOAHOCTU. MaKCcUMabHbI CPOK FOAHOCTY
MeIMLIMHCKOTO U3fienus He Gonee 12 MecsueB C AaTbl npousBoAacTBa. W3penue,
XPaHWBLIEECS C HapyLWeHUEM persiaMeHTUPOBAHHOTO MPOU3BOAUTE/NIEM PEXUMa,
NPUMEHEHWIO HE MOANEXUT.

TEXHWYECKOE OBCNYXWBAHUNE

He TpebyeTcs.

TEKYLWNA PEMOHT

He TpebyeTtcs.

OAHHBIE ansa YTUNN3ALNN n YHUUYTOXEHUA
MEAVNLUNHCKOTIO N3JAENNA

MeAnuMHCKoe U3fenine yTUANSNPYIOT U YHUUTOXAOT B COOTBETCTBUM C NpaBunamu
o6paleHns ¢ MeAUUMHCKUMW  OTXOAamu,  pernameHTupylowmmucs ~CaHMuu
2.1,7.2790710 oT 1212.2010 «CaHuTapHO-aNuAeMuosoTyeckme TpeGoBaHNA K
06palleHnto C MeAULNHCKUMI OTXOAaMU».

Heo6x04MMO CriefjoBaTb» HAUMOHA/IbHLIM CTaHAapTaM Npu nepejade W yTuansauun
M3[ieNusi, ero KOMMOHEKTOB 1 YNaKoBKU.

NMEPEYEHb CTAHOAPTOB, KOTOPbIM COOTBETCTBYET
MEAULNHCKOE W3AENVE

98/79/EC, EN ISO 9001, ISO 13486, EN ISO 18113-1, EN ISO 18113-2
MOTEHUWA/NbHbIM MOTPEBUTE/b

MpodeccrnoHanbHbIl Nonb3oBaresb

NH®OPMALNA O HAINYN B MEONLUVMHCKOM U3OENNN
NEKAPCTBEHHOIO CPEACTBA

He copepxut

CTEPWU/IBHOCTb

MocTaBnsieTcs B HeCTepUnbHOM Buge. CTepunuaaunsi nepes NpPUMEHEHNEM He
TpebyeTcs.

NH®OPMALNA o BO3MOXHOCTU NMOBTOPHOTO
NMPUMEHEHNA

He noAnexuT NOBTOPHOMY MPUMEHEHHUIO,

MATEPWATNbBI XNBOTHOTO NMPONCXOXAEHNA

MaTepunasnbl X0lBOTHOrO MPOUCXOXAEHUs MPOBEPEHbI W PUCKW MpUMeHeHns MU
ykasaHbl B [acnopTe 6e3onacHocTy. MNagnopTa 6e30NacHOCTM MOXHO HaliTK Ha caiiTe

wvyw.abbottdiagnostics.com nnu o6patntecb kK MECTHOMY NMpeAcTaBUTeso.
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3660TT VipnagHus, Ten: +353 43 3331000
[narHocTuyeckoe nogpasgeneHune dakc:+353 43 3331001
PUHNCKANH BusHec MNMapk,

Cnaiiro, VipnaHaus

MognucaHo: /mognucaHo/ Jara: 21 aHBapa2020 r.

Peliuen XaHHoH (Rachel Hannon),

Cneymannct N0 HOPMaTUBHO-NPaBOBOMY. PETYIMPOBAHMIO
3660TT NpnaHgus,

JdwnarHoctuyeckoe nogpasfeneHuve

®uHuckNnH busHec lMapk,

Cnaiiro, WpnaHguns

/MevaTb: TOPFOBAAMANATA CNTANTO (UMHK)
noANVMHHOCTb 3ACBUAETEALCTBOBAHA JOBEPOCOBECTHO
YnosiHomo4deHHoe nmuo /noanueaHo/ 27.01.2020 r./

/MeuyaTB=TOPTOBAAMANATA CNAAFO (MHK)
3ABEPEHHbIN-CEPTU®UNKAT O MPOUCXOXAEHWIN/

/MoanncaHo/ 21 aHBapa 2020 T.

Peiiuen XaHHoH (Rachel Hannon)

TekcT B AOKYMEHTE «/HCTPYKUUS [0, NPUMEHEHUIO» HA aHI/IMACKOM U PyCCKOM
A3bIKaX=FO/IHOCThHIO COBMAaAAET.

MepeBOn, C aHI/IMACKOTO SA3blKa&7HA PYCCKUIM A3blK  BbINO/HEH MNEpPeyBPAHMKOM
LLlaTHeBbIM NNbéli AnekceeBnyem.
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Poccuitickan ®epepauus. Fropog Mocksa.

OfvHHaauaToro eBpans fse ThicAYM ABAALATOrO roga.

A, bopoHUHa EBreHuss BnagumuposHa, BPpeMEHHO UCMONHAKLWAaA 0693aHHOCT Y HOTapuyca
r. MockBbl baxTagse 3nbmupbl HOpPbLEBHLI, CBUAETENBLCTBYD MNOAJ/IMHHOCTL -[OANMCH
nepesoguunka LatHeBa b AnekceeBnya,

MNoagnucb caenaHa B MOEM NMPUCYTCTBUN.
JlnyHOCTb NognucasLlero AOKYMEHT yCTaHOB/EeHa.

3apernctpupoBaHo B peectpe: Ne77/52-H/77-2020
B3bickaHo no Tapudy 100 py6.

YnnayeHo 3a okasaHue ycsyr NpaBoBOro U TEXHUYECKOro xapakrepa:

E.B. bopoHuHa

Peructpauna MU 8 PocagpaBuagsope
www.nevacert.ru | info@nevacert.ru



Abbott Ireland Diagnostics Division, Tel.
Finisklin Business Park, Fax
Sligo, ireland

+353 43 3331000
+353 43 3331001

Abbott

I, Rachel Hannon, Regulatory Affairs Speeialist, Abbott Ireland Diagnosties.Division ,
Finisklin Business Park, Sligo, Ireland, hereby eertify that the attached documents that
keep the number of pages indicated below are the Instruction for Use. These/doeuments
are in a full accordanee with aetual manuals of manufaeturer.

A, Paituen XaHHOH, Cneuuanuet perynsaTopHoOro otgena, 3660TT AuarHoctuyeckoe
MoppasgeneHve WpnaHana, ®uHUCKAuH BusHec Mapk, Cnaiiro, WpnaaHamsa (Rachel
Hannon, Regulatory Affairs Speeialist, Abbott Ireland Diagnosties/Division, Finisklin
Business Park, Sligo, Ireland), =“HacToAawnm y[OCTOBEpsO, (YTO npunaraeMble
[OOKYMEHTbl B HVDKenpuBeLeHHOM) o6bemMe CTpaHuL, SABAAKTCA MHCTPYKUMAMU MO
NPUMeHeHNt0. 3T [OKYMEHTIbl  MOJSIHOETbD  COOTBETETBYIOT  (PaKTUYEEKOA
[OOKYMeHTaLMW Npon3BoanTeNs.

VHCTpYKUMA MO NpUMeHEHUI0 Ha MeauumnHcekoe msgenue(Instroction for Use for
medical devise)

ARCHITECT HBsAg KauecTBeHHbIn |l kanubpatopsl (ARCHITECT HBsAg
Qualitative Il Calibrators)

Mo TeKCTy WHCTPYKLUUM BCTPEYAKOTCA BapuaHTbl ‘HaUMEHOBaHWUA MeAULUHCKUX
U3Lenuid, nNpuBefeHHbIE B Tabnuue HWXe, KOTOPbIE” ABNAIOTCA CrpaBef/iMBbIMU Y
paBHO3Ha4yHbIMK (Instruction for Use includes the followings tme and equivalent short
names of medical devices listed in table):

HanmeHoBaHM HanmMeHoBaHWEe MEAULUHCKOFO M34eNna Ha Cokpaw,enHoe

e Ha pyecKOM sA3blLKe HavnmeHoBaHUe

AHTNNIACKOM

(no TekeTy

A3blKe fJOKYyMeHTa)
ARCHITECTF ARCHITECT HBsAg kauyectBeHHbIn Il peareHT ARCHITECT
HBsAg (ARCHITECT HBsAg Qualitative Il Reagent) HBsAg
Qualitative 11 KaYy€eeTBEHHbI A
Reagent Il peareHT
ARCHITECT ARCHITECT HBsAg (KayecTBeHHbIN Il kann6paTopbl ARCHITECT
HBsAgQ (ARCHITECT HBsAg Qualitative Il Calibrators) HBsAg
Qualitative 11 KayeCTBEHHbI
Calibrators Il kannépatopsl
ARCHITECT ARCHITECT HBsAg KauyecTBeHHbIW Il kKoHTpoan, ARCHITECT
HBsAg (ARCHITECT HBsAg Qualitative Il Controls) HBsAg
Qualitative 1l KauyeCcTBeHHbI
Controls Il KOHTpONN
ARCHITECT ARCHITECT HBsAg KayecTBEHHbI I ARCHITECT
HBsAgQ nogTBepxpatinii peareHt (ARCHITECT ~HBsAg HBsAg
Qualitative Il Qualitative=ll Confirmatory Reagent) Ka4yeCcTBEHHbI
Confirmatory 11
Reagent nogTBepXpawT

Peructparus MU 8 Pocaapasuagsope
www.nevacert.ru | info@nevacert.ru
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Abbott Ireland Diagnostics Division, Tel. +353 43 3331000

Finisklin Business Park, Fax +353 43 3331001
Sligo, Ireland
Abbott
ARCHITECT ARCHITECT HBsAg Ka4CeTBEHHbI N Il ARCHITECT
HBsAg noaTBepXgat L ni py4YHOW pas6aBuTtens HBsAg
Qualitative 1 (ARCHITECT HBsAg Qualitative 1l Confirmatory kKayeeTBeHHbIM
Confirmatory Manual Diluent) 1
Manual Diluent nogTBepXpgawT
MApyyHOQt
pasbaBuTenb
Cocras:
# Title Number
of pages
1 Instruction for Use for the ARCHITECT HBsAg Qualitative I 3
Calibrators with ADDENDUM for Russia.
2. WHcTtpykyms no npumeHeHnto «ARCHITECT HBsSAQ KadecTBeHHbIi 3

1 kannbpatopsl (ARCHITECT HBsAg Qualitative 1l"Calibrators)» ¢
MPUNOXXEHWEM ‘@ns Poccun.

Date:

Rachel Hannon,

Regulatory Affairs Specialist

Abbott Ireland‘Diagnostics Division
Finisklin Business Park, Sligo, Ireland

SUGO CHAMBER OF COMMERCE (INC)
CERTIFIED CORRECT INJALL GOOD FAITH

Peructpamia MU B PocagpagHanzope
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ARCHITECT
SYSTEM

HBsAg Qualitative Il
Calibrators

INTENDED USE

The ARCHITECT HBsAg Qualitative Il Calibrators are for the calibration
of the ARCHITECT r System when used for qualitative detection and
confirmation of the presence of hepatitis B surface antigen (HBsAg) in
human serum and plasma using the ARCHITECT HBsAg Qualitative Il and
HBsAg Qualitative Il Confirmatory Reagent Kits. Refer to the ARCHITECT
HBsAg Qualitative Il and ARCHITECT HBsAg Qualitative II Confirmatory
Reagent package inserts and the ARCHITECT System Operations Manual
for additional information.

CONTENTS

2 Bottles (4.0 m| each) of ARCHITECT HBsAg Qualitative Il Calibrators.
Calibrator (ICALJl)) contains inactivated purified human HBsAg
(subtype ad) in phosphate buffer with human plasma and protein (bovine
serum albumin) stabilizers. Preservatives: ProClin 300 and ProClin. 950.
Calibrator 2 ([caLL/1) contains recalcified human plasma. Preservatives:
ProClin 950 and sodium azide.

The ARCHITECT HBsAg Qualitative Il and HBsAg Qualitative Il Confirmatory
assays use Calibrator 1 and Calibrator 2 to assess calibration validity
and to calculate the assay cutoff. The ARCHITECT HBsAg Qualitative Il
Confirmatory assay uses Calibrator 2 to calculate the % Neutralization.

STANDARDIZATION

The ARCHITECT HBsAg Qualitative Il Calibrator 1 is_referenced to the
World Health Organization (WHO) Second International Standard for
HBsAg (subtype adw2. genotype A, NIBSC Code 00/588).

PRECAUTIONS

[tvdl
* For n vitro Diagnostic Use

A CAUTION: This product contains. human sourced and/or
potentially infectious components. Refer;to the CONTENTS section
of this package insert. No known test method can offer complete
assurance that products derived from_human sources or inactivated
microorganisms will not transmit infection. Therefore, all human
sourced materials should be considered potentially infectious. It is
recommended that these reagents.and human specimens be handled
in accordance with the OSHA Standard on Bloodborne PathogensV
Biosafety Level 2 or other appropriate biosafety practices™* should
be used for materials that contain or are suspected of containing
infectious agents.

Calibrator 1 contains purified/HBSAg (inactivated). The human plasma
used is nonreactive for HBsAg;-HIV-1 Ag or HIV-1 RNA, anti-HIV-1 /HIV-2,
anti-HCV, and anti-HBs.

Calibrator 2 contains human plasma that is nonreactive for HBsAg,
HIV-1 Ag or HIV-1 RNA, anti-HIV-1/HIV-2, anti-HCV, and anti-HBs.
WARNING» tgNSmzCTi Warning; May cause an allergic reaction.
CONTAINS: AZIDE[ Contains Sodium Azide. Contact with acids liberates
very toxic gas.

This material and its:container must be disposed of in a safe way.

Perncrpanua MU B PocagpasHamsope
www.nevacert.ru | info@nevacert.ru
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The following warnings and precautions apply to the Calibrators:

WARNING: Contains methylisothiazoiopes:

H317 May cause an aliergic skin:reaction.

Prevention

P261 Avoid breathing mist / vapours / spray.

pP272 Contaminated work clothing should not be allowed
out of the workplaoe.

P280 Wear proteotive gloves / protective clothing / eye
protection.

Response

P302+P352 IF ON SKIN: Wash:with plenty of water.

P333+P313 If skin irritation or fash occurs: Get medical
advice / attention.
P363 Wash contaminated clothing before reuse.

This material and its container must be disposed of in a safe way.
« Safety Data Sheets are available at www.abbottdlagnostlcs.com or
contact your local representative.

STORAGE

ARCHITECT HBsAg Qualitative Il Calibrators are stable until the
expiration date when stored and handled as directed.

« Do not use past expiration date.

¢ ARCHITECT HBsAg Qualitative Il Calibrators must be stored at 2-8'C
in an upright position and may be used immediately after removal

from 2-8'C storage:
~a'c

PREPARATION FOR USE

The ARCHITECT HBsAg Qualitative Il Calibrators are liquid ready-to-use.

* ARCHITECT,HBsAg Qualitative It Calibrators must be mixed.by gentle
inversion before use.

* To perform a calibration, test the calibrators in replicates=of 3. The
calibrators should be priority loaded.

» For“information on ordering calibrations and for the recommended
volume' requirements for the calibrators for each assay; refer to the
ARCHITECT HBsAg Qualitative It and ARCHITECT HBSAg Quahtanve I
Confirmatory package inserts.

« . After each use. tightly close the caps and returh.the calibrators to
2-8*C storage.

QUALITY CONTROL PROCEDURE

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

calibration. For information on ordering controls;.refer to the ARCHITECT

System Operations Manual. Section 5.

» Ensure that assay control values are within'thes ranges specified in the
control package insert.


http://www.abbottdlagnostlcs.com
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ADDENDUM

to the Instruction for Use ARCHITECT HBsAg Qualitative Il Calibrators (for Russia)
SHIPPING

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 \«ith shipping rules, applicable to the respective carrier.
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 2.1.7.2790-10 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 local regulations.

LIST OF APPLICABLE STANDARDS

98/79/EC. EN ISO 9001, ISO 13485, EN ISO 18113-1, EN ISO 181183-2
POTENTIAL USER

Professional user

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.abbottdiagnoslics.com or contact your local

representative.

Perucrpanus MU B Pocappasnanzope
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ARCHITECT
SYSTEM

HBsAg Qualitative Il
Calibrators

HA3HAYEHWE

Kanu6patopbl  ARCHITECT  HBsAg  Qualitative I Calibrators
npegHasHadeHbl 4n1a Kkanub6poeku cuctembl ARCHITECT / System npu
KauyecTBEHHOM onpeaesieHnu 1 NoATBEPXAEHUN HAINYNA NOBEPXHOCTHOTO
aHTureHa (HBsAQ) renatuta B B CbIBOPOTKE ¥ niasMe KpoBW Yenoseka
C ucnonb3oBaHWeM Habopos peareHToB ARCHITECT HBsAg Qualitative Il
Reagent Kit n HBsAg Qualitative Il Confirmatory Reagent Kit. Mogpo6Has
MHhOpMaLMA COAEPXNTCA B UHCTPYKLMAX MO NPUMEHEHWMIo K peareHTam
ARCHITECT HBsAg Qualitative I 1 ARCHITECT HBsAg Qualitative I
Confirmatory n B PykoBogcTee no akcnnayatauun cuctemsl ARCHITECT.

COOEPXWNMOE

2 chnakoHa (no 4,0 mn) kanu6patopos ARCHITECT HBsAg Qualitative
I Calibrators. Kanuépatop 1 {(ca”T]) cogepXwT WHaKTUBMPOBaHHbI
ounweHHblli HBsAg u4enoseka (nogTtun arf) B dhochatHom 6Gythepe ¢
nnasmoii KpoBM YesioBeka W MNPOTEWHOBLIMW (aNlbBYMUH CbIBOPOTKU
6blubell KpoBu) cTtabunusaropamu. KoHcepsaHTbl: ProClin 300y _ProClin
950. Kanubpatop 2 (Fcall2]) copepXxuT pekanbLMHUPOBaHHYIO. niasmy
KpoBu yenoseka. KoHcepBaHTbl: ProClin 950 1 asng HaTpus!

B Tectax ARCHITECT HBsAg Qualitative Il n HBsAg . Qualitative Il
Confirmatory Kannépatop 1 n Kannépartop 2 ncnonb3yrTCaANa OLeHKN
npaBW/IbHOCTU KanMBGpPOBKM W pacyeTa MOPOroBbIX 3Ha4YeHWin TecTa.
B Tecte ARCHITECT HBsAg Qualitative II Confirmatory=Kanu6patop 2
1cnonb3yeTcs [y pacyeTa % HeliTpanusayuu.

CTAHOAPTU3ALNA

Kanuépatop ARCHITECT HBsAg Qualitative Il Calibrator.,1 cooTHocuTCcA
co BTOpbIM MexayHapoAHbIM CTaHAapToM BcemupHOi opraHusauum
3apaBooxpaHennsi (BO3) gna HBsAg (noatwn adw2, reHotun A, kop
NIBSC 00/588).

MEPbI MPEAOCTOPOXHOCTN
« jlivDI
¢ [InA AnarHocTuKM In Vitro

A BHUMAHVE; [laHHblii NpoAyKT, cogepxuT 6uomatepuabl
yenoseka W/MnM NOTeHUWanbHO WMHAEKLMOHHbIE KOMMOHEHTbl. CMm.
pasgen COLEPXWMOE paHHOI._ WHCTPYKUUW NO  NPUMEHEHWUIO.
HW oAMH 13 U3BECTHbIX METOZOB TeCcTUPOBAHWA He MOXeT
rapaHTMpoBaTb, 4TO MOMyYEHHLIE  OT YefnoBeka MNPOAYKTbI WK
MHaKTMBMPOBAHHbIE MWKPOOPraHW3Mbl He MNEPeHOCAT WHeKLMIo.
MosTomy BCe MmaTepuasnbl, ROMyHeHHble OT uesioBeka, cnegyet
cuntatb noTeHUManbHo UHDEKLIMOHHBIMN. PekomeHpayeTcs
obpawarscsi ¢ 3TUMW peareHTamMum W obpasuamum Yenoseka B
cooTBeTcTBMM €O CTaHaapToOM /19 [eMOKOHTaKTHbIX NaToreHoB
Ynpasneuns CLUA no oxpaHe Tpyaa W NPOMbBILIEHHOW rurreHe
(OSHA)\ Mpu paboTe “C, MmaTepuanamu, cofepxawumv um
npeAnonoX1TeNbHO CogepXallMn NH(PEKLMOHHbIE areHTbl, cneayeT
1Cnonb3oBaTh npaswia.6no6e3onacHoCTW, YpoBeHb 2%, uan apyrue
COOTBETCTBYOUME npaBuia 6nobesonacHoCTUN-",

Kanu6patop 1 cofepXuTt ounleHHblii HBSAg (MHaKTUBMPOBAaHHbIi).
Mcnonb3oBaHHas B. kanubpatopax nnasma KpoBM 4enoBeKa He
peaktuBHa Ha HBsAg, HV-1 Ag wawm HV-1 RNA, aHTU-H1Y-1/H1Y-2;
aHTN-HCV 1 aHTu-HBs.

Vcnonb3oBaHHasA. B! Kanvbpatope 2 nnasma KpoBW 4enoBeka/ He
peaktuBHa Ha HBsAg, HV-1 Ag wam HIV-1 RNA, anTtu-HIV-I/HIV-2;
aHTN-HCV n aHTu-HBs.

IWARWING; SENSITIZER] MpepaynpexaeHue:
annepruyeckyto peaxuuio.
[contains;azipelCogepXuT asung Hatpus. Mpun KOHTakTe ¢ KUCAOTaMmn
BbICBOGOXAETCA BbICOKOTOKCUUHBI ras.

YTunusvpyiite  coAepXuMmoe/KoHTenHep B COOTBETCTBUM  C
caHuTapHbiM1 Hopmamu Py (CanlMluH 2.1.7.2790-10 ot 09.12.2010).

MoxeT BblI3bIBaTb

Perucrpamua MU B PocagpaBHagzope
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CmoTpuUTe BblfeNeHHbIe: I3MEHEeHNs
Pepakuusa: anpenb2019 r.

Cnegytowme  npegynpexgaeHus u  Mepsl ~NPEAOCTOPOXHOCTN

oTHocATCs K Kanubpartopam:

BHUMAHWE: CoaepXuT MeTuIn30TUa30/10HbI.

H317 MoOXeT BbI3blBaTb a/1/IEPIUYECKYI0 KOXHYIO peakuuio.

MpepoTtBpalyeHne

P261 M3beraTb BAbIXaHUS TyMaHa/napos/aspo3onei.

pP272 He BbIHOCWTL 3arpsisHEHHYI0 ofexay ¢ pabouero
mecTa.

P280 Monb3oBaTbCA 3aWUTHBEIMW NepyaTkamn/3aLmnTHoM

opexpaoii/cpeacTBamMu 3alnThl rnas.

Pearvposaxue

P302+P352 NPV NOMAOAHUN HA KOXY: MpombITb 60MbLUNM

KONMYeCTBOM BOfpbI.

Mpu pasgpaxennn KOXu Wan NosiBNEHUN Cbinu:

obpaTtnTbCs-K Bpauy.

P363 BbICTVpaTh.3arpA3HEHHYI0 ofexay nepej
[anbHeRLUM 1Ccnosib30BaHUEM.

P333+P313

YTunusupyiite copepXxumMoe/KoOHTENHEP B COOTBETCTBUMN C
caHuTapHbiMm Hopmamin P (CaHMuH 2.1.7.2790-10 ot 09.12.2010).

* Macnopta 6e30nacHOCTN JOCTYNHbI Ha calite
wv/w.abbottdiagnostics,com, unn o6pauyaiitecb kK CBOEMy MeCTHOMY
npeAcTaBUTeNHo.

XPAHEHVE

* [pn npaBuNbHOM-XpaHeHUn 1 obpatteHnn kanmépatopbl ARCHITECT
HBsAg Qualitative Il Calibrators octatoTca cTabuibHBIMU 40 UCTEUYEHUS
cpoKa rofiHOCTU.

e He ucnonb3yiite nocne UCTEUEHUS CPOKa FOAHOCTU.

*  Xpanute skanmbparopbl ARCHITECT HBsAg Qualitative Il Calibrators
npu 2-8’C8 BepTUKa/IbHOM MONOXEHUN. WX MOXHO MCMONbL30BaTh
cpasy [ocsie N3BnevYeHns u3 xonogunbHuka (2 - 8'C).

B'C
2c I

NMOoAFOTOBKA K MCMNOJIb3OBAHUIO

* Kanmbpatopbl ARCHITECT HBsAg Qualitative /- Calibrators
NOCTaBNATCA B XUAKOM BUAE, rOTOBbIMA K MCMO/b30BAHMIO.

* T[lepeg ucnonb3oBaHvem nepemeluaiite kannéparopbl ARCHITECT
HBsAg Qualitative Il Calibrators, akkypaTtHoO nepeBopaqnBas pnakoHbl.

- Ans npoBefeHNs KanMOPOBKM NpoOTECcTUpyiTe kanubpartopbl B 3
noeTopax. 3arpysuTe KannépaTtopbl B NpropuTeTHble NO3ULWW.

+-, ViHdopmaumio 0 3akase KanmMbpoBOK M peKoMeHAyembix obbemax
Ka/IMBPaTOPOB /15 KAKAOr0 TECTA CM. B MIHCTPYKHMAX MO NPUMEHEHUIO
K peareHTam ARCHITECT HBsAg Qualitative=l"'t ARCHITECT HBsAg
Qualitative Il Confirmatory.

* Tllocne KaxAoro WCNONb3OBaHWA  3aKpoiTe  chi1aKkoHbl
KpbILIKaMK 1 noctaBbTe 06paTHO B XOAOAUNbHYK (2 - 8'C).

KOHTPO/Ib KAHECTBA

[lna oueHkn kannbpoBKK TecTa HEO6XOAVMMO, NPOTECTNPOBATL MO OAHOMY

o6pasLy Kaxoro YpoBHs KOHTPO/s. WHhopmauusi 0 3akase KOHTPOJSIeH

Haxogutca B PykoBofcTBe no akcnayatauum cuctembl ARCHITECT,

Pasgen 5.

e Y6eguTech, YTO 3HAYEHUA KOHTPOMEV TecTa He BbIXOAAT 3a npeaesbl
[I1anasoHOB, yKa3aHHbIX B UHCTPYKLWM NO NPUMEHEHWMIO K KOHTPOSIIO.

NA0THO
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NMPUNOXEHWNE
KuHCTpyKumn no npumeHeHnto ARCHITECT HBsSAgQ kauecTBeHHbI || kanuépaTtopbl

(ARCHITECT HBsAg Qualitative Il Calibrators) gns Poccuun
TPAHCIMOPTUPOBKA

Vi3genve pekomeHAyeTcs TpaHCMOpPTUpOBaTb Mpu TemnepaType 2-8*C, U3sgenue
0CTaeTcs CTabu/bHLIM [J0 OKOHYaHUS CPOKa FOHOCTM, YKa3aHHOro Ha ynakoske [lpu
TPaHCMOPTUPOBAHUM C HapyLWEHNEM TEMNEPaTYPHOro pPexuma usfenne He nognexuT
npumeHeHuto TpaHCNOPTUPOBKA OCYyW4eCTBMISIETCA BCEMM BUAAMW TpaHCnopta B
KPbITbIX TPAHCMIOPTHbLIX CPEeACTBaX B COOTBETCTBUM C NPaBu/iamMu MepeBo3Ku rpy3oB,

AEACTBYIOWMMU HA KAXAOM BUAE TpaHCrnopTa.
TAPAHTUMHBIE OBA3ATE/NIbCTBA

NPoOuU3BOANTE b FapaHTUPYET, YTO NPV NPaBUALHOM XPaHeHNN 1 06GpaLyeHnn usgenue
0CTaeTCs CTabUbHbIM [0 NCTEYEHUS CPOKA FOAHOCTN. MaKCUMasbHbI CPOK FOfHOCTH

MeJUUMHCKOTO u3fenus He 6Gonee 12 mecsueB C faTbl npousBojcTBa. W3pgenue,

Xp. A C Hapy PernameHTUpPOBaHHOTO MNPOWU3BOAUTENEM PEXUMA,

NPUMEHEHUIO HE MOANEXMT.
TEXHWYECKOE OBCNYXWNBAHUNE
nctpebyertcs

TEKYLWWA PEMOHT

He TpebyeTtcs.

OAHHBIE ana YTUIN3ALUNN n YHUYTOXEHWNA
MEANLUNHCKOI O U3AENNA

MeANUMHCKOE n3Aenue YyTUNU3MPYIOT W YHUYTOXAIOT B COOTBETCTBUM C_fpaBusiamu
o6paleHus € MEeAWUMHCKAMU  OTXOAaMu,  PernameHTUpylowumues, CauMuu
2.1.7.2790-10 ot 12.12 2010 «CaHuTapHO-3anMaemMnonornyeckne . TpebosaHna K
06palleHnto ¢ MeANLMHCKUMU 0TXOAaMU».

Heo6Xx0AMMO CneAoBaTh HaUMOHA/IbHBIM CTaHAapTam Npu nepegaye n ytunusauun
M3[enns, ero KOMNOHEHTOB 1 YMakoBKU.

NMEPEYEHb CTAHOAPTOB, KOTOPbIM COOTBETCTBYET
MEANLUNHCKOE N3LENVE

98/79/EC. EN ISO 9001. ISO 13485, EN ISO 18213-1, EN ISO 18113-2
MOTEHUMANBbHbLIA MOTPEBUTE/b

MpocheccnoHanbHbli nonb3oBaress

VMH®OPMALINA O HAINMYNN B MEANUWMHCKOM U3OENNN
NEKAPCTBEHHOIO CPEACTBA

He cogepxut

CTEPU/IBHOCTb

MocTaBnsieTcs B HecTepusibHOM Buae CTepuan3auns nepes NPUMEHEHWEM He
TpebyeTcs.

NH®OPMALINA (0] BO3MOXHOCTU NMOBTOPHOTIO
NMPUMEHEHWNA

He NoAnexuT NOBTOPHOMY MPUMEHEHNIQ

MATEPWANBbI XXMBOTHOT O APOVNCXOXAEHWNA

MaTepunasnbl XWBOTHOTO MPOUCXOXAEHUS MPOBEPEHbI W PUCKU NpumeHeHus MW
yka3saHbl B [lacnopTe 6e3onacHocTy “FlacnopTa 6€30MacHOCT MOXHO HalTU Ha caiite

‘nvyy.abbolicl1aano8l1c8 coT unm 06patuTech kK MECTHOMY NpeacTaBUTenio
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3660TT NpnagHus, Ten:+353 43 3331000
[narHocTrnyeckoe nogpasaeneHue dakc:+353 43 3331001
PUHUCKNNH BusHec Mapk,

Cnaliro, NpnaHgus

MognucaHo:/nognucaHo/ Jara: 21 sHeaps 2020 r.

Peliuen X3aHHOH (Rachel Hannon),

Cneumnanuct no HOpMaTUBHO-NPaBOBOMY, PEFYTMPOBAHNUIO
2660TT NpnaHans,

[varHoctnyeckoe nogpasgeneHue

®UHUCKNNH BbusHec MNapk,

Cnaitro, Upnangus

/MevaTb: TOPFTOBAA MANATA CIHANTO (MHK)
nOoANVMHHOCTb 3ACBUNAETEALECTBOBAHA JOBEPOCOBECTHO
YnosiHoMmo4veHHoe fivuo /nognucado/ 27.01.2020 r./

/MeuyaTbsTOPTOBAA NMANIATA CNANTFQ (MHK)
3ABEPEHHbLIN'CEPTU®VKAT O MPOUCXOXOAEHWIN/

/MopnuncaHo/ 21 aHeapa 2020°T.

Peiiuen XaHHoH (Rachel Hannon)

MepeBOf C aHI/IMACKOIO fA3blKa ~Ha® PYCCKMA A3bIK BbIMOMHEH ~NEePEBOLHMKOM
LLaTHeBbIM NNbE AnekceeBnuem.
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Poccuitickan depepauus. fopog Mocksa.

OfvHHaguaToro heBpans Ase ThicAYN ABaALATOrO roga.

A, bopoHuHa EBreHuss BnagumuposHa, BpeMeHHO UCMoNHAKLWas 06a3aHHOCTY HOT-apuyca
r. MockBbl baxTagse 3nbmMupbl HPLEBHbLI, CBUAETENLCTBYID MOAJMHHOCTL “FOAMNCK

nepesoguyuka LWatHeBa Vnbu Anekceesuya.
Moanucb caenaHa B MOEM MPUCYTCTBUN.

JINyHOCTb NoAnNMcaBLLEro fOKYMEHT YyCTaHOB/IEHA.

3aperucTpupoBaHo B peecTpe: Ne77/52-1/77-2020 " N
B3bickaHO no Tapudy 100 py6.

10ka3aHue ycnyr npaBoBOro U TEXHNYECKOro xapakrepa: --

E.B. bopoHuHa

Bcero npowHypoMmH”np”
n ckpenaen™N MeHiTbH'
BPVIOQ H4*tapnycr

Perncrpanns MM B Pocagpasransope
www.nevacert.ru | info@nevacert.ru



Abbott Ireland Diagnostics Division, Tel.
Finisklin Business Park, Fax
Sligo, Ireland

+353 43 3331000
+353 43 3331001

Abbott

I, Rachel Hannon, Regulatory Affairs Specialist, 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 Instruction for Use. These documents
are in a full accordance with actual manuals of manufacturer.

A, P.aitlven XaHHOH, Cneumnanuct perynRsToOpHOro otaena, 9660TT AuarHocTuyeckoe
MoppasgeneHve Wpnanaua, ®uHuckauH BusHec Mapk, Cnaitro, WpnaHamsa (Rachel
Hannon, Regulatory Affairs Specialist, Abbott Ireland Diagnostics¢Dijvision, Finisklin
Business Park, Sligo, Ireland), “=HacTosiluuM YyAOCTOBEPSAID, (YTO nNpunaraeMble
LOKYMEHTbI B HVKENpPUBEAEHHOM ) 06beMe CTpaHuL, ABAATCHA/MHCTPYKUMUAMU MO
NPUMEHEHUIO. DT [JOKYMEHTbl  MOMIHOCTbO  COOTBETCTBYHOT  (DaKTUYECKOW
[LLOKYMEHTAL MW MPOU3BOANTENS.

MHCTPYKUMS N0 NPUMeHeHUIo Ha MeauuunHckoe umagenve-(Instruction for Use for
medical devise)

ARCHITECT HBsAg .. KauecTBeHHbI |l
Qualitative 11 Controls)

KoHTpo/m-, (ARCHITECT HBsAg

Mo TeKCTy WHCTPYKLMW BCTPEYAKOTCA BapuaHTbl . HAMMEHOBAHUA  MeAULMHCKUX
U3LeNNin, NpuBeAeHHbe . B Tabnnue HWXKe, KOTOPLIE; ABNAIOTCA CrnpaBeiIvBbIMA 1
paBHO3HayHbIMK (Instruction for Use includes the followings true and equivalent short

names of medical devices listed in table):

HaunmeHoBaHMU
e Ha

AHTNTUMACKOM

HanmeHoBaHWe MEAULWNHCKOTO N3gennsa Ha
PYCCKOM A3blKe

CoKkpalw,eHHoe
HanMeHOBaHUe

(no TekeTy

A3bl Ke fJOKYyMeHTa)
ARCHITECT ARCHITECT HBsAg KauecTBeHHbIli |l peareHT ARCHITECT
HBsAg (ARCHITECT HBsAg Qualitative Il Reagent) HBsAQg
Qualitative 11 KauyeCTBeHHbI A
Reagent Il peareHT

ARCHITECT

ARCHITECT HBsAgQ Ka4ecTBeHHbIli Il kann6paTopbl

ARCHITECT

HBsAQ (ARCHITECT HBsAg-Qualitative Il Calibrators) HBsAg
Qualitative 1] Ka4yeCTBEHHbI i
Calibrators Il kannépaTopbl
ARCHITECT ARCHITECT HBsAg KauecTBeHHbIli |l kKoHTpoan.V ARCHITECT
HBsAg (ARCHITECT HBsAg Qualitative Il Controls) HBsAg
Qualitative 1l Ka4yecTBEHHbI I
Controls Il KOHTpONM
ARCHITECT ARCHITECT HBsAg KayeCTBEHHbI I ARCHITECT
HBsAg nogTBepxpatoimnii peareHT (ARCHITECT _HBsAg HBsAg
Qualitative Il Qualitative-llFConfmnatory Reagent) KayecTBEHHbl i
Confirmatory 1

Reagent noATBeEpPIXKAato Ly,

Peructparua MU 8 Pocaaparramsope
www.nevacert.ru | info@nevacert.ru
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Abbott Ireland Diagnostics Division,
Finisklin Business Park,
Sligo, Ireland

Abbott

ARCHITECT ARCHITECT HBsAg Ka4yeCTBEHHbI W 1
HBsAg noaTBEP XK Aat LW nii pyu4HoU pasbaBuTenb
Qualitative I (ARCHITECT HBsAg Qualitative 11 Confirmatory
Confirmatory Manual Diluent)

Manual Diluent

ni [pydHOW
pas3baBuTenb
Cocras:
# Title Number
ofpages__
1 Instruction for Use for the ARCHITECT HBsAg Qualitative Il 3
Controls with ADDENDUM for Russia.
2. WHcTtpykuma no npumeHeHnto «ARCHITECT HBsAQ KavyecTBeHHbIi 3

Il koHTpon (ARCHITECT HBsAg Qualitative Il Controls)» ¢
MPUNNTOXEHWMEM pns Poccun.

Signed:” Date:

Rachel Hannon,

Regulatory Affairs-Specialist

Abbott Ireland Diagnostics Division
Finisklin Busingss Park, Sligo, Ireland

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

Authorised Official

Peructpanua MU B Pocappasaansope
www.nevacert.ru | info@nevacert.ru
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HBsAg
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ARCHITECT
SYSTEM

HBsAg Qualitative Il
Controls

INTENDED USE

The ARCHITECT HBsAg Qualitative Il Controls are for the estimation of
test precision and the detection of systematic analytical deviations of the
ARCHITECT / System when used for the qualitative detection and for the
confirmation of the presence of hepatitis B surface antigen (HBsAg) in
human serum and plasma using the ARCHITECT HBsAg Qualitative Il and
HBsAg Qualitative Il Confirmatory Reagent Kits. Refer to the ARCHITECT
HBsAg Qualitative Il and ARCHITECT HBsAg Qualitative II Confirmatory
Reagent package inserts and the ARCHITECT System Operations Manual
for additional information.

CONTENTS

2 Bottles (8.0 mL each) of ARCHITECT HBsAg Qualitative Il Controls:
The Negative Control (JCONTROL|-|) contains recalcified human plasma.
Preservatives: ProClin 950 and sodium azide. The Positive Control
(lcontrol|*D contains inactivated purified human HBsAg (subtype
adlay) in phosphate buffer with human plasma and protein (bovine serum
albumin) stabilizers. Preservatives: ProClin 300 and ProClin 950:

The controls are at the following ranges:

For the ARCHITECT HBsAg Qualitative Il assay:

SICO
Target Range
Control Color Trarget] drange!
ICONTROLI Natural N/A S0.85
Icontroll+l Blue* 3.50 175-5.25

* Dye; Acid Blue No. 9
For the ARCHITECT HBsAg Qualitative Il Confirmatory assay:

HBsAgQ2 C2 S/CO**
% Neutralization
[neutralization!

Control Color Target

lcontroliKl Blue* 331

* Dye: Acid Blue No. 9
«* A target and a range are not defined for'HBsAgQ2 C| S/CO.

Range

1.65/- 4.96 a 50%

PRECAUTIONS

e livp]
¢ Forin vitro Diagnostic Use

CAUTION: This produet, contains human sourced and/or
potentially infectious components. Refer to the CONTENTS section
of this package insert. Nolknown test method can offer complete
assurance that products derived from human sources or inactivated
microorganisms will not“transmit infection. Therefore, all human
sourced materials should bewconsidered potentially infectious. It is
recommended that these reagents and human specimens be 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.

Negative Control contains human plasma that is nonreactive for HBsAg;
HV-1 Ag or HIV-1.RNA, anti-HIV-1/HIV-2, anti-HCV, and anti-HBs.
Positive Contral contains purified HBsAg (inactivated). The human
plasma used!Is nonreactive for HBsAg, HIV-1 Ag or HIV-1 /‘RNA
anti-HIV-1/HIV-2,"anti-HCV, and anti-HBs.

Psersttizer] Warning: May cause an allergic reaction.

* [CONTAINSFazidel Contains Sodium Azide. Contact with acids liberates
very toxic gas.
« This material and its container must be disposed of in a safe way.

Perucrpanus MU B Pocagpasnagzope
www.nevacert.ru | info@nevacert.ru
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HBsAg Qualitative 1l
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The following warnings and precautions apply to the Controls;

WARNING: Contains methyiisothiazolones:

H317 May cause an allergic skin reaction.

Prevention

P261 Avoid breathing mist / vapours,/ spray.

pP272 Contaminated work clothing should not be allowed out
of the workplace.

P280 Wear protective gloves|/_protective clothing / eye
protection.

Response

P302+P352 IF ON SKIN: Wash with)plenty of water.
P333+P313 |If skin irritation or rash occurs: Get medical
advice / attention.
P363 Wash contaminated clothing before reuse.
This material and its container_must be disposed of in a safe way.

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

STORAGE

* ARCHITECT HBsAg Qualitative Il Controls are stable until the expiration
date when stored and handled as directed.

« Do not use past expiration date.

¢ ARCHITECT HBsAg-Qualitative Il Controls must be stored at 2-8'C in
an upright position and may be used immediately after removal /rom
2-8'C storage.

1
1
QUALITY CONTROL PROCEDURE
Refer to the )ARCHITECT HBsAg Qualitative Il and ARCHITECT HBsAg
Qualitative Il. Confirmatory Reagent package inserts for information on
ordering controls and for the recommended volume requirements for fhe
controls lor_each assay.

PREPARATION FOR USE

* The ARCHITECT HBsAg Qualitative Il Controls are liquid'ready-to-use.

* ARCHITECT HBsAg Qualitative Il Controls must be mixed by gentle
inversion before use.

* After each use, tightly close the caps and return the controls to
2-8'C storage.

BIBLIOGRAPHY

1.US Department of Labor, Occupational . Safety and Health
Administration, 29 CFR Part 1910.1030, Bloodborne pathogens.

2.9US Department of Health and Human (Services. Biosafety in
Microbiologicaland Biomedical Laboratories \5th ed. Washington, DC:
US Government Printing Office; December2009.

3. World Health Organization. Laboratory Bigsafety Manual. 3rd ed.
Geneva: World Health Organization; 2004

4. Clinical and Laboratory Standards Institute: Protection of Laboratory
Htirkers fmm Occupationally Acquired Infections: Approved Guideline-
Third Edition. CLSI Document M29-A3: Wayne, PA: Clinical and
Laboratory Standards Institute; 2005z
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ADDENDUM

to the Instruction for Use ARCHITECT HBsAg Qualitative Il Controls (for Russia)
SHIPPING

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.
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 2.1.7.2790-10 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 local regulations.

LIST OF APPLICABLE STANDARDS

98/79/EC, EN I1SO 9001, ISO 13485, EN ISO 18113-1, EN ISO 18113-2
POTENTIAL USER

Professional user

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 wvm.abbottdiagnosticsiecom or contact your local

representative.
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ARCHITECT
SYSTEM

HBsAg Qualitative Il
Controls

HA3HAYEHVE

KoHTponn ARCHITECT HBsAg Qualitative Il Controls npegHa3HaueHbl
[U151 OLLeHKM BOCMPOU3BOAMMOCTU TecTa W BbISB/IEHUA CUCTEMATUYECKNX
aHaIMTUYeCKUX OTKNOHeHWH cuctembl ARCHITECT / System npu
Ka4eCTBEHHOM ONpe/eieHn U NOATBEPXAEHNN HAINYMSA NOBEPXHOCTHOTO
aHTureHa renatuta B (HBsAg) B CbiBOPOTKE W Mna3me KPOBW YenoBeka
c ncnonb3oBaHnem Habopos peareHToB ARCHITECT HBsAg Qualitative
I # HBsAg Qualitative 1l Confirmatory. Mogpo6Has uHopmaums
COLlEPXUTCA B MHCTPYKLMAX MO NpumeHeHuio K peareHtam ARCHITECT
HBsAg Qualitative II 1 ARCHITECT HBsAg Qualitative Il Confirmatory. -8B
PykoBogcTee no akcnayartaummn cuctembl ARCHITECT.

COJEPXWUMOE
2 dnakoHa (no 8,0 mn) koHTponeli ARCHITECT HBsAg Qualitative

Il Controls. OTpuuatenbHblii  KOHTPONMb  (JcONTROL|-]) cogepxut
pekanbLMHAPOBaHHY  NnasMy KpOBU  4enoBeka.  KOHEEpBaHTbI:
ProClin 950 M asmg  Hatpus. MonoxuTenbHbli KOHTPO/b

(kontroll|*) coAepXuT WHAKTUBMPOBAHHLIA OuYMLLEHHbIR) HBSAg
yenoseka (noatun acffay) B cpochatHom Oychepe € niasmoli Kposwu
YyenoBeka W NPOTEMHOBLIMKA (anbBYMWH CbIBOPOTKM GbIYbEN KPOBW)
ctabunusatopamu. KoHcepsaHTbl: ProClin 300 v ProClin ‘950,

KOHTponM umMeloT cnegytollne AnanasoHb:

[na tecta ARCHITECT HBsAg Qualitative II:

S/ICO
Llenesoe 3HauyeHne [nanasoH
KoHTposnb LiseT ITARGET | Irange]
ICONTROLj-j HatypanbHblii ~ 0,85
lcontroi1T] Fony6oii* 3,50 1,75 - 5,25

* KpacuTenb: KMCNOTHbIN rony6oii N® 9

[ina tecta ARCHITECT HBsAg Qualitative IF'Canfirmatory:
HBsAgQ2 C2:S/CO**
Llenesoe

3HavyeHve [vanasoH

Fony6oii* 331 1,65 - 4,96

Kpacutenb: KNCNOTHbIA rony6oii N9
' LleneBoe 3HauveHve u guana3oH He onpefeneHsl g HBsAgQ2 Cl
SICO.

% HeliTpanusayuu
KoHTponb LiseT

Ineutral\zation!

lcontroiM ~ 50%

MEPbI MPEAOCTOPOXHOCTH
- jlvDj
« [iIng AnMarHOCTUKKM In Vitro

BHUMAHME: [aHHbli NpofyKT cogepxuT 6Guomarepuansbl
yenoseka U/MNM NOTEHUMUANBHO WHMEKLNOHHbIE KOMMOHEHTbI. CMm.
pasgen COAEPXXWUMOE “gaHHOW WHCTPYKLUMKM N0  NPUMEHEHWIO.
Hn oaMH 13 W3BECTHbIX METOAO0B TECTUPOBaHWA HE MOXeT
rapaHTupoBatb, 4YTO. MO/yYyeHHble OT YenoBeka MPOAYKTbl WX
MNHaKTUBUPOBAHHbLIE “MUKPOOPraHW3Mbl He MEepeHOCAT MUHGEKLMIO.
MoaTomy BCce matepuarbl, NOyYeHHbIe OT YenoBeKa, CneayeT cunTaTh
noTeHUManbHO  WHAEKUMOHHbIMK.  PekomeHgyeTca  obpallatsest
C aTmMn peafeHTamyu 1 obpasuamy 4esoBeka B COOTBETCTBUM
co CraHOapTtoM [19 [eMOKOHTaKTHbIX NaToreHoB YnpasneHus
CLIA no.oXxpaHe Tpyda v nNpoMmbiWwneHHol rurneHe (OSHA).N-Flpu
pa6oTe c( Marepuanamy, cofepxawumu wanm npeanonoxuTeslbHo
coflepXatMmn MHEKLMOHHbIE areHTbl, cnefdyeT cobnogaTsnpasnna
6106e30AAacHOCTN, YPOBEHb 2", WM Apyrne COOTBETCTBylOLNe
npasuaa 6yno6e3onacHocTu®
OTpuUaTenbHblii  KOHTPO/b  COAEPXUT Nnasmy KpOBW:-~uenoBeka,
KoTopasi He peaktuBHa Ha HBsAg, HIV-1 Ag uwnam HIV-1 RNA,
aHTH-HIV-1/HIV-2, aHTu-HCV 1 aHTu-HBs.

Peructparus MU 8 Pocaapasuagsope
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HBsAg Qualitative il

REF 2G22-10

C2G22R
G42576R03

CmoTpuUTe BblAe/eHHbIE N3MEHEHWS
Pepakuus: anpens 2019 r.

FlonoXuTeNbHbIi  KOHTPONIb  COAEPXMT  OunileHHblii  HBSAg
(MHaKTVBMPOBaHHbLIN).  Micnonb3oBaHHas  B.. KOHTPONAX nnasma
KpOBM YesioBeka He peakTmBHa Ha HBsAg, HIV-1'Ag nim HIV-1 RNA,
aHTu-HIV-I/HIV-2, aHTu-HCV 1 aHTu-HBs.
JWIRMWIG SENSTIZERI Mpeaynpexaexue:
annepruyeckyto peakumio.

MoxeTt BbI3blBaTb

JCONTAINS; AZIDE] CopepxuT a3ng HaTpus..[1pu KOHTakTe ¢ kucnotamu
BbICBOG0X/1AeTCs BbICOKOTOKCUYHbIN fas,

YTunusnpyiite  CoAepXuMoe/KoHTeliHeEp ~ B COOTBETCTBUM  C
caHuTapHbIMu HopMamu Pdy (CanMuH-2:1.7.2790-10 ot 09.12.2010).
Cnepgytowme  npegynpexaeHus M. Mepbl  NPefOCTOPOXHOCTU
OTHOCATCA K KOHTpOsisAM:

MPEAYNPEXAEHUE: CoaepXuT MEeTUNN30TUA30/O0HbI.

H317 MoOXeT BbI3blBaTb. &/1/1@PrMUeCcKyto KOXHYI0 peakuuio.

MpepoTtepaliexHne

P261 W3beraTb BAbIXaHMA TymaHa/napos/aapo3oneil.

pP272 He BbIHOCUTb 3arpA3HEHHYI0 ofexay ¢ paboyero
mecTa.

P280 MoNb30BATLEA 3aALMTHLIMK NepyaTkaMu/3aLnTHoO

ofexaoi/cpeacTeamn 3aWnTbl rnas.

PearnpoBaHue

P302-*-P352 MPWU.MOMNALAHU HA KOXXY: MpombITb 601bLIMM
KOAUYECTBOM BOZbI.

P333+P313 [Mpu pasgpakeHnn KXW Uam nosiBIEHNN Chini:
obpaTuTbCa K Bpauy.

P363 BbicTupaTh 3arpA3HEHHYI0 ofexay nepefg
OanbHelLM 1Cnob30BaHNEM.

YTunusupyiite  coaepXuMoe/KOHTeiHep B COOTBETCTBUW ' C

caHuTapHbIMU Hopmamu P® (CanMuH 2.1.7.2790-10 ot 09.12.2010).

« Macnopra 6e3onacHOCTN AOCTYMNHbI Ha calite
www.abbottdiagnostlcs.com, nnn o6pauyaiitecb kK cBOEMy MECTHOMY
npeAcTaBnTeNto.

XPAHEHWVE

e [pu-fApaBUNbHOM XpaHeHun 1 obpalieHnn koHTpomu ~CHITECT
HBsAg Qualitative Il Controls octaloTca cTabunbHLIMIA. A0 UCTEUEHNS
Cpoka rogHocTu.

« \He ucnonb3yiiTe nocne UCTeUEHWsi CpoKa rOAHOCTH.

*  Xpanute koHTponn ARCHITECT HBsAg Qualitative Il Controls npu
2-8'C B BepTMKa/IbHOM MOMIOXEeHNN. VX MOXHO UCNo/b30BaTh cpasy
nocne u3BneyveHns 13 xonoaunbHuka (2 m8‘C).

A

KOHTPOJ/Ib KAYECTBA
WHbopmauymio 0 3akase KOHTponeil 1/ peKkomeHayemblx ob6bemax
KOHTpONel AnA KaxAoro TecTa CM. B UHCTPYKLMM MO NPUMEHEHMI0
K peareHTam ARCHITECT HBsAg Qualitative I 1 ARCHITECT HBsAg
Qualitative II Confirmatory.

NoAroTOBKA K NCMNOIb30OBAHNIO

« KoHTponu ARCHITECT HBsAg Qualitative Il Controls noctasnstoTtcsi B
XWAKOM BUAE, TOTOBLIMU K UCMOIB30BAHMIO.

« Tlepea wcnonb3oBaHWem nepemelaiite koHTponn AHCHITECT
HBsAg Qualitative Il Controls, akkypaTHO nepesopauvBas hiakoHbl.

« Tlocne Kaxporo MWCMONb30BAHWA 3aKkpoiTe  hnakoHbl  MIOTHO
KpbILWKaMW 1 NoCTaBbTe OGPATHO B XONOAUNbHUK (2 - 8*C).
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BUB/INOIPADUNA

1 US Department of Labor, Occupational Safety and Health
Administration, 29 CFR Part 1910.1030, Bloodborne pathogens.

2. US Department of Health and Human Services. Biosafety in
Microbiologicaland Biomedical Laboratories. 5th ed. Washington, DC:
US Government Printing Office; December 2009.

3. World Health Organization. Laboratory Biosafety Manual. 3rd ed.
Geneva: World Health Organization; 2004.

4. Clinical and Laboratory Standards Institute. Protection of Laboratory
Workers from Occupationally Acquired Infections: Approved Guideline-
Third Edition. CLSI Document M29-A3. Wayne, PA: Clinical and
Laboratory Standards Institute; 2005.
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NMPNNOXEHWE

K MHCTPYKLMKU no npumeHeHnto ARCHITECT HBsSAQ kayecTBeHHbIl || KOHTponn

(ARCHITECT HBsAg Qualitative Il Controls) gns Poccun
TPAHCIMOPTUPOBKA

Vi3genve pekoMmeHfyeTCsi TpaHCMopTupoBaTb Npu TemnepaType 2-8*C. U3penue
0CTaeTCcs CTabuIbHbLIM 40 OKOHYAHUSA CPOKa FOHOCTM, YKa3aHHOTo Ha ynakoske. lpu
TPaHCMOPTUPOBAHUM C HapyLIEHUEM TeMNEPaTypPHOTo pexuma ngenue He NOANEXUT
npuMeHeHuio. TpaHCMOPTUPOBKA OCYLECTBASETCA BCEMU BUAAMW TpaHcnopTta B
KPbITbIX TPAHCMOPTHBLIX CPEACTBAX B COOTBETCTBUW C NpaBuUiamn nepeBo3kn rpysos,

AEACTBYIOWMMIN Ha KaX/A0M Buje TpaHcnopTa.
FTAPAHTUWHBIE OBA3ATE/IbCTBA

Mpon3BoAuUTE b rapaHTUPYET, YTO NPYU NPaBUIBLHOM XPaHEHUN 1 06paLLeHNK U3fenue
0CTaeTCs CTabW/bHbIM 0 UCTEUYEHUS CPOKA FOAHOCTU. MaKCUMasibHbIA CPOK rOAHOCTU
MeANUMHCKOro n3genus He Gonee 12 MecsiueB C AaTbl NPouW3BOACTBa. M3genue,
XPaHWBLIEECA C HapyWeHWeM pernamMeHTUPOBAaHHOTO MPOU3BOAUTENEM pEXNUMA,
NPUMEHEHWIO HE NMOANEXUT.

TEXHWYECKOE OBC/Y>XXVWBAHUE

He TpebyeTtcs.

TEKYLWWA PEMOHT

He TpebyeTtcs.

OAHHBIE ansa YTUNN3ALUNN n YHUUYTOXEHNA
MEAVNLUVMHCKOIo U3AENNA

MeAnLUMHCKOe U3fenne yTUIU3NPYIOT U YHUUTOXAIOT B COOTBETCTBUW C NpaBuiamu
0o6paleHnsi C  MeAUUMHCKAMU  OTXOAamu,  pernamMeHTUpylownmMuca  Cauluu
2.1.7.2790-10 ot 12.12.2010 «CaHuTapHO-3NUAEMNOsIornyeckne TpeboBaHUsA K
06palieHnio C MEANLMHCKUMI OTXOAaMM».

Heo6x0AMMO CnefoBaTh HaUMOHaNbHLIM CTaHAapTam Npu nepegade;m yTunusauum
M3Aenns, ero KOMNOHEHTOB 1 YNaKoBKU.

NMEPEYEHb CTAHOAPTOB, KOTOPbIM COQTBETCTBYET
MELULMUHCKOE VU3AENNE

98/79/EC, EN ISO 9001, ISO 13485, EN SO 18113-1;) EN ISO 18113-2
MOTEHUMWANBHbBIV MOTPEBUTE/b

MpoeccroHanbHblii NoNb30BaTe b

NMH®OPMALNA O HANNYNN B MEOANLUHCKOM U3OENNN
NEKAPCTBEHHOIO CPEACTBA

He copepxut

CTEPWU/IBHOCTb

MocTaBnseTcs B HecTepunbHOM Buge. CTepuansauusi nepej NPUMEHeHWEM He
TpebyeTtcs

NHO®OPMALNA 0 BO3MOXXHOCTMH MOBTOPHOTO
NMPUMEHEHWA

He nognexuT NOBTOPHOMY MPUMEHEHMUIO,

MATEPUAJTbI XNBOTHOT O . MPONCXOXAEHUNA

MaTepuasnbl XWUBOTHOTO MPOUCXOXAEHWUS MPOBEPEHbl U PUCKU MpPUMEHeHus MU
ykasaHbl B MacrnopTe 6e3onacHocTu. flacnopta 6€30MacHOCTA MOXHO HAalTK Ha caiiTe

www.abbottdiagnostics.com nnv o6patutecb K MECTHOMY NpeAcTaBUTENto
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3660TT VpnagHus, Ten:+353 43 3331000
[AnarHoctnyeckoe nogpaspeneHue Pakc:+353 43 3331001
PUHUCKNNH BusHec Mapk,

Cnaliro, NpnaHgus

MognucaHo: /nognucaHo/ Jarta: 21 siHBaps 2020 r.

Peliuen XaHHoH (Rachel Hannon),

CneumnanncT No HOPMaTUBHO-NPaBOBOMY PerynmpoBaHuio
3660TT NpnaHaus,

JwnarHocTnyeckoe nogpasgeneHune

®uHUCKNNH busHec MNapk,

Cnaitro, Wpnangus

/MeyaTb: TOPFOBASA NANATA C/TANTO (MHK)
NnOoANVNHHOCTb 3ACBUWOETENBCTBOBAHA JOBPOCOBECTHO
YnonHomo4veHHoe nuuo /nogancaHo/ 27.01.2020 r./

/MeyaTb- TOPFTOBASA MANATA C/AWUIO (MHK)
3ABEPEHHBWI CEPLI®UKAT O MPOUCXOXAEHWW/

/MoanuncaHo/ 21 aHeaps, 2020 r.

Peliuen XaHHoH (Rachel Hannon)

TekcT LB [OKYMEHTE «UHCTPYKUUA=IO MPUMEHEHUIO» Ha aHr/IMACKOM W PyCCKOM
A3blKaxX MOSIHOCThIO COBMAOAET.

MepeBog C aHI/MINCKOrO A3blKa, "Ha PYCCKUIA A3blK  BbINOMHEH MEePEBOAHVKOM
HlamTHeBbIM NNbEél AnekceeBnNUEm.

Peructpanus MU B PocagpaBrapsope
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Poccuitckan ®epepaums. fopog Mocksa.

OAuHHaauaToro (espans Age Thicayy ABajLaTOro roja.

A, bopoHuHa EBreHusi BnagMummnposHa, BPeMEHHO MCNoHAKOWAaA 0653aHHOCTUN HOTapuyca
r. MockBbl baxTagse 3Onbmupbl HOPbEBHbI, CBUAETENLCTBYD MNOAJIMHHOCTL  MOANMCH
nepesoauyuka LWaTtHeBa Vnbu Anekceesuya.

Mopnuck caenaHa B MOEM MPUCYTCTBUN.
JInyHOCTb NoAnMMcaBLLEro A4OKYMEHT YyCTaHOB/IEHa.

3apeructpupoBaHo B peectpe: Ne77/52-H/77-2020
B3bickaHo no Tapudy 100 py6.

YnnadyeHo 3a okasaHue yc/yr NpaBoBOro M TEXHUYECKOro Xapakiepa:

E.B. bopoHuHa

Bcero npetuHypoBaHo, n ("Y SiepoBaHo"
N CKpen/ieHo neyaTu
BPVIO

Peructpanuga MU B PocagpaBragzope
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Abbott Ireland Diagnostics Division, Tel. +353 43 3331000
Finiskiin Business Park, Fax +353 43 3331001
Sligo, Ireland

Abbott

I, Rachel Hannon, Regulatory Affairs Specialist, Abbott Ireland Diagnostics Division ,
Finiskiin Business Park, Sligo, Ireland, hereby certify that the attached documents that
keep the number of pages indicated below are the Instruction for Use. These-documents
are in a full accordance with actual manuals of manufacturer.

A, P.aliven XaHHOH, CneuuvanucT pery/isTopHoro otgena, 9660TT [uarHocTuyeckoe
Mopgpasgenenve Wpnangusa, ®uHuckamd busHnec Mapk, Cnaitro, Wpnangus (Rachel
Hannon, Regulatory Affairs Specialist,”Abbott Ireland Diagnostics Division, Finiskiin
Business Park, Sligo, Ireland), HWacToAwwmm Yy[oOCTOBEpPsAD, YUTQ npunaraemble
[OOKYMEHTbl B HUXeNnpuBeLeHHOM  06bemMe CTpaHul, ABASKOTCA (MHCTPYKLMAMKU 1O
NPUMEHeHN0.  OTU  [JOKYMeHTbl,  MOJIHOCTbKO  COOTBETCTBYHT  (PaKTUYecKoi
OOKYMEHTALWW NPOV3BOAUTENS.

VHCTpYKUMA No npuMeHeHUO, Ha MeauunHeKoe nsgenuve (Instruction for Use for
medical devise)

ARCHITECT HBsAg .. KaudecTBeHHbIi |l  nogTBepxpatowmii  peareHT
(ARCHITECT HBsAg Qualitative Il Confirmatory Reagent)
Mo TeKCTY WHCTPYKLMAM: BCTPEYalOTCH BapuaHTbl HanMMEeHOBaHWA MeANLMHCKNX

U3LeNINiA, NpuBeLeHHbIE B Tabnuue HwKe, KOTOpblE /ABNAIOTCA CrnpaBeLIvBbIMA 1
paBHO3HauHbIMK (Instruction for Use includes the followings true and equivalent short

names of medical devices listed in table):

HavmeHoBaHu®
e Ha

aHrNuUincKom

HanmMeHOoBaHWE MEAULUHCKOFO MN3genna Ha
PYCCKOM A3blKe

CoKpauiLeHHoe
HavnMeHOBaHUNe

(no TeKCTY.

A3blKe LOKYMEHTA)
ARCHITECT ARCHITECT HBsAg kauyectBeHHbIli Il peareHT ARCHITECT
HBsAg (ARCHITECT HBsAg Qualitative Il Reagent) HBsAg
Qualitative 11 KayecTBEHHbI A
Reagent Il peareHT

ARCHITECT

ARCHITECT HBsA(g kaudecTBeHHbI Il kanubpaTtopsl

ARCHITECT

HBsAg (ARCHITECT HBsAg, Qualitative Il Calibrators) HBsAg
Qualitatiyve 1l KaYeCcTBEHHbI
Calibrators H"kannépatopbl
ARCHITECT ARCHITECT HBSAg KauyecTBeHHbIli Il kKoHTponu- ARCHITECT
HBSsAg (ARCHITECT HBsAg Qualitative 1l Controls) HBsAg
Qualitative 1 KayeCcTBEHHbI A
Controls Il KoHTpONN
ARCHITECT ARCHITECT HBsAg KayecTBEHHbIN Il ARCHITECT
HBsAg noagTeepxpatouniin peareHtT (ARCHITECT HBsAg HBsAg
Qualitative Il Qualitative l-Confirmatory Reagent) KayeCTBEHHbI A

Confirmatory
Reagent

Peructparua MU 8 Pocaaparramsope
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Abbott Ireland Diagnostics Division,
Finiskiin Business Park,
Sligo, Ireland

Abbott

ARCHITECT ARCHITECT HBsAg Ka4yecTBeHHbI 11
HBsAg noaTBEpP XK at LW nia py4YHoOW pasbaBuTeNb
Qualitative Il (ARCHITECT HBsAg Qualitative 11 Confirmatory
Confirmatory Manual Diluent)

Manual Diluent

CocrTaB:

# Title

1 Instruction for Use for the ARCHITECT HBsAg Qualitative 1l

Tel. +353 43 3331000
Fax +353 43 3331001

ARCHITECT
HBsAg
KayeCTBEHHbI
11
NoATBEPXAato L
WApyuUHoi
pa3baBuTenb

Number
of pages
8

Confirmatory Reagent with ADDENDUM for Russia. VIHCTpyKLuS

2. no npumeHeHnto «ARCHITECT HBsAQ kauecTBeHHbI- 1]

noateepxgarowmin peareHT (ARCHITECT HBsAg Qualitative Il

Confirmatory Reagent)» ¢ MPUOXEHWEM pansa Poceun.

Signed:

Rachel Hannon,

Regulatory Affairs Specialist

Abbott Ireland Diagnostics Division
Finiskiin Business Park, Sligo, Ireland

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

Authorised Official
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ARCHITECT

SYSTEM

en

HBsAg Qualitative Il Confirmatory
REF-2G23

B2G230
G43375R04

Read Highlighted-“Changes
Revised April 2019

HBsAg Qualitative Il
Confirmatory

Customer Service; Contact your local representative or find country-specifie.contact information

on www.abbottdiagnostics.com

Package insert instructions must be carefully folloned. Reliability of assay results cannot be guaranteed if there are any
deviations from the instructions in this package  insert.

Key to'symbols used

List Number

In Vitro Diagnostic Medical

[T~ .
Device
Lot Number
u Expiration Date
Serial Number
Store at 2-8'C
ac I
Caution
m Consult instructions tor use
y Manufacturer

CONTROL NO.

REACTION VESSELS

REAGENT LOT

[replacement caps]

SAMPLE CUPS

SEPTUM

WARNING: SENSITIZER

CONTAINS: AZIDE

PRODUCT-OF IRELAND

Control Number

Reaction.Vessels

Reagent Lot

Replacement Caps

Sample Cups

Septum
Warning: May cause an
allergic reaction

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

Global Trade Item
Number

Product of Ireland

See-REAGENTS section for a full explanation of symbols used in reagent
component naming.

Abbott

Perucrpanus MU B Pocappasnanzope
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NAME
ARCHITECT HBsAg Qualitative II Confirmatory

INTENDED USE

The ARCHITECT HBsAg Qualitative Il Confirmatory assay is a
chemiluminescent microparticle immunoassay (CMIA) for the confirmation
of the presence of hepatitis B surface antigen (HBsAg) in human serum
and plasma including specimens collected post-mortem (non-heart-
beating) by means of specific antibody neutralization.

It is intended to be used for the confirmation of samples found to be
repeatedly reactive by ARCHITECT HBsAg Qualitative II.

SUMMARY AND EXPLANATION OF TEST

The causative agent of serum hepatitis is hepatitis B virus (HBV) which
is an enveloped DNA virus. During infection, HBV produces an excess of
hepatitis B surface antigen (HBsAg), also known as Australia antigen, which
can be detected in the blood of infected individuals. It is responsible for
binding the virus to the liver cell and is the target structure of neutralizing
antibodies."HBsAg is the first serological marker after infection with
HBV appearing one to ten weeks after exposure and two to eight weeks
before the onset of clinical symptoms.~** HBsAg persists during this acute
phase and clears late in the convalescence period. Failure to clear HBsAg
wittlin six months indicates a chronic HBsAg carrier state.

HBsAg assays are used to identify persons infected with HBV and.to
prevent transmission of the virus by blood and blood products as well
as to monitor the status of infected individuals in combination with‘other
hepatitis B serological markers.” In most countries, testing for HBSAg' is
part of the antenatal screening program to identify HBV infected mothers
and to prevent perinatal HBV infection by subsequent immunization.®
The hepatitis B virus, unlike other DNA viruses, replicates through-reverse
transcription. The reverse transcription process lacks proefreading
capability: therefore, HBV is subject to a mutation rate 10/times higher
than the mutation rate of other DNA viruses.* Some of these mutations
may cause changes in the antigenic structure of HBsAg, resulting in
epitopes that are no longer recognized by anti-HBs. 'HBsAg mutants
have been reported in a wide range of patient populations, including
blood donors, vaccine recipients, renal dialysis patients, orthotopic liver
transplant recipients, infants born to HBsAg-positive mothers, and patients
undergoing nucleoside analog treatment for HBV.A*. HBsAg mutations
may result in a less favorable outcome In some.patients® ®® and false
negative results in some HBsAg assays.” ®

It is recommended that confirmatory testing be, performed prior to
disclosure of HBV status. ARCHITECT HBsAg Qualitative II Confirmatory
uses the principle of specific antibody neutralization to confirm the
presence of HBsAg in samples found to be repeatedly reactive. Antibody
to hepatitis B surface antigen (anti-HBs, human) is incubated with a
sample. If HBsAg is present in the sample, it will be neutralized by the
antibody. The neutralized HBsAg is subsequently blocked from binding
to the anti-HBs coated microparticles. A‘reduction of signal occurs when
compared to the signal of a paired sample that has not been treated
with the antibody reagent. A sample.is” considered confirmed if the
signal for the non-neutraiized sample-(incubated with Pre-Treatment 2)
result is greater than or equal to the cutoff of 0.70 S/CO and the RLU
of the neutralized sample is reduced by at least 50% compared to the
non-neutralized sample.

BIOLOGICAL PRINCIPLES OF THE PROCEDURE

The ARCHITECT HBsAg Qualitative Il Confirmatory assay consists of
two single tests that are both-one-step pre-treatment immunoassays.
The ARCHITECT HBsAg Qualitative Il Confirmatory assay is for the
confirmation of the presencelof hepatitis B surface antigen (HBsAg) in
human serum and plasma; using CMIA technology with flexible assay
protocols, referred to as.Chemiflex. (Note; As Ancillary Wash Buffer is
added in a second incubation step, the assay files indicate a two-step
assay.)

In the ARCHITECT HBsAg Qualitative Il Confirmatory assay, sample and
Pre-Treatment 1 are combined in a reaction vessel (RV) and incubated.
When HBsAg is present in the sample, it is neutralized by the antibody
(anti-HBs) in Pre-Treatment 1 An aliquot of the pretreated sample. anti=HBS
coated paramagnetic *microparticles, and anti-HBs acridinium-labeled
conjugate are combined to create a reaction mixture. Any non-neutralized
HBsAg present in the sample binds to the anti-HBs coated microparticles
and to the anti-HBs: acridinium-labeled conjugate. The neutralized, HBsAg
is blocked from forming a sandwich with acridinium-labeled /anti-HBs
conjugate. and, anti-HBs coated microparticles. After washing,ancillary
wash buffer is added to the RV and incubated. Following another wash
cycle, pre-trigger and trigger solutions are added to the reaction mixture.

Perucrpaunsa MU B Pocagpasaanzope
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The resulting chemiluminescent reaction is measured as relative- light
units (RLUs). A direct relationship exists between the amount of \HBsAg
in the sample and the RLUs detected by the ARCHITECT i System optics.
This sequence is repeated for the sample and Pre-Treatment 2, except
Pre-Treatment 2 does not neutralize HBsAg in the sample. Ifithe signal
for the non-neutralized sample (incubated with Pre-Treatment.2) result
is greater than or equal to the cutoff of 0.70 S/CO and the“RLU of the
neutralized sample (incubated with Pre-Treatment 1) is reduced by at least
50% compared to the non-neutralized sample, the sample-is ‘considered
confirmed positive for HBsAg.

For additional information on system and assay technology, refer to the
ARCHITECT System Operations Manual. Section 3.

REAGENTS

NOTE: Some kit sizes are not available in all countries or for use on all

ARCHITECT i Systems. Please contact your local(distributor.

Reagent Kit, 100 Tests (50 Determinations)

ARCHITECT HBsAg Qualitative Il Confirmatory Reagent Kit (2G23)
[microparticlesl! 1 bottle (6.6 mL) anti-:HBs (mouse, monoclonal,
IgM, 1gG) coated microparticles in MES buffer with protein (bovine
serum albumin) stabilizer. Minimum (congentration: 0.08% solids.
Preservatives: ProClin 300 and ProClin-950.

IcoNJUOA 1 bottle (5.9 mL) anti-HBs-(mouse, monoclonal, 1gG) and
anti-HBs (goat, 1gG) acridinium-labeled ‘conjugate in phosphate buffer
with human plasma and protein (bovine serum albumin, fetal bovine
serum, goat IgG, mouse IgG)  stabilizers. Minimum concentration:
0.35 pg/mL. Preservatives: ProClin-300 and ProClin 950.

iANCILLARY wAsH BUFFER | 1 bottlo )(5.9 mL) ancillary wash buffer
containing MES buffer. Preservatives; ProClin 300 and ProClin 950.
lpre.treatment|i 11 bottle (2.4 mL) Pre-Treatment 1 containing
recalcified human plasma reactive for anti-HBs. Preservatives;
ProClin 300 and ProClin 950:

lpre-treatment|2] 1 bottle (2.4 mL) Pre-Treatment 2 containing
recalcified human plasma.. Preservatives: ProClin 950 and sodium
azide.

Assay Diluent

ARCHITECT HBsAg Qualitative II Confirmatory Manual Diluent (2G23-40)

¢ [manual diluenthkl bottle (100 mL) ARCHITECT HBsAg Qualitative Il
Confirmatory Manual. Diluent containing recalcified human plasma.
Preservatives: ProClin 950 and sodium azide.

Other Reagents

ARCHITECT i Pre-Trigger Solution

¢ [pre-trigger solution] Pre-trigger solution containing 1.32% (w/v)
hydrogen peroxide.

ARCHITECT / Trigger Solution

* [triggersolution] Trigger solution containing 0.35 N“sodium
hydroxide:

ARCHITECT #)Wash Buffer

* [wash buffer] Wash buffer containing phosphate buffered saline
solution, Preservatives; antimicrobial agents.

WARNINGS AND PRECAUTIONS

o [in

e _For in vitro Diagnostic Use

« \._Package insert instructions must be carefully followed. Reliability of
assay results cannot be guaranteed if there are.any deviations from
the instructions in this package insert.

Safety Precautions

CAUTION; This product contains thuman sourced and/or
potentially infectious components. Refer to the REAGENTS section
of this package insert. No known test method can offer complete
assurance that products derived from htman sources or inactivated
microorganisms will not transmit infection. Therefore, all human
sourced materials should be considered potentially infectious. It is
recommended that these reagents‘and human specimens be handled
in accordance with the OSHA Standard on Bloodborne Pathogens'”
Biosafety Level 2'®or other appropriate biosafety practices’»"s jpould
be used tor materials that contain or are suspected of containing
infectious agents.



The Conjugate contains human plasma that is nonreactive for HBsAg,
HIV-1 Ag or HIV-1 RNA, anti-HIV-1/HIV-2, and anti-HCV.

Pre-Treatment 1 contains human plasma that is reactive for anti-HBs.
and nonreactive lor HBsAg, HIV-1 Ag or HIV-1 RNA, anti-HIV-1/HIV-2,
and anti-HCV.

Pre-Treatment 2 contains human plasma that is nonreactive for HBsAg,
HIV-1 Ag or HV-1 RNA. anti-HIV-1/HIV-2, anti-HCV, and anti-HBs.

The tollowing warnings and precautions apply to these components:
¢ Microparticles

« Conjugate

« Ancillary Wash Buffer

¢ Pre-Treatment 1

* Pre-Treatment 2

WARNING: Contains methylisothiazolones

H317 May cause an allergic skin reaction.

Prevention

P261 Avoid breathing mist / vapours / spray.

pP272 Contaminated work clothing should not be allowed
out of the workplace.

P280 Wear protective gloves / protective clothing / eye
protection.

Response

P302+P352 IF ON SKIN: Wash with plenty of water.

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

P363 Wash contaminated clothing before reuse,

This material and its container must be disposed of in a.safe way.

Pre-Treatment 2 contains sodium azide. Contact with=acids liberates
very toxic gas. This material and its container must be.disposed of in
a safe way.

Safety Data Sheets are available at vww.abbottdiagnostics.com or
contact your local representative.

For information on the safe disposal of sodium azide and a detailed
discussion of safety precautions during system/(operation, refer to the
ARCHITECT System Operations Manual, Section 8.

dling Precautions

Do not use reagent kits beyond the expiration date.

Do not pool reagents within a kit or between reagent kits.

Before loading the ARCHITECT HBsAg Qualitative Il Confirmatory

Reagent Kit on the system for the first time, the microparticle bottle

requires mixing to resuspend microparticles that may have settled

during shipment. For microparticle ‘mixing instructions, refer to the

PROCEDURE, Assay Procedure section of this package insert.

Septums MUST be used to prevent reagent evaporation and

contamination and to ensure reagent integrity. Reliability of assay

results cannot be guaranteed If septums are not used according to
the Instructions in this package insert.

To avoid contamination, wear clean gloves when placing a septum on

an uncapped reagent bottle.

*  When handling conjugate.vials, change gloves that have contacted
human serum or plasma, since introduction of human IgG or IgM
will result in a neutralized conjugate.

+ Once a septum has.been placed on the reagent bottle, do not
invert the bottle ‘as.this will result in reagent leakage and may
compromise assay, results.

*  Over time, residual liquids may dry on the septum surface. These
are typically dried:salts, and have no effect on assay efficacy.

For a detailed discussion of handling precautions during system

operation, refer ‘to- the ARCHITECT System Operations Manual.

Section 7.

Perucrpannga MU B PocaopaBHagzope
www.nevacert.ru | info@nevacert.ru

Storage Instructions
1-8'C

zZad - The ARCHITECT HBsAg Qualitative Il Confirmatory Reagent
Kit must be stored at 2-8*C in an upright position and may/ be used
immediately after removal from 2-8'C storage.

*  When stored and handled as directed, the reagents are stable until the
expiration date.

¢ The ARCHITECT HBsAg Qualitative II Confirmatory~Reagent Kit
may be stored on board the ARCHITECT i System for.a’' maximum
of 30 days. After 30 days, the reagent kit must be discarded. For
information on tracking onboard time, refer to the ARCHITECT System
Operations Manual, Section 5.

* Reagents may be stored on or off the ARCHITECT i/ System. If reagents
are removed from the system, store them at 2-8*C.(with septums and
replacement caps) in an upright position. For reagents stored off the
system, it is recommended that they be stored intheir original trays and
boxes to ensure they remain upright. If the microparticle bottle does
not remain upright (with a septum installed) while in refrigerated
storage off the system, the reagent kit must be discarded. For
information on unloading reagents, refer to'the ARCHITECT System
Operations Manual, Section 5.

Indications of Reagent Deterioration
When a control value is out of the specified range, it may indicate
deterioration of the reagents or errors in, technique. Associated test
results are invalid and samples must be retested. Assay recalibration may
be necessary. For troubleshooting information, refer to the ARCHITECT
System Operations Manual, Section 10;

INSTRUMENT PROCEDURE

¢« The ARCHITECT HBsAg Qualitative II Confirmatory assay files must
be installed on the ARCHITECT.i System before performing the assay.
« Install the software and assay, files in the following order;

1 ARCHITECT System Software Version 700 or higher
2. HBsAgQ2 C2 (assay number 629)
3. HBsAgQ2 CI (assay number 630)
¢ When assay files 629-and 630 are installed, assay HBsAgQ2 %N
and patient panel‘HBSAgQ2 Pa are installed automatically.
*  H6sAgQ2 %Nallows the instrument to automatically calculate
a percent.nheutralization result from the HBsAgQ2 C2 and
HBsAgQ2.Cl results.
¢ HBsAgQ2 Pa provides a convenient method to order
HBsAg confirmatory tests so the ARCHITECT i System will
report:the"S/CO and % neutralization results required for the
interpretation.
* Recommended system configuration steps:
« Configure result units and decimal places.
+— It is recommended to configure the result unit to % and
the decimal places to 0 decimal places for HBSAgQ2 %N.
«~ For information on configuring a result unit ‘and decimal
places, refer to the ARCHITECT System\ Operations
Manual, Section 2.
<=, Configure the Positive Control as a multiconstituent control
(MCC)
* It is recommended to configure the ARCHITECT HBsA"
Qualitative 1l Positive Control as ‘an. MCC with the
HBsAgQ2 %N and HBsAgQ2 C2 assays.
«  For information on configuring a multiconstituent control,
refer to the ARCHITECT System ' Operations Manual,
Section 2.
* Refer to the PROCEDURE, Assay Procedure section of this
package insert for information on ordefing tests.

* For detailed information on assay file installation and viewing and
editing assay parameters, refer to the ARCHITECT System Operations
Manual, Section 2.

«  For information on printing assay parameters, refer to the ARCHITECT
System Operations Manual, Section 5.

* For a detailed description of system procedures, refer to the
ARCHITECT System Operations Manual.



SPECIMEN COLLECTION AND PREPARATION FOR ANALYSIS
Specimen Types
« The specimen collection tubes listed below were verified for use
with the ARCHITECT HBsAg Qualitative Il Confirmatory assay. Other
specimen collection tubes have not been tested with this assay.
¢ Human serum (including serum collected in serum separator
tubes)
Human plasma collected In:

Lithium heparin Sodium heparin

Dipotassium EDTA CPD
Tripotassium EDTA CPDA-1
Sodium citrate ACD

Potassium oxalate / sodium
fluoride plasma

Plasma separator tubes
(lithium heparin)

« Performance has not been established for the use of body fluids other
than human serum or plasma.

+ Performance has been established for the use of cadaveric blood
specimens (specimens collected post-mortem, non-heart-beating),
for details refer to section TESTING OF CADAVERIC BLOQD

* SPECIMENS.

* Liquid anticoagulants may have a dilution effect resulting in-lower
concentrations for individual patient specimens.

*« The ARCHITECT i System does not provide the capability-to_ verify
specimen type. It is the responsibility of the operator to verify that the
correct specimen types are used in the ARCHITECT HBsAg-Qualitative Il
Confirmatory assay.

Specimen Conditions

+ Do not use specimens with the following conditions:

* heat-inactivated

* pooled

* grossly hemolyzed

p obvious microbial contamination

*  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:

* Ensure that complete clot formation in serum specimens has taken
place prior to centrifugation. If the specimen is centrifuged before
a complete clot forms, the presence of fibrin may cause erroneous
results.

« As specimens from heparinized patients may be partially coagulated
and erroneous results could occur due to the presence of fibrin, draw
the specimen prior to heparin therapy.

¢ Use caution when handling patient specimens to prevent cross
contamination. Use of disposable pipettes or pipette tips is
recommended.

«  For optimal results, inspect all:specimens for bubbles. Remove bubbles
with an applicator stick before analysis. Use a new applicator stick for
each specimen to prevent cross contamination.

*« No qualitative performance:, differences were observed between
experimental controls and nonreactive or spiked reactive specimens
tested with elevated levels~of conjugated and unconjugated bilirubin
(20 mg/dL), triglycerides (3000 mg/dL), protein (12 g/dL), or
hemoglobin (500 mg/dL),

Preparation for Analysis

¢ Follow the lube manufacturer's processing instructions for serum
and plasma collection tubes. Gravity separation is not sufficient for
specimen preparation.

* Prepare frozen specimens as follows:

* Frozen specimens must be completely thawed before mixing.

* Mix thawed’ specimens thoroughly by inverting 10 times™ or. by
low speed vortexing. Visually inspect the specimens. If layering
or stratification is observed, continue mixing until specimens
are \visibly homogeneous. If samples are not mixed thoroughly,
inconsistent results may be obtained.

* Centrifuge mixed specimens as described below.

« To ensure consistency in results, specimens must be transferred to a
centrifuge tube and centrifuged at a 10.000 RCF (Relative’Centrifugal
Force):for 10 minutes before testing if
< they contain fibrin, red blood cells, or other particulate matter or
« they were frozen and thawed.
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* Centrifuged specimens with a lipid layer on the top must be transferred
to a sample cup or secondary tube. Care must be taken!to transfer
only the clarified specimen without the lipemic material.

« Transfer clarified specimen to a sample cup or secondary lube for

testing.

Storage

*  Specimens may be stored on or off the clot, red bloodcells, or separator
gel for

¢ upto 24 hours at room temperature or
¢ upto 6 days at 2-8*C.

¢ If testing will be delayed more than 6 days, remove serum or
plasma from the clot, red blood cells, or separator gel and store at
-20°C or colder.

« Avoid more than 3 freeze/lhaw cycles.

Shipping

« Before shipping specimens, it is recommended that specimens be
removed from the clot, red blood cells; or-separator gel.

*« When shipping specimens, package and label specimens in
compliance with applicable state, federal, and international regulations
covering the transport of clinical specimens and infectious substances.

* Specimens may be shipped ambient, at 2-8'C (wet ice), or frozen (dry
ice) Do not exceed the storage time, limitations listed above.

TESTING OF CADAVERIC BLOOD, SPECIMENS

* Performance has been established for the use of cadaveric blood
specimens (specimens collected post-mortem, non-heart-beating)
that have been collected up:to’18.5 hours after death. Performance
was established using 50_spiked and 50 non-spiked cadaveric blood
specimens"®.

« Testing of cadaveric blood specimens from patients with plasma dilution
due to transfusions of > 2000 mL of blood or colloids within 48 hours,
or > 2000 mL of crystalleids’within 1 hour (or any combination thereof)
prior to collection of the‘specimens have not been validated.

» Follow general standards and/or regulations for collection, storage and
handling.

* Follow the tube.manufacturer's processing instructions for serum
or plasma collection tubes. After initial centrifugation, transfer the
supernatant to a-centrifuge tube and centrifuge at a 10,000 RCF
(Relative Centrifugal Force) for 10 minutes. If specimens are not
processed .directly after initial centrifugation, it is recommended to
remove the supernatant from the clot or red blood cells until further
processing.

« Cadaveric blood specimens can be stored for up to 6 days at 2-8*C or
up to 24.hours at 15-30'C following collection.

< No gqualitative differences were observed for cadaveric blood
specimens (spiked reactive) when subjected to up to.3 freeze/thaw
cycles:/However, multiple freeze/thaw cycles should be avoided.

PROCEDURE
Materials Provided
« £.2G23 ARCHITECT HBsAg Qualitative Il Confirmatory, Reagent Kit

Materials Required but not Provided

e ARCHITECT i System

* ) ARCHITECT HBsAg Qualitative Il Confirmatory.-Assay file, may be
obtained from:
¢ ARCHITECT i System e-Assay CD-ROM:found on

wvrw.abbottdiagnostics.com

¢ ARCHITECT i System Assay CD-ROM
2G22-01 ARCHITECT HBsAg Qualitative ll-Calibrators
2G22-10 ARCHITECT HBsAg Qualitative Il Controls or other control
material

2G23-40 ARCHITECT HBsAg Quialitative’ll Confirmatory Manual Diluent
ARCHITECT i jPRE-TRIQGER SOLUTI*

ARCHITECT / ITRIOOER SOLUTIONI

ARCHITECT i jWASH BUFFER

ARCHITECT / Ireaction vesselsl

ARCHITECT i ISAMPLE C U A

ARCHITECT i Iseptuml

ARCHITECT i Ireplacement capsl

Pipettes or pipette tips (optional) to deliver the specified volumes.

For information on materials-required for maintenance procedures, refer to
the ARCHITECT System Operations Manual, Section 9.



Assay Procedure
* Before loading the ARCHITECT HBsAg Qualitative Il Confirmatory
Reagent Kit on the system for the first time, the microparticle bottle
requires mixing to resuspend microparticles that may have settled
during shipment. After the first time the microparticles have been
loaded, no further mixing is required.
* Invert the microparticle bottle 30 times.
« Visually inspect the bottie to ensure microparticles are
resuspended. If microparticles are still adhered to the bottle,
continue to invert the bottle until the microparticles have been
completely resuspended.
« If the microparticles do not resuspend, DO NOT USE. Contact
your Abbott representative.
« Once the microparticles have been resuspended, place a septum
on the bottle. For instructions about placing septums on bottles,
refer to the Handling Precautions section of this package insert.
* Load the ARCHITECT HBsAg Qualitative Il Confirmatory Reagent Kit
on the ARCHITECT i System.
« Verify that all necessary reagents are present.
« Ensure that septums are present on all reagent bottles.
*  Order calibration, if necessary.
«  For information on ordering calibrations, refer to the PROCEDURE;
Calibration section of this package insert.
¢ Order tests.
e For each HBsAg confirmatory result, two tests must performed
by the ARCHITECT i System: HBsAg02 Cl1 and HBsAg02:C2.
The percent neutralization result is calculated Irom these two'test
results.
« It is recommended that patient specimens be ordered using the
patient panel HBsAg02 Pa. HBsAg02 Pa automatically=selects
the necessary assay files to test and reports the results required
for assay interpretation (HBsAg02 C2 S/CO and “percent
neutralization).
* If a rerun is required to ensure the calculated % neutralization
result is based on constituent assay results, run on the same day,
« perform the rerun on the same day the exception is generated
or

« perform the rerun on a different day using the calculated
assay (HBsAg02 %N) and both ~€onstituent assays
(HBsAg02 C1 and HBsAg02 C2).

« For information on ordering patient specimens and controls and
for general operating procedures, refer to'the ARCHITECT System
Operations Manual, Section 6.

* The minimum sample cup volume is calculated by the system and is
printed on the Orderlist report. No more than-10 tests may be sampled
from the sample cup. To minimize the effects of evaporation, verify
adequate sample cup volume is present before running the test.

e Priority: 242 pL (sample volume, for HBsAg02 Cl and
HBsAg02 C2).

¢ s 3 hours on-board: 242 pL (sample.volume for HBsAg02 C| and
HBsAg02 C2).

¢ > 3 hours on-board: replace “with a fresh sample (patient
specimens, controls, and calibrators).

« If using primary or aliquot/tubes, use the sample gauge to ensure
sufficient patient specimen is’present.

*  Prepare calibrators and controls:

* Refer to the INSTRUMENT PROCEDURE section of this package
insert for information“en:configuring the Positive Control.

* Mix the ARCHITECT HBsAg Qualitative Il Calibrators and Controls
by gentle inversion.-before use.

* To obtain the recommended volume requirements for the
ARCHITECT HBsAg- Qualitative II Calibrators, hold the bottles
vertically and-dispense 14 drops of each calibrator (for
3 replicates) into each respective sample cup.

* To obtain the. recommended volume requirement for the
ARCHITECT HBsAg Qualitative Il Positive Control, hold the bottle
vertically.(and dispense 10 drops of Positive Control (for.two
replicates, one; for HBsAgQ2 C| and one for HBsAgQ2 C2).into
each respective sample cup.

« If commercially available control material is used, follow"the
manufacturer’s instructions for preparation.
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¢ Load samples

* For information on loading samples, refer to the ARCHITECT
System Operations Manual, Section 5.

¢ Press RUN.

* For additional information on principles of operation, refer to’ the
ARCHITECT System Operations Manual, Section 3.

«  For optimal performanoe, it is important to perform routine maintenance
as described in the ARCHITECT System Operations Manual, Section 9.
Perform maintenance more frequently when required 'by laboratory
procedures.

Specimen Dilution Procedure
¢« A Manual Dilution Procedure may be performed on-a/'neat sample
if the ARCHITECT HBsAg Qualitative Il Confirmatory” assay has a
HBsAgQ2 C2 S/CO of > 10.00 and a % Neutralization of < 50%. Refer
to/the RESULTS section of this package insert for-further information.
s=The suggested dilution for the ARCHITECT/ HBsAg Qualitative Il
Confirmatory assay is 1:500.
¢ Add 25 pL of the patient specimen to 475 pL.of ARCHITECT HBsAg
Qualitative Il Confirmatory Manual Diluent for a 1:20 dilution.
e Add 20 pL of the 1:20 dilution to 480 pL’of ARCHITECT HBsAg
Qualitative Il Confirmatory Manual Diluent tor a 1:500 dilution.
* Additional specimen dilutions may be performed if the 1:500 dilution
result is still reactive but not neutralized.
« For a 1:20000 dilution, add 25 ‘pL.of the 1:500 dilution to 975 pL
of ARCHITECT HBsAg Qualitative. Il Confirmatory Manual Diluent.
* NOTE: Manual dilution factors cannot be entered Into the Patient
or Control order screen. However, for maintenance of detailed
information (records) - Select Ratient Order then select the
appropriate Assay. Select Sample Details F2. Enter the Dilution
Factor in the Comments Box.
« Refer to Interpretation of Results, section of this package insert for
further information.

Calibration

¢ To perform an ARCHITECT HBsAg Qualitative 1l Confirmatory
calibration, test ARCHITECT HBsAg Qualitative Il Calibrators 1 and 2 in
replicates of 3 with the.HBSAgQ2 C2 assay. The HBsAgQ2 Cl assay
uses the calibration generated from HBsAgQ2 C2.

* The calibrators should be priority loaded.
*  The minimum sample cup volume required for ordering 3 replicates
of each of the calibrators is 338 pL for each calibrator.

¢ A single sample of, the ARCHITECT HBsAg Qualitative Il Positive
Control must be:tested to evaluate the assay calibration.

*  Qrder the positive control as described in the Assay Procedure
section of this package insert.

*  Ensure that the positive control S/CO and % Neutralization results
are within“the ranges specified in the control package insert:

* Once an"ARCHITECT HBsAg Qualitative Il Confirmatory calibration is
acceptedand stored, all subsequent samples may be tested without
furthercalibration unless:

* A-eagent kit with a new lot number is used.
« /Controls are out of range.

* Fordetailed information on how to perform an assay!calibration, refer

to'the’ ARCHITECT System Operations Manual, Section.6. ”

QUALITY CONTROL PROCEDURES

The “recommended control requirement for the ARCHITECT HBsAg
Qualitative Il Confirmatory assay Is that a single sample of the positive
control be tested once every 24 hours each day of(use. If your laboratory
quality control procedures require more frequent use of controls to verify
fest results, follow those procedures. Additional controls may be tested in
conformance with local, state, and/or federal regulations or accreditation
requirements and your laboratory’s quality contrel policy.

Control values must be within the ranges specified in the control package
insert. If a control result is out of its specified range, any test results
generated since the last acceptable control results must be evaluated
to determine if test results may have been adversely affected. Adversely
affected test results are invalid, and these samples must be retested. For
troubleshooting information, refer to thecARCHITECT System Operations
Manual, Section 10.



RESULTS

The ARCHITECT HBsAg Qualitative Il Confirmatory result is based on the
sample to cutoff ratio (S/CO) and % neutralization of the sample.

Note: If the sample's HBsAgQ2 C2 S/CO is < 0.70, % neutralization is not
applicable. Obtain the final interpretation of results directly from the table
in the Interpretation of Results section in this package insert.

Calculation

¢ The ARCHITECT i System calculates the S/CO result for the
ARCHITECT HBsAg Qualitative II Confirmatory assay using the ratio
of the sample RLU to the cutoff RLU (S/CO) for each specimen and
control.
¢ Cutoff RLU - (0.0575 x Calibrator 1 Mean RLU)

+ (0.8 x Calibrator 2 Mean RLU)

¢ S/CO - Sample RLU/Cutoff RLU

¢ The ARCHITECT / System calculates the % Neutralization result for
the ARCHITECT HBsAg Qualitative Il Confirmatory assay using the,
HBsAg02 Cl and HBsAg02 C2 results for each specimen and conttol
using the following equation:

(Sample HBsAg02 C2 RLU)-

(Sample HBsAg02 Cl RUU)
% Neutralization - X too
(Sample HBsAg02 C2 RLU)-

(Calibrator 2 HBsAg02 C2 Mean RLU)

Interpretation of Results
* The table below summarizes the various final interpretations from the
neat and dilution results:

HBsAgQ2 C2 %

Dilution S/CO Neutralization*  Final Interpretation

LIMITATIONS OF THE PROCEDURE

* If the ARCHITECT HBsAg Qualitative Il Confirmatory results are
inconsistent with clinical evidence, additional testing is suggested to
confirm the result.

* For diagnostic purposes, results should be used in conjunction with
patient history and other hepatitis markers for diagnosis-of acute and
chronic infection.

* Specimens from patients who have received preparations of mouse
monoclonal antibodies for diagnosis or therapy may:contain human
anti-mouse antibodies (HAMA).“"  Specimens. containing HAMA
may produce anomalous values when tested with assay kits such as
ARCHITECT HBsAg Qualitative Il Confirmatory;.that employ mouse
monoclonal antibodies.

* Heterophilic antibodies in human serum can) react with reagent
immunoglobulins, interfering with in vitro jMmunoassays.Patients
routinely exposed to animals or to animal“serum products can be
prone to this interference and anomalous results may be observed.
Additional information may be required for._diagnosis.

* Refer to the SPECIMEN COLLECTION~AND PREPARATION FOR
ANALYSIS section of this package insert for specimen limitations.

SPECIFIC PERFORMANCE CHARACTERISTICS
Assay results obtained in individual “laboratories may vary from data
presented.

Confirmation of HBsAg Reactive Specimens

A total of 7505 specimens from (the categories presented in the table
below were evaluated with the ARCHITECT HBsAg Qualitative Il assay.
There were a total of 338 repeatedly reactive specimens, which were
tested with the ARCHITECT HBsAg Qualitative Il Confirmatory assay to
confirm the presence of HBsAQ. In 332 of the 338 repeatedly reactive

Neat <0.70 Not applicable Not confirmed specimens (98.22%) the presence of HBsAg was confirmed. The
(Uhdiluted) < 10.00 < 50% Not/€anfirmed remaining 6 samples were tested with a commercially available HBsAg
assay. Four specimens were.nonreactive and two specimens were repeat
r 0.70 5 50% Confirmed positive Y. Fou pecl ‘We |v W p' fmens w p.
reactive and not confirmed. The data are summarized in the following
r 10.00 < 50% Repeat test using a table.
1:500-dilution ARCHITECT HBSA
. ; ] SAg
1:500 <0.70 Not appl;cable Not (,tonflrmed - ARCHITECT HBsAg Qualitative I
a 0.70 a 50% Confirmed positive N Qualitative I Confirmatory
a0.70 < 50% gepeat test using a Total” Number of Reactive Number of Confirmed
1:20000 dilution Number Specimens Specimens* (% of
1:20000 <0.70 Not applicable |/ Not confirmed Category Tested (% of Total) Reactive Specimens)
e ) -
£ 0.70 i 50% Conflrméd positive Overall Blood 5401 6 (0.11%) 1 (16.67%)
r 0.70 < 50%. Not confirmed Donors
. R . Diagnostics "
If the % neutralization is < -15%, then the results should be considered Patients 1499 7 (1.13%) le (94,12%)

invalid and the specimen should be retested. Perform the retest using
the calculated assay (HBsAg02 %N)wand both constituent assays Preselected 11 311 (100.00%)

P~ 311 ((100.00%
(HBsAg02 CI and HBsAg02 C2). HBsAg Positive ( )

Potentially
+ NOTES: Interfering 294 4= (1.36%) 4C ~(100.00%)
« Follow the dilution and final” interpretation routine as outlined in Substances
the table above, even if % neutralization results of -15% to 0%, or Total 7505 338 (4.50%) 332/ (98.22%)

> 100% are obtained.

«  For specimen dilution instructions, refer to the Specimen Dilution
Procedure section of(this package insert.

* The interpretation jof-pot confirmed for HBsAg indicates the
presence of HBsAg=cannot be confirmed via neutralization.
The repeatedly jreactive result obtained with the ARCHITECT
HBsAg Qualitative’ ll assay may be the result of a nonspecific
reaction (false reactive). As the presence of nonspecific binding
may obscure .low-levels of HBsAg in the specimen due to early
infection or early/recovery, it is recommended that the patient be
evaluated for other serologic markers of HBV infection (f.e., total
anti-HBc or IgM anti-HBc)*® and that the patient be retested for.
HBsAg in 4.to 6 weeks.™

» Although there is an association between the presence of HBsAg,
infectivity and a reactive result, it is recognized that presently
available, methods for HBsAg confirmation may not confirm all
possible‘cases of HBV infection.

A specimen is considered as confirmed if (thesignal for the
non-neutralized specimen (incubated with Pre-Treatment 2) result is
greater than or equal to the cutoff (S/CQ r 0.70) and the RLU of
the neutralized specimen is reduced by at least 50% compared to the
non-neutralized specimen.

One aberrant result was observed. Without-this aberrant result, the
number of confirmed specimens was 15 (88.24%).

~ Samples were from the Human Immunodeficiency Virus (HIV-2) and
Pregnant 2"* Trimester categories.

Analytical Sensitivity

Analytical sensitivity was evaluated using\serial dilutions of the WHO
2nd International HBsAg Standard (subtype adw2, genotype A, NIBSC
Code 00/588). The dilutions ranged from:0.010 to 0.5 IU/mL. The dilutions
that were repeat reactive by the ARCHITECT HBsAg Qualitative Il assay
(2G22) were tested across 3 ARCHITEET HBsAg Quialitative Il Confirmatory
reagent lots on 2 instrument types (1’ /2000sr and 1 /IOOOsr). In this
study, the ARCHITECT HBsAg Qualitative Il Confirmatory assay confirmed
as positive all dilutions detected as’ repeat reactive by the ARCHITECT
HBsAg Qualitative Il assay.

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 ARCHITECT System
Operations-Manual, Section 5.
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ADDENDUM

to the Instruction for Use ARCHITECT HBsAg Qualitative Il Confirmatory Reagent {for
Russia)

SHIPPING

Recommended shipping conditions for device is 2-8°C. Device is stable
until LWe 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 (M accordance with shipping rules, applicable to the respective carrier,
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
nxinths 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 7,2790-10 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 local regulations.

LIST OF APPLICABLE STANDARDS

98/79/EC. EN 1SO 9001, ISO 13485, EN ISO 18113-1, EN ISO 18113-2
POTENTIAL USER

Professional user

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.abbottdiaghostics.com or contact your local

representative.
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ARCHITECT

SYSTEM

Confirmatory.

CepBucHasa nogaep>kka: ObpauiaiTeCb K MECTHOMY NpeAcTaBUTENO UIN CMQTPUTE KOHTAKTHYHO
MHdopMaumio 418 Ballel cTpaHbl Ha carite www.abbottdiagnostics.com

Heo6xo4MMO TOYHO cnefoBaTb AaHHOW WHCTPYKUUM MO NpuMeHeHuto. Mpu OTKAOHEHWU OT AaHHOM

NPYMEHEHNIO HAAEXHOCTb pe3ynbTaToB TecTa He(fapaHTupyeTcs.

Micnonb3yemMble CUMBO/IbI

KaTanoxHblii HOMep

IVD MegvunHckoe nsgenuve ans
AviarHoctukn In Vitro
Homep cepun
Mcnonb3oBatb A0/Cpok

n rogHocTu

[ sN CepuiiHbii=HOMEp

XpaHuTb fipy Temnepatype
2 -8C

OETOPOXHO

CM. MHCTPYKUMIO Mo
APYMEHEHUIO

M3rotoButens

ICONTROL NO.I

Ireaction vesselsl

Ireagent lot]

Ireplacement capsl

[sample cups!

[septum]

[WARNING: SENSITIZER]

[CONTAINS: AZIDE]

[gtin]

[PRODUCT OF IRELAND [

'y

HBsAg Qualitative Il Confirmatary
REF(2623

B2G23R
G42559R04

Cm. BblAefieHHble N3MeHEeHUs
Pepakuns; anpens 2019 r.

IBsSAg Qualitative Il

MHCTPYKLUWU MO

KOHTpPONbHBIN HOMeEpP

PeakLNOHHble siUYeiikn

Homep cepuu peareHTa

3amMeHseMble KpblLKK

Yaweukn ans o6pasyos

MpefoXpaHUTENbHbIE KPbILKA

MpepynpexaeHvne: MoxeT
BbI3blBaTb aslylepruyeckyto
peakuuio.

CopepxuTt asung

HaTpusa. MNpn KOHTaKTe C
Kncnotamu obpasyertcs
BbICOKOTOKCUYHbIN ras.

Fno6anbHblli HOMep ToBapa

MpoaykT MpnaHguun

MeniHOe onucaHne NCNOJib3yeMblX CUMBOJOB IO KOMMNOHEHTAaM peareHta CMm. B pa3gene

aAbbott

Peructparua MU 8 Pocaaparramsope
www.nevacert.ru | info@nevacert.ru

PEAFEHTHI.


http://www.abbottdiagnostics.com

HA3BAHUE
ARCHITECT HBsAg Qualitative Il Confirmatory

HA3HAYEHUE

ARCHITECT HBsAg Qualitative II Confirmatory npeactasnseT co6oii
XeMWTIOMUHECLEHTHBI  MMMyHOaHaniM3 Ha Mukpodactuuyax (CMIA),
npeAHasHa4yeHHbll AN NOATBEPXAEHWS  HAMUMA  NOBEPXHOCTHOTO
aHTureHa Bupyca renatuta B (HBsSAg) B CbiBOpPOTKE W nnasme KpoBwu
uenoBeka, a Takke o6pasuax, 3a6paHHbIX MOCMEPTHO (MOC/ie OCTaHOBKM
cepaua), MeTofoM HelTpanusaumm cneundnyeckuMmmn aHtuTenamm.

OH npefHasHaueH A1 MNOATBEPXAEHUS MOBTOPHON pPeakTUBHOCTM
o06pasLoB, BbiABNeHHON B Tecte ARCHITECT HBsAg Qualitative It.

KPATKOE OMNMNCAHUE TECTA

Bo3byautenem renatuta B CbIBOPOTKE KpoBu sBnsieTcs AHK-cogepxalymii
Bupyc renatuta B (HBV). B cragwm wHcekumn HBV npoussogut
M36bITOYHOE KONIMYECTBO NOBEPXHOCTHOTO aHTUreHa renatuta B (HBsAQ),
M3BECTHOrO TaKkxXe NoJ HassaHuem ABCTPa/IMACKOrO aHTUreHa, KOTOopblii
o6HapyXvnBaeTcs B KPOBWM WHMULMPOBaHHbLIX ntogeil. OH cBa3biBaeT
BUPYC C K/eTKamMn MNe4yeHn U ABNAETCH CTPYKTYPHOW MULLEHbIO /15
HelTpanusyowmx  aHtuten 42 HBsAg nepBblii  ceposiornyeckiii
Mapkep, KOTOpbli O6GHapyXuBaeTcs B KpPOBM nocne WHpUuMpoBaHus
BMpyCcOM renatuta B: uepe3s 1-10 Hefenb nocsie KOHTakTa C HocuTenem
Blpyca u 3a 2-8 Hefenb A0 NOSIBNEHUA KIMHWYECKUX CUMNTOMOB.
HBsSAg o6HapyxuBaeTcs B KPOBWM BO Bpems OCTPOi (hasbl U ucuesaeT
nosgHee B nepuoj Bbi3fopoBneHus. Ecnn HBsAg o6Hapyxusaercs, B
KPOBW uyepes3 LWeCTb MecsiLieB nocne MHULMPOBaHUS, 3TO yKa3blBAET Ha
XPOHMYeckoe cocTosiHne Hocutens HBsAg,

TecTbl HBSAg npegHa3HayeHbl 419 BbIABNEHWUA N0Ael, NHPULMPOBAHHbIX
HBV, n npepoTBpalleHns nepefadyn Bupyca uvepes KpoBb W-IPOAYKTbI
KPOBM, @ TaKkKe MOHWTOPUHra COCTOSHWMS  WMH(ULMPOBAHHbLIX B
coyeTaHuUM C [pyrMMu CeposiorMyeckumy Mmapkepamu renainta B®
B 60MblWMHCTBE CTpaH TecTupoBaHWe Ha HBSAg BxoguT B Rporpammy
npeApofoBOro 06CNefoBaHNA XeHLWNH A8 naeHTUduKaL T maTepeil,
MHMLUMpOBaHHbIX HBV, 1 npeaoTBpalleHnsi nepuHaTaibHOWM) HeKLm
HBV c nocnepytoueli uMMyHu3aunein.®

Bupyc renatuta B, B otnmune ot apyrux [HK-cogepxalinx BUpycOB,
pennuuupyetcs nytem o6partHoli TpaHckpunuuu. [lpowecc ob6partHol
TpaHCcKpunuun  He o6bnagaeT  KOPPeKTUpylLen — eRoCoBHOCTbIO,
noaToMy CcKopocTb MyTaumn HBV B 10 pa3 Bbie;uem y apyrux AHK-
cofiepxallx BUMPYCOB.N HekoTopble M3 3TUX MyTaluii MOryT Bbi3biBaTb
M3MEHEHWUs1 B aHTWUreHHoW CcTpykType HBSAgQ, /ApuBOAA K TOMy, 4TO
aHTUTena k HBs nepectaloT pacnosHasartb anuTombl. MyTaHTbl HBsSAg
06HapyXm1BalTCA B LUIMPOKOIA NOMyNAuMM NauuenTos, BKk/IOYas JOHOPOB
KPOBW, PELMNUEHTOB BaKUMH, remMoAnan3HblX NauvMeHToB, NauWeHTOB
C OpTOTOMWYECKOW nepecagkoil neveHu, feTeld, poxaeHHbIx HBsAg-
NONOXWTENbHBLIMU MaTepsiMi, U NaLWEHTOB, sNPUHUMAIOLLNX aHasorm
HYK/1€03UJHbIX NekapcTs ana nevenns HBV:A™ Mytauun HBsAg moryT
NpMBOANTL K HEe6NaronpuaTHOMY ucxody. 60Me3Hn cpean HEeKoTOopbIX
nauveHToBM®® 1 MONYyYEHUIO JIOKHOOPTULATE/IbHLIX pPe3ynbTartoB B
onpefeneHHbIx Tectax Ha HBsAg.A®

PekomeHayeTca npoBecTW noATBepXpaioliee TecTupoBaHue nepej
TeMm, Kak cTaBuTb fguarHo3 renatut Bj) B Tecte ARCHITECT HBsAg
Qualitative I Confirmatory ucnonb3yetca npuvHUMn HelTpanusauum
cneunduyeckumn  aHTuTenamMu . efblo  NOATBEPXAEHUA  HaMuma
HBsAg B o6pasLax, KoTopble nokasanun ce6a kak NOBTOPHO PeakTUBHbLIE.
AHTUTENA K NOBEPXHOCTHOMY aHTUreHy renatuta B (aHTu-HBs uenoseka)
MHKY6UpytoTCA c ob6pasuom. Ecnv HBsAg npucyTcTByeT B o6pasue,
OH HeliTpanusyeTca aHTUTenamu. ‘Takum 06pa3om HeWTpasnm3oBaHHbI
HBsAg 6nokupyetca OT 'B3aUMOAENCTBMS C  MuUKpovacTuuamu,
CeHCMOUNN3NpoBaHHbIMKU aHTU=HBs. MponcxoanT CHUXEHWe curHana no
CpaBHEHMI0O C CUrHasoM napHoro obpasua, K KOTopoMmy He fob6asnsnu
peareHT c aHTuTEenamu. O6pasel, CUMTAETCA MNOMOKNTENbHbIM, €Cn
curHan o6pasua, KoTopblid/ HE 6bln HeliTpann3oBaH (MHKYGUPOBAHHOTO
C MmaTtepuanom fAna npeasaputensHoli obpab6oTku (Pre-Treatment 2),
Bbille WM paBeH NnoporoBomy 3HaueHuo S/CO 0,70, u 3HaveHne RLU
HeliTpanM3oBaHHOrO obpasia CHMXaeTcs no kpaiiHeil mepe Ha 50% no
CpaBHEHUIO C 06pa3LOM;“KOTOpbI He Obln HeliTpanIn3oBaH.
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BVOJIOTMYECKUE MPUHLWIMbI MPOUEAYPbI

Tect ARCHITECT HBsAg Qualitative Il Confirmatory cocTouT u3
[ABYX OT[e/IbHbIX TecTOB, KOTOpble SABAAIOTCA  OfHOCTYNEHYaTbiMu
MMMyHO@HanIM3amMn c npeasapuTenbHoi  o6paboTkoil. ARCHITECT
HBsAg Qualitative Il Confirmatory npegHasHaueH 18 NOATBEPXAEHUA
HanMuMs NOBEPXHOCTHOrO aHTWreHa renatuta B (HBSAQ) B €blBOpoTKe
N nnasme KpPOBM uenoBeka C WCrnosib3oBaHvmem TexHosornn CMIA ¢
rM6KMMU NPOTOKONamMu aHanusa, HasbiBaemoli Chemiflexs (Mpumevanme;
[lononHuTenbHbli  NpoMblBaOWwuii  Gydiep pobaBnseTea. Ha BTOPOWA
MHKY6GaLMOHHOW CTyneHu, no3Tomy aiiibl TecToB' YKasblBalT Ha
[ABYXCTyneHuaTblii aHanus).

B Ttecte ARCHITECT HBsAg Qualitative II Confirmatory o6pasey,
N MmaTepuan [gnis  npefgapuTensHoli  06paboTku.-Pre-Treatment 1
cMeluvBalOTCA B peakuunoHHol auelike (PH) n ‘wHky6upytotcs. Ecrm
HBsAg npucyTtcTByeT B o6pasue, OH HeliTpausyetca aHTuTenammu
(aHTW-HBS) B wMatepuane pAns npeaBaputenbHoM o6paboTku  Pre-
Treatment 1 AnukeBoTa npefsaputensHo obpaboTaHHoro o6pasua,
fapamarHuTHble MUKPOYacTWLbl, CEeHCUBUNN3UPOBaHHbIE aHTUTenammu
K HBs, W akpuauH-MeudeHblli KoHbloratT aHTuten 'k HBs cmelumBatoTcs,
obpa3ysi peakuMoHHYyl0 cmecb. [pucyTcTeyOwniA B 06pasue HBsAg.
KOTOpbIi He Obln HelTpann3saH, CBA3bIBAETCS C MUKpovacTuuamu,
CEHCNOMNN3NPOBAaHHBIMK aHTUTenamn K HBS, 1 C akpuanH-MeyeHbim
KOHblOratom aHtuTen Kk HBs. HeiiTpanu3eBaHHbii HBSAg 6nokupyetcs
N He MOXeT 06pa3oBbiBaTb CIHABUY C[aKPUANH-MEYEHbIM KOHbIOraTom
aHTuTen Kk HBs ©  MuKpoyacTMLAMW,, CEHCUOUIU3MPOBAHHLIMU
aHTUTenamu Kk HBs. Mocne NpoMbIBKUL AONOMHUTEbHBIV NPOMbIBAIOLLINIA
6ychep pnobasnserca B PA n uHKybupyeTca. Mocne cnegytowero uykna
NPOMbIBKN K PEeakLWOHHOW CMecK - A406aBNAlnTCs NpeTpurrepHbii 1
TPUITEPHbIi pacTBopbl. Monyyaemas B-pe3ybTare XeMuIlOMUHECLEHTHas
peakuns u3MepseTcs B OTHOCUTEsIbHbIX CBETOBbIX eAuHuuax (RLU).
Mexay konvnuectsom HBsAg B o6pa3iie u RLU, BbIIBNEHHbIX ONTUYECKO
cuctemoit ARCHITECT / System; eyLiecTByeT npsMas 3aBUCUMOCTb.

3dTa nocnegosBaTeNbHOCTL NOBTOpAeTca Ans obpasua 1 mMatepuana s
npegBapuTensHoii o6paboTki. Pre-Treatment 2, Ho Pre-Treatment 2 He
HeliTpanusyeT copepxalymniica B obpasue HBsAg. Ob6pasel, cuutaeTtca
NOATBEPX/AEHHO MONMOXMTENBHBIM Ha HBsSAg, ecnn curHan ob6pasua,
KOTOPbIA HO 6bln HeATpasm3oBaH (MHKYOGMPOBAHHOTO C MaTepuaiom
AN npefBapuTenibHoli 0bpaboTkn Pre-Treatment 2), Bbille UM paBeH
noporosomy 3HaudeHuto S/ICO 0,70, n 3HayeHne RLU HeilTpann3oBaHHOTO
o6pasya (MHKYGMPOBAHHOTO C Martepuanom A1 NpefBapuTesbHON
06paboTkn Pre-Treatment 1) CHwKaeTcs No MeHbluelt mepe Ha 50% no
CpaBHEHWIO ¢ 06pa3LOM; KOTOPbIA He 6bln HeTpann3oBaH.
[JlononuutenbHaa WHQoOpmauuMs O cucTEME U TEXHONOrMM aHanusa
Haxogutca B PykoBoAcTBe Mo akcnayatauun cuctembl ARCHITECT,
Pasgen 3.

PEATEHTbI

NMPUMEYAHWE:~HekoTopble hacoBkM [OCTYMHbI HE BO BCEX CTpaHax
N Ana ucnofib3oBaHWA He Ha Bcex cuctemax ARCHITECT / System.
O6patyaiitecb K'MeCTHOMY ANCTPUGLIOTOPY.

Ha6op pearexTtoB, 100 TecToB (50 onpeaeneHuii)
ARCHITECT.HBsAq Quiaiitative II Confirmatory Reagent Kit (2G231

¢ Imicroparticles] 1 nakoH (6,6 wmn) MuUKpoyacTu,
CEHENBNNN3NPOBAHHBIX aHTUTenamm K HBs  ( (MbILUMHBIMY,
MOHOK/IOHaNbHbIMK, 1M, 1gG), B MES-6ychepe € “APOTEMHOBbLIM
cTabunn3aTopom (anb6yMunH bblubeli CbIBOPOTKM KPOBU), MUHMMasIbHasA
koHUeHTpauus; 0,08% TBepabix BewecTB. KoHcepBawTbl; ProClin 300
1 ProClin 950.

ICONJUGATE]j 1 donakoH (5,9 M) axkpuayH-MeUeHoro KoHbiorara
aHTuTen Kk HBs (MbIWWHBIX, MOHOKNOHaNbHbIX. A19G) v aHTuten k HBs
(ko3bux, 1gG) B chochaTHOM OGydhepe C Nnasmoid., KPOBU YenoBeka u
NPOTENHOBLIMK  cTabunmsatopamn (anbbyMuH:. GblUbeli CbIBOPOTKM
KPOBM, heTasibHasi GblubS CbIBOPOTKA KPOBW;. KO3bW 1gG, MbILLMHbIE
19G). MuHumanbHas koHueHTpaumsi; 0,35/ Mkr/mn. KoHcepBaHTbI:
ProClin 300 u ProClin 950.

IANCILLARY WASH BUFFER | 1 dviakOH (5,9 M) AononHWTensHoro
npombiBatoliero 6ycepa, cogepxauwiefo MES-6ycep. KoHcepBaHTbI:
ProClin 300 u ProClin 950.

IPRE-TREATMENtJT] 1 (nakoH” (2,4 wn) mMatepuana ans
npegBaputencHoii  obpaboTkn  Pre-Treatment 1, cogepxaliero
pekanbUMHUPOBaHHYI0 MnasMy KPOBM UYesioBeka, PeakTUBHYIO Ha
aHTu-HBs. KoHcepsaHTbl: ProClin 300, n ProClin 950.

|PRE«TREATMENT[* 1 ‘thnakoH 24 wn) marepuana
ona npeasapuTenbHo 06paboTkm Pre-Treatment 2,
cofepxaliero pekanbLMHAPOBaHHYIO NnasMy KpOBM  YenoBeka.

KoHcepBaHTbl; ProClin 950 n'asug, Hatpus.



AunntoeHT TecTta
ARCHITECT HBsAq Qualitative Il ConfirniatPry Manual Diluent f2G23-4Q)

« ImaNUAL DILUENY] 1 chnakoH (100 M) AnnoeHTa
ARCHITECT HBsAg Qualitative Il Confirmatory Manual Diluent,
cofiepxallero  pekarbLMHUPOBAHHYIO Mia3My KpOBKM  YesoBeka.

KoHcepsaHTbl; ProClin 950 v asug Hatpus.

[ipyrne peareHTsl
ARCHITECT 1 Pre-Triooer Solution

= ipRE'TRIGGER SOLUTION] Mpe-TpurrepHblii pactBop, cogepxalyuii
1,32% (Bec/obbeM) nepokcuia BoAopoaa.
ARCHITECT / Trigger Solution

e [trigger SOLUTIOIi] TpurrepHblit pactBop, copepxawuii 0,35 N
TMAPOKCHAA HaTPS.
ARCHITECT / Wash Buffer

WASH BUFFER MpombiBatoLnii 6ychep. coaepxalinii
3abyhepeHHbIii chocdatom hranonornyeckunii pacteop. KoHcepBaHTbl;
NPOTMBOMUKPOGHbIE Npenapartsbl.

NPEAYNPEXAEHWA N MEPblI MPEJOCTOPOXHOCTU

© Jivpj

* [N AMarHOCTUKK In Vitro

¢ Heo6xoAMMO TOYHO cnefoBaTh AAHHOW WHCTPYKLUM MO MPUMEHEHUH.

Mpy OTKIOHEHUW OT [AHHON MHCTPYKLMM MO NPUMEHEHUIO HALEXHOCTb
pe3ynbTaToB TECTa He rapaHTUpyeTcs.

Mepbl NpeaocTopo>KHOCTM

. BHAMAHWE: [aHHbli NpoaykT CcofepxvuT Guomatepuassbl
yenioBeka /M NOTEHLMaNbHO MHCHEKLVMOHHbIE KOMMOHEHTbI. CM./pasaen
PEATEHTbI f@aHHOV MHCTPYKLMM NO NPUMEHEHNI0. HN OAUH 13 /UM3BECTHbIX
METO/IOB TECTUPOBAHWA He MOXET rapaHTMpoBaTb, YTO MONYyYeHHble
OT uenoBeka MNPOAYKTbl WM  VHAKTUBMPOBAHHbIE ~MWKPOOPFaHW3MbI
He MepeHOCAT WHchekumio. [MoaTomMy BCe MaTepuasibl,  [oflyYeHHble
OT uYesioBeKka, CnefyeT cudTatb MOTEHUMANIbHO  MHCREKLMOHHBLIMA.
PekomeHayeTcs obpawiatbCa € 3TUMKM  peareHTamu . W obpasuamu
uefioBeka B COOTBETCTBUM CO CTAHAAPTOM /11 TeMOKOKTAKTHBIX NaToreHos
Ynpasnenua CLUA no oxpaHe TpyAa v NpoMmbILneHHON TurneHe {OSHA).'A
Mpu pa6ote ¢ MmaTepuanammi, KOTOpble COAEPXaT W-MOryT cofepxarb
VH(PEKUVMOHHbIE  3M1IeMEHTbI, CnefdyeT cob/oaath. TpeGoBaHMA  npasun
6uonornyeckoin 6e3onacHoCcTi, ypoBeHb 2'®) WM (MCAOAb30BaTL Apyrue
MeToAbl obecneyeHns 6ronornieckoii 6e3onacHoCT*®

e KoHblorar cofepXuT nnasmy KpoBM YeNOBEKA,.-HE peakTUBHYI Ha
HBsAg, HIV-IAg nam HV-1 RNA. aHTn-H1Y-1/HLY-2 n aHTu-HCV.

e Matepuan pans npegsaputenbHoOii  obpaboTkn  Pre-Treatment 1
COAEepPXMT Nna3Mmy KpoBK 4esioBeka, KOTopas peakTMBHa Ha aHTu-HBs
N He peakTmBHa Ha HBsAg, HIV-IAg nam HV-L RNA, aHTu-HIV-I/HIV-2
1 aHTn-HCV.

* Matepuan pans npegsaputenbHoii  06paboTkm  Pre-Treatment 2
COZIePXWT NasMy KPOBM Ye/i0BEeKa, KOTopaa He peakTuBHa Ha HBsSAg,
HIV-IAg nnn HV-1 RNA, aHTu-HIV-I/HIV-2, aHTn-HCV 1 aHTu-HBs.

* Cnepgytolwme npegynpexaeHns 1 Mepbl nNpegocTOPOXHOCTN OTHOCATCA
K faHHbIM KOMMOHeHTaM;
¢ MukpouacTuupl
¢ KoHblorat
* [lononHuTebHbIA NpoMbiBalOWWNIA Gydep
* Martepuan gna npefsapuTensHoil 06paboTku Pre-Treatment 1
* Marepuan gna npegsapuTensHoil 06paboTku Pre-Treatment 2

BHUMAHWME: Cogepxur MeTnin3oTnasosioHbl.

H317 MoxeT BbI3blBaTb a/1IEPTUYECKYI0 KOXHYIO
peaxuuio.

MpepoTepalleHne.

P261 W3beratb BAbIXaHNA TymaHa/napos/aapo3oneii.

pP272 He' BbIHOCUTL 3arpsis3HeHHy0 ogexay ¢ pabouero
MecTa.

P280 Monb3oBaTbLCA 3aLWUTHLIMK NepyaTkamu/
3alUMTHOW ofexoii/cpeacTBaMu 3alinTbl rAas3.

PearupogaHue

P302+P352 NP NONALAHUN HA KOXXY; MpombITb
GOMbLLUMM KOSIMYECTBOM BOZb.

P333+P313 Mpn pasgpaxeHnun KOXU WM NOSIBNEHWUU Chifin;
o6paTuThCa K Bpauy.

P363 BbicTupaiiTe 3arpsasHeHHylo ofexay nepes

[abHEWLWMM UCNoNb30BaHNEM.

Peructpanus MW B Pocagpasrangzope
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YTunusupyiite  copepxvumoe/KoHTeliHep B COOTBETCTBUM . C
caHuTapHbiMu Hopmamu Pdp (CanlMuH 2.1.7.2790-10 ot 09.12.2010).

Matepwan pgna npeggapuTenbHoii  obpa6oTkn  Pre-Treatment 2
COAePXUT asung, Hatpusi, Mpn KOHTaKTe C KUCN0TaMU BbICBOGOXAAETCA
BbICOKOTOKCUYHBIW  ras. YTuUnusupyite cofepxvmoe/KoHTeliHep B
COOTBETCTBUM C CaHUTapHbIMKU Hopmamn P® (CanMuH 2.1.7.2790-10 ot
09.12.2010).

MacnopTa 6€30nacHOCTV AOCTYMHbI Ha calite
www.abbottdiagnostics.com unn y mectHoro npegcrasutes:

Bonee noppo6Has wuHopmauma o 6GesonacHoii yTunusauun asmga
HaTpus M Mepax 6e30MacHOCTU BO BpeMs paboTbl CUCTEMbI HAXOAUTCS
B PykoBogcTee no akcnnyatauun cuctembl ARCHITECT, RPa3sgen 8.

Mepbl NPefoCTOPOXHOCTU Npu paGoTe

He vcnonb3yiiTe Ha6opbl peareHToB Noc/e NCTeUYEeHUs CpoKa roAHOCTH.
He cmelwnBaiite peareHTbl O4HON AN pa3HbIX YRAKOBOK.

Fepen nepsoii ycTaHoBKoli Ha6opa peareHToB. ARCHITECT HBsAg
Qualitative II Confirmatory Reagent Kit Ha GOpT,.chcTeMbl HeO6XOAUMO
nepemMellatb  cofepxvumoe chlakoHa C  MUKpouacluuamu,  u4Tobbl
pecycneHavpoBaTh OCeBLUVE BO BPemst TPAHCNIOPTUPOBKM MUKPOUACTULIbI.
YKazaHus o nepemeLLnsaHnio MukpoyacTuL, cM. B pasaene NMPOLIEAYPA,
MpoLieaypa aHanM3a AaHHON WHCTPYKLMU NO-NPUMEHEHNIO.

HEOBXOAMMO  wucnonb3oBatb  MPEAOXPAHUTENIbHbIE  KPbILIKK
ANA NpejoTBpalleHnst WcnapeHns U KOHTamMuHauuu peareHta, a
TakKe ana ob6ecneyeHus LENOCTHOCTU, peareHTa. [paBUbHOCTbL
pesynbTaToB aHanusa He MoXXeT 6blTb rapaHTMpoBaHa, ecin
npejoxpaHnTesibHble KPbilWKU HE UCMONb30BaINCL B COOTBETCTBUN
C yKasaHWAMW JaHHON WHCTPYKLMW NO NPUMEHEHMIO.

HageBaiiTe uucTble nepuyaTkM MpWM  YCTaHOBKE MPeoXpaHUTE/bHbIX
KpbILLEK Ha OTKPbITble (PraKoHbI/C/ peareHTamu, 4Tobbl NpefoTBPaTUTHL
KOHTaMUHALWH0.

* [pu pa6ote c NpobMpKkamu € KOHBIOrATOM MOMEHSTE nepyaTku,
B KOTOPbIX Bbl paboTanu. C CbIBOPOTKOA WM Nnasmoii Kposu
yesioBeka, MNOCKOMbKY MonagaHne 1gG wwm 1M yenoseka B
KOHBblOraT HeliTpanusyer-ero.

« Tlocne yCcTaHOBKM NPEAOXpaHUTENbHON KPbIWKU Ha  dhnakoHe C
peareHTOM He NepeBopaynBaiiTe hnakoH, NHaue peareHT BbITeYeT, 1
3TO MOXEeT MOB/MMATL Ha. MPaBUILHOCTD pesy/bTata TecTa.

« Co BpeMeHeM Ha TOBEPXHOCTU NpefoXpaHUTeNbHbIX KpblleK
MOryT NOSIBUTLCA! CAieflbl BbICOXLIEN XWAKOCTW. 3TO 06blYHbIE
Cyxue co/u, He BAVSIIOLLME Ha pe3y/bTaTbl TecTa.

Moppo6Hyo MHopMaLyio 0 Mepax NPefoCTOPOXHOCTY NpU paboTe Ha
aHannsatope cMmorpute B Pasgene 7 PykoBogcTBa Mo aKcniayatauuu
cuctembl ARCHITECT]

VIHCTPYKUUY MO XPaHeHUo

r Habop ~ peareHtoB ARCHITECT HBsAg Qualitative Il
Confirmatory-Reagent Kit gomkeH xpaHutbcsi npu Temnepatype 2-8*C
BEpPTUKaflBHO W MOXeT MCMO/b30BaTbCA Cpasy Mocfie W3BMEYEHUS U3
xonoannsHuka (2-8‘C).

Mpu cobnfogeHnn ycnoswuin  xpaHenns 1 obpalieHus
COXPaHAOT 'CTabUNLHOCTL B TEUEHNE BCEro Cpoka rogHOCTU,

Hab6op.. peareHtoB  ARCHITECT HBsAg Qualitative [ Confirmatory
Reagent Kit MOXHO XpaHWTb Ha 6opTy cuctembl ARCHITECT i System
B TEYeHne makcumym 30 gHeili. Mocne 30 AHelt HaxoxAeHns Ha GopTy
Habop peareHToB HE06X0AMMO yTUNn3nposaTb. MoapobHas nHopmaums
0-MOHUTOPWHIE BPEMEHN HaxXOXAEeHWs1 peareHToB Ha 6opTy HaxoauTca B
PykoBogcTse no akcnnyatauun cuctembl ARCHITECT, Pasgen 5.

peareHTbl

PeareHTbl MOXHO XpaHWTb Kak Ha 60pTy, Tak ‘M BHe cuUCTeMbl
ARCHITECT / System, [locne u3BneYeHUs peareHToB M3 CUCTeMbl
XpaHute ux B BEPTMKa/IbHOM MOSIOXEHWUMN “Apn ~Temnepatype 2-8'C
(c HageTbiMM nNpeaoXpaHWUTENbHbIMU - KpbILWKaMi 1 3aMEHSEMbIMN
KpbllKamu). PeareHTbl, XpaHsLLMecs BHE /CUCTeMbl, pPeKOMeHAyeTcs
XpaHUTb B (pabpuyHbIX NOTKaxX 1 ynakoBKax B BEPTUKa/IbHOM MOJIOXEHNN.
Ecnn cdhnakoH ¢ MukpodacTuuaMu XpaHWncs He BepTUKanbHO (C
YCTAHOBNEHHOW NpefoXpaHUTeNbHOW KPbILLKON) B XONOAWIbHUKE
BHE cuCTeMbl, Habop peareHToB [AOMKEH ObiTb YTUAU3MPOBAH.
Bonee nogpobHas uHhopMauus O pasrpy3ke peareHToB HaxoguTca B
PykoBogcTBe no akcnnyaTtauun cuctembl, ARCHITECT, Pasgen 5.

MokasaTtenn nopym peareHToBs

Ecnu 3HaueHve KOHTPONS BbIXOAWMT 3a MPeAenbl ykasaHHOoro gnanasoHa, ato
MOXET CBUAETeNIbCTBOBATb O Nopye PEareHToB 1K 06 OLLNGKE B TEXHONOTN
npoBefieHNs TecTa. Pe3ynbTaTbl CONPSXXEHHbIX UCCNef0BaHN HEBEPHbI, 1
o6pasLbl JO/KHbI ObiTb NPOTECTUPOBAHLI CHOBA. MoxeT notpe6osBatbcs
noBTopHas kannbposka TecTa. WHgOpMauuio 06 yCTpaHeHUW NpUYUHbI

OLIMNGKN CM.

B Pasgene 10 PykoBoacTBa MO 3KCrjyaTauum CUCTEMbI

ARCHITECT


http://www.abbottdiagnostics.com

NMPOLUEALYPA AHANTN3A

[lo npoBefeHns aHanu3a Ha cucteme ARCHITECT / System

HeobxoAuMo ycTaHoBUTL halinbl Tecta ARCHITECT HBsAg Qualitative

Il Confirmatory.

* YcTaHoBWTE nporpammHoe obecnevyeHne
cnepyloLieM nopagke:

1 MO ARCHITECT Bepcuun 7.00 nnm Bbliile

2. HBsAgQ2 C2 (Homep TecTa 629)

3. HBsAgQ2 Cl (Homep TecTta 630)

« [pu yctaHoske ¢haiinos 629 n 630 aHanms HBSAgQ2 %N 1 naHenb
naumeHta HBsAgQ2 Pa yctaHaB/iIMBalOTCA aBTOMATUYECKM.

« HBsAgQ2 %N no3ssonseT aHa/MsaTopy asTOMaTU4ecku
paccunTbiBaTb 3HAYEHWE NPOLEeHTa HelTpanu3auun Ha OCHoBe
pesynbtartos HBsAgQ2 C2 n HBsAgQ2 Cl,

¢ HBsAgQ2 Pa o6ecneuuBaeT nNpocToii MeToA  3akasa
nogreepxgatroumx tectos Ha HBSAg, npu KoTopom cuctema
ARCHITECT i System coobuwaeT pesynbtatel S/CO n
% HelTpanusaumn, HeobxoauMble 411 MHTEpnpeTaLuuu,

*  PekomeHayemblii anroputM KOHUrypauum cucTembi:

e YKaxuTe eAuHWLbl M3MEepeHus pesynbTatoB W KONUYECTBO
[ECATNYHBIX 3HAKOB.

* PexomeHgyeTcs ycTaHOBWUTb eAuHULY W3MepeHus. %
N KOMNYECTBO [JEeCATUYHbIX 3HakoB 0 A1A 3HA4eHWit
pesynbtartos HBSAgQ2 %N.

¢ VHdopmauuio 0 KoHUrypaumm efuHul  U3MepeHus
N KONuuecTBa [ECATUYHbIX 3HAKOB A8 3HAueHuit
pesynbTaToB CMOTPUTE B PYKOBOACTBE MO 3KCMAyaTaLum
cuctembl ARCHITECT, Pasgen 2.

n aiinbl Tecta B

*  [MoNOXUTENbHbI KOHTPONb KOHhurypupyiite Kak

MHOrococTaBHbllii kKoHTponb (MCC)

« B aHanmsax HBsAgQ2 %N un  HBSAgQ2 C2
pekoMeHAyeTCca  KOH(UrypupoBaTb AOIOXUTESIbHbIN
KoHTposib  ARCHITECT HBsAg Qualitative Il Positive
Control kak MHOrococTaeHblli KOHTPOAL(MCC).

¢  VHdopmaunio 0 KOHMUTypauum .. MHOrOCOCTaBHOIO

KOHTpONA cmoTpuTe B PyKOBOACTBE. M0 3Kcnyartauum
cuctembl ARCHITECT, Pasgen 2.
*  VHdopmauumio o 3akase TecToB cMoTpuTe B.pasgene MPOLEAYPA,
Mpouepaypa aHanusa JaHHOW MHCTPYKLAX N0 NPUMEHEHNIO.
Bonee nogpo6Hasn nHhopmauus 06 yctaHoBKe thaiinia Tecta, NpocMoTpe
1 pefaKkTMpoBaH1M napameTpoB aHasm3a HaxoauTcs B PykoBoAcTBe No
akcnnyatauum cuctembl ARCHITECT, Pasgen 2.
MHbopmaumio o pacneyatke napameTpoB aHasmsa cmoTpuTe B Pasgene
5 PykosogcTBa no akcnnyatauuun cuctembt ARCHITECT

Moppo6Hoe onucanue npouefyp pabotsl C cucTeMoli cmoTpuTe B
PykoBogcTBe no akcnyaTtaumm cuctembr’ARCHITECT.

CBOP OBPA3UA N MOATOTOBKA K-AHAN3Y
Tunbl 06pasuos

Cnepgyowme Tunbl Npo6upok a1t €6opa 06pasLoB 6blM NPoOBEPEHbI
Ha MNpUrogHocTb K wucnosnb3osaHuio B Tecte ARCHITECT HBsAg
Qualitative Il Confirmatory. sApyrve Tunbl npobupok aAns céopa
06pa3yoB He Gbli NpoBepeHblHA NPUroAHOCTb K WCMO/b30BaHMIO
B [JaHHOM TecTe.

+ CbiBOpOTKA KpOBM YenoBeka (BKIOYas  CbIBOPOTKY

cobpaHHylo B NPOGMPKN-C pa3fennTesibHbIM renem)

* [nasma kpoBu uYenoBeka, cobpaHHas B:

KpoBM,

NuTnii renapuH Hatpuii renapuwH

Ouvkanuii ATA CPD
Tpukanuii S4TA CPDA-1
Lintpat Hatpusa ACD

Okcanart kanms /
hTopuUCTbIi HaTpuii

Mpo6upku Ans nnasmbl
KPOBW .C_pasfenuTenbHbIM
renem_(AUTWiA renapun)

PaGoune xapakTepUCTUKM He YCTAHOB/IEHbl 1A APYrUX XUAKOCTel
opraHn3ma Kpome CbIBOPOTKM 1 Nnasmbl KPOBU.

Bbinn yeTaHOBNEHbl paboune xapakTepucTuku TecTa [Ans-00pasLoBs
KpoBW TPYnoB- (06pasubl, 3abpaHHble MOCMEPTHO, MoCc/e “CTaHOBKM
cepaua): . MNogpobHas  vHdopMaums  copepxuTcs B/« pasgene
TECTUPOBAHVE OBPA3LIOB TPYMHOW KPOBW.

XKugkue aHTUKOArynsiHTbl MOryT fasaTb atbdpekt pasbasneHus, 4To
MOXET NPUBECTN K 3aHVMKEHHbIM KOHLEHTpaUWAM B  OTAENbHbIX
ob6pasuax nayneHTosB.

Peructpamusa MU B PocagpasHagzope
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B cucteme ARCHITECT i System He npefycmoTpeHa BepudmKaums
Tuna o6pasuya. B 06s3aHHOCTM onepaTopa BXOAMT MpOBepka
npaBunbLHOCTM TunNoB o6pasuyoB ana Tecta ARCHITECT. HBsAg
Qualitative Il Confirmatory.

CocTosiHne o6pasuos

He ucnonb3yiite o6pasLbl B CNeAyoLmx COCTOSHUAX:
*  MHaKTMBMPOBAHHblE HarpeBaHuem

*  MynupoBaHHble

*  CWIbHO remMosIM3MPOBaHHbIe

¢ C 3aMeTHOW MWKPOGHOI KOHTaMuHauueii

YTto6bl NONYuMTb NpaBW/bHble pe3ynbTaTbl, 06pa3isl CbIBOPOTKA U
nnasMbl KPOBW [AOMXHbI GbiTb OTAeNeHbl OT cubpuHa, 3puTpOLUTOB
1 Apyrvx TBepAabix uvactuy. O6paslbl CbIBOPOTOK- KPOBM NaLMEHTOB,
nosyyatoLmMx aHTUKOArySLMOHHYIO UM TPOMBOAUTNYECKY0 Tepaniio,
MOTyT B pe3y/nbTaTte He3akoHYEHHOro 06pasoBaHus, CrycTKoB cofepXarb
UGPUH.

Y6egutecb B TOM. YTO B 0o6pasuax CbIBOPOTKY KPOBU hOpMUpOBaHue
CryCTKOB 3aKOHUM/IOCh A0 LeHTpudyrnpoBaHus. Tpy Hanuumm dombpuHa
B 06pasLax, oTLeHTPUMYrMpoBaHHbIX [0 MOIHOTO CBEPTLIBAHWA KPOBY,
TecTUpoBaHWe BefeT K NOJyYEHNIO HeMpaBu/IbHbLIX Pe3y/bTaToB.

Mockonbky 06pasibl, B3ATble Yy renapuHU3NPOBAHHbIX MNaLWEeHTOB,
MOryT 6bITb YaCTUYHO KOAary/mpoBaHbl M MOryT faBaTb HenpasusbHble
pesynbTatbl W3-3a Hanuuua dubpuHa, “3abop 06pa3uyoB cnegyet
NpoBOAWTL [0 HaYasa NeYeHnst renapuHoMm.

Mpy o6paweHun ¢ obpasuamu. KpoBM NauueHToB cobnogaiite
OCTOPOXHOCTb, 4TOGbI He AOMYCTUTH TEPEKPeCTHOW KOHTamMUHaLuu.
PekoMeH/yeTcs 1Ccnonb3oBaHne 04HOPa30oBbIX MMMNETOK 1 HAKOHEYHNKOB
[N NUNeTok.

[lna nosnyyveHns npaBubHbIX PE3yNbTaToB NpoBepbTe Bce 06pasupbl Ha
OTCYTCTBME B HUX My3bIPbKOB.-YganuTe ny3bipbku annavkaTtopom [o
Hauana TecTupoBaHus. Mcnonb3yiiTe HOBbIA annaukaTtop AN Kaxaoro
obpasua, 4Tobbl n3bexaTb-AePeKPecTHON KOHTaMUHaLmN.

Mexgy pabounmu xapakTepucTukamu aKCrneprMeHTasbHbIX KOHTponeit
M HepeakTWBHbIX WK~ OBOralleHHbIX peakTUBHbIX 06pasLoB C
NOBbILLIEHHBIMY YPOBHAMU. KOHBIOTMPOBAHHOTO 1 HEKOHbIOTMPOBAHHOTO
6unupybuHa (20 wmr/gn), Tpurnuuepugos (3000 wmr/gn), npoTenHa
(12 r/gn) wnm remorno6buHa (500 Mr/gn) He 6blNO  BbIABNEHO
Ka4YeCTBEHHbIX Pasfiuyui.

MoparoTtoBka K aHanusy

Cnepyiite ykasaHusM M3rotoBuTens npobupok Ans céopa CbIBOPOTKU
M nnasmbl kpoBWu. [pn NOAroTOBKE 06pasLoB K TeCTUPOBaHMIO
rPaBMTALMOHHOIO Pa3/eNeHnsi HeJoCTaTO4HO.

MpUroToBbLTE 3aMOPOXEHHbIE 06pa3Libl CAeayoLUM 06pa3oMm:

* 3amMOpOXeHHble 06pasubl HEO6XOAMMO MOSHOCTbIO Pa3MOPO3UTh
nepef, nepeMeLLBaH1eM.

¢ TwarensHO nepemeLluaiite Pa3aMOpPOXEHHbIE obpasLpl,
nepeBepHyB npobupkn 10 pa3. wam Ha BOPTeKce ~Ha, HU3KOW
CcKopoCcTu. BusyanbHo nposepbTe o6pasubl. Ecnn HabaopaeTcs
paccioexve, NpoAonxaiiTe nepemellMBaHWe A0 TeX=nop, noka
o6pasLbl He CTaHyT BM3yaslbHO OfHOPOAHbIMU. [ECn o6pasubl
TUIATENIbHO He nepemellatb, TO MO/yYeHHble pPEesynbTaTbl MOryT
6bITb HecornacoBaHHbIMM.

+. OTleHTpudyrupyiite nepemellaHHble o06pasiibl
HIKE.

KakKk onucaHo

[ NONMyYeHNs COrNMacoBaHHbIX pe3y/ibTaToB 06pasibl AO/MKHbI GbITb

MOMELLEHbI B LIEHTPUCDYXHblE MPOGUPKMA 1 OTLEHTPUAYrpoBaHbl npu

A 10000 ocu (OTHOCUTENbHAs LEHTpUdYXHAA “cuna) B TedyeHue

10 MUHYT nepep TECTUPOBAHMEM, ECN

* OHM cogepxar MOpUH, IPUTPOLUTDI
yacTuLbl, nm

*  OHU BblIN 3aMOPOXEHbI 1 PA3MOPOXEHBI.

WAn - gpyrve  TBeppple

Ecnn Ha noBepxHOCTU OTLEHTpUYrMpoBaHHOro obpasua obpasyeTcs
NMNUAHBIA Cnoii, obpasel, HYXHO nepesiuTs B uallieyky Ana obpasua
wnm - apyrytlo  npobupky. Cobntoaaiite.. OCTOPOXHOCTb, n3beraiite
nepeHeceHyst IMNUAHOrO MaTepuana BMecTe C OUMLLEHHbIM 06pa3sLOoM.

[lns TecTMpoBaHUs MOMecTUTe OuMlljeHHblii o6pasel, B Yalleuky s
06pa3LioB 1AM BTOPUYHYIO NPOBUPKY.



XpaHeHue

O6paslibl MOXHO XpaHUTb CO  CrycTkamu,
pasfenuTesibHbIM resiem nnm 6e3s Hux

* [0 24 4acoB MPW KOMHATHOII Temnepatype W
* [0 6 gHeit npu Temnepatype 2-8*C.

putpouuTaMu  UIn

Ecnn TecTupoBaHue oTknabiBaeTcs 6Gosiee yeMm Ha 6 fHeld, yganute
13 06pasLoB CbIBOPOTKM WAM NasMbl KPOBW CryCTKW, 3PUTPOLMUTHI
WM pasfenuTenbHblli reflb 1 XxpaHute npu Temnepatype *20'C unm Huke.

He npoBoguTe 6onee 3 LMKIOB 3aMOPO3KW/PasMOpPO3KM.

TpaHcnopTuposka

Mepen TpPaHCMOPTUPOBKOW pekoMeHAyeTcs oTAenuTb o6pasiubl OT
CTYCTKOB, 3pUTPOLMTOB WM PasfeniuTesIbHoro refs.

Mpy TpaHcnopTMpoBke 06pasLibl CrefyeT YNakoBbiBaTb 1 MapK1poBaTh
B COOTBETCTBUM C MECTHbIMU W MeXZyHapoAHbIMU TpeGoBaHWAMK MO
TPaHCMOPTUPOBKE KIMHUYECKNX 06PasLoB W NHCDEKLIMOHHBIX BELLECTB.

O6pasLibl MOTyT NepeBO3UTLCA NPU TemnepaType okpyxatoLieii cpeapl,
npu 2-8'C (MOKpbI Nef) nnm 3aMopoXeHHbIMK (CyXoii nep). He xpaHute
o6pasLibl NOC/Ie UCTEYEHNS CPOKA FOAHOCTU, YKa3aHHOrO BhbilLe.

TECTUPOBAHUE OBPA3LIOB TPYIMHOW KPOBU

Bbin ycTaHOBNeHbl pa6oune xapakTepucTukM TecTa [y 06pasLoB
KpoBM TpynoB (o6paslbl, 3abpaHHble MOCMEPTHO, MOC/Ee OCTaHOBKYA
cepaua), 3abpaHHbiX B nepuog fo 18,5 yacoB nocne HacTynneHus
cmepTu. Paboune xapakTepucTukM TecTa Gbiiv yCTaHOB/EHbI /Npu
nomolym 50 oboratleHHbIXx 1 50 He o6oraleHHbIX 06pasLoB TPYRHOW
KpOBY.

Banugauys TecTMpoBaHWA He 6blna npoBefeHa A1 06pasLioB. KpPoBuW
TPYnoB C 3pchekToM pasBefeHHOM nnasmbl B pesynbrare nepeuBaHuii
KPOBW WM PacTBOPOB KONIOUA0B 06bemMom > 2000 M. NPOBEAEHHBLIX B
TeueHne 48 yacos A0 3abopa obpasua, W1 pacTBOPOB KPUCTaNIONA0B
o6bemom > 2000 M, NPOBeAeHHbIX B TeueHwe 1 uaca (Mn no6oii
KOMGMHALMN 13 BbllLENEepPeUnCNeHHbIX XUAKoCcTel) Ao 3a6opaobpasya.

Cnepyiite 06LWENPUHATLIM CTaHAApTaM W/MANM MHCTPYKLUSIM No c6opy,
XpaHeHWo 1 obpatleHnio ¢ obpa3uamMm TPYNHON KPOBMU.

CnepyiiTe  WHCTPYKUMAM U3roTOBUTENA NPOGMPOK
npobupkamMn ana cbopa CbIBOPOTKM WAM  Nna3Mbl ~kposu. [locne
NEPBUYHOTO  LEEHTPUMDYTMPOBaHNA  NepeHecuTe CynepHaTaHT B
LeHTPUdYXHYI0 Npobupky W LeHTpudyrvpyite-‘npn s 10000 OLIC
(oTHocuTeNbHAA LEHTPUdYXHas cuna) B TedeHue) 10 MuHYyT. Ecnm
o6pasupl He GblAM 06paboTaHbl HENOCPeACTBEHHO, NOCe NEPBUYHOTO
LIEHTPU(YTMPOBaHNS, PEKOMEHAYeTCA  OTAe/MTh CynepHaTaHT —oT
CryCTKOB WM 3pUTPOLMTOB Nepes NpoBefeHueM AanbHeilumx pa6or.

Apy pabote c

O6pasLpbl TPYNHON KPOBM MOTYT XpaHUTbCA A0-6'AHei npu 2-8'C n go
24 vacos npu 15-30°C nocne c6opa.

KauecTBeHHbIX pasnuuunii gns o6pasuos TPYMNHON KpoBu (06oralLeHHbIX
peakTBHbIX 06pasuoB), NOABEPrHyTHIX =3 UMKNaM  3amopo3ku/
pa3Mopo3kn, He Habnoaanocb. Tem He MeHee Heo6XxoAuMo u3beratb
NPOBEAEHNA MHOTOUYNCNEHHBIX LMKN0B 3aMOPO3K1/PasMopo3Ku.

NPOLEAYPA
MNpegoctaBnsieMble MaTepuans

2G23 ARCHITECT HBsAg Qualitative Il Confirmatory Reagent Kit

Heobxoavmble, HO He NpegocTaBasieMble MaTepuasibl

ARCHITECT / System

chaiin Tecta ARCHITECT HBsAg Quaiitative Il Confirmatory Ha

¢ ARCHITECT i System e-Assay CD-ROM Ha
W\WW.abbottdiagnostics.com

¢ ARCHITECT i SystemAssay CD-ROM

2G22-01 ARCHITECT HBsAg Qualitative Il Calibrators

2G22-10 ARCHITECT =:HBsAg Qualitative Il
KOHTPO/bHbIA MaTepuan

2G23-40 ARCHITECT HBsAg Qualitative Il Confirmatory Manual Diluent
ARCHITECT i [

Controls wnn  apyroii

ARCHITECT /~REPLACEMENT CAPSi

MUNeTku WM HakoOHEeYHWKM AnA nuneTok (onuua) Ana Ao3UpoBaHus
yKa3aHHbIX 06BbeMOB.
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Wubopmauuio 0 maTepranax, HeO6XoAUMbIX 411 NPoLeyp TEXHUYECKOro
ob6enyxusaHus, cm. B Pasgene 9 PykoBogcTBa No akcnayaTauuy cuctemsl
ARCHITECT

Mpoueaypa aHanusa

Mepes nepBoii  ycTaHoBKOW  Habopa peareHToB  ARCHITECT

HBsAg Qualitative Il Confirmatory Reagent Kit Ha 60pT..cucTeMbI

HeobXxoAuMo nepemellaTb COAEpXUMOe (hnakoHa C MukpodacTuiiamm,

uToBbl pecycrneHAMpoBaTb OCEBLUME BO BpeMs TPaHCOOPTUPOBKU

MUKpouyacTuubl. [locne 3arpyskm  MukpodacTul B (Nepsblii  pa3s

AanbHeliero nepemellnBaHus He TpebyeTcs.

* [lepeBepHuTe hnakoH ¢ MukpoyacTuuamm 30 pas:

¢ BwusyanbHo y6egutecb, 4TO  MMKpoOuYacTuubl , BO  hnakoHe
pecycneHampoBaHbl. Ecnu MukpouacTuubl Bce-elle npuavnanT
K cTeHkam cbnakoHa, npogosxaiite nepesopaunBaTtb (OakoH [0
Tex nop, Noka MMKPOYacTULbl NOSTHOCTbIO He/pecyCcrneHANpyTCs.

< Ecnun MUKpoUYacCTULbI He pecycneHanpoBanuce, HE
VICMOMb3YNTE UX. O6paTtutech K MeCTHOMY NpeacTaBuTenio
KomnaHuu Abbott.

e [locne TOro  Kak  MWKpOYacTWLbl ~ PecyCrneHAnpoBannCh,
nomecTTe NPEeAOXPaHNTENIbHYIO KPbILKy Ha (hakoH. YkasaHus
no nomeLleHuo npefoXpaHUTEeNbHbIX/! Kpblllek Ha  (nakoHbl
cofepxarca B pasgene Mepbl nNpegoCTOPO>KHOCTM npu paboTe
[aHHON MHCTPYKL MM NO NPUMEHEHMIO.

3arpysute Habop peareHtoB ARCHITECT HBsAg Qualitative |l
Confirmatory Reagent Kit Ha 60pT cuctembl ARCHITECT i System.

e Yb6eguTecb, UTO  MPUCYTCTBYIOT  ~BCe  Heobxogumble  And
TECTUPOBAHWS peareHTbl.

* [poBepbTe Ha/MuMe npeaoXpaHNTE/IbHbIX KpbILEK Ha BCex
hnakoHax ¢ peareHTamu.

Mpy HEO6XOANMOCTY 3aKaxnTe KaaubpoBsky.

¢ VHdopmaumio 0 3akase. KanMbpoBOK CMOTpUTE B pasgene

MPOLUEAYPA, Kann6poBka AaHHoNn NHCTPYKLWUM NO NMPUMEHEHWIO.
3akaxuTe TeCTbl.

e [InA  noATBEPXAEHUS “KaXKAOro MOSIOKUTENbHOTO —pesynbTaTta
Ha HBsAg Heobxogumo npoBecTW [Ba TecTa Ha cucrteme
ARCHITECT / System: HBsAgQ2 C| u HBsAg02 C2. lpoueHT
HeliTpanusauum paccHNTbIBAETCA Ha OCHOBE pe3y/nbTaToB 3TUX
[IBYX TECTOB.

« O6pasupl nauueHToB pekomMeHfyeTcs 3akasbiBaTb
c 1ncnonb3oBaHune naHenu nayueHTa HBsAgQ2 Pa.
HBsSAgQ2 Pa“aBTOomaTMyeckun BblGMpaeT HeobxofuMble haiinbl
Tecta Ans TecTa M coobuiaeT pesynbTartbl, Heo6XoAuMble aNA
nHTepnpetauun aHannsa (HBsAgQ2 C2 S/CO wu npoueHT

HeliTpanusaumun).
e Ecnu pnas. Toro, uTobbl yb6eauTbCA, UTO  pesynbTar %
HellTpaaM3auMnm  paccuMTtaH Ha  OCHOBE  COracoBaHHbIX

pe3ynbTatoB TecTa, NPOBEAEHHOro B 3TOT Xe AeHb, TpebyeTcs

NOBTOPHOE TecTupoBaHue,

* BbiONHNTE MOBTOPHOE TECTUPOBaHWE B TOT Xe [AeHb, Korpa
651710, N0/Ty4EHO UCKNIOYEHNE, N

e [npoBejuTe MOBTOPHOE TecTWpOBaHWe B [JpPyroi  [eHb,
ucnonb3ys paccumTaHHblii aHanu3 (HBSAgQ2: %N) »n ob6a
cocyaBHbIX aHanunsa (HBsAgQ2 C1 n HBsAgQ2/C2):

e [UHhopmauua o 3akase 06pasLoB NauMEeHTOB - KOHTPON3A W
06LLMX OnepauMoHHbIX Mpoueaypax Haxoautcs B PykoBoacTe
[0 akcnnyataummn cuctembl ARCHITECT, Pa3gens5. i

MuHuManbHbIi  06beM o6pa3ua B vaweuke. [na  o6pasuos
paccunTbiBaETCA CUCTEMOI W pacneyaTbiBaeTCs—B 0TYeTE O 3asBKe
(Orderlist report). O6bema obpasua B 04HON valleuke ana 06pasLos
[ocTaTtoyHo ToNbko A1 nposefeHus 10 Tectos. Flepen nposefeHnem
TecTa nposepbTe NpaBW/LHOCTL O6beMa 06pasia B yalleyke s
06pa3LoB, YTO6LI MUHUMU3NPOBATL APEKT UcnapeHns.

* T[puoputeTHble o6pasupl: 242  MKA
HBsAgQ2 C1 n HBsAgQ2 C2).

* S3 yacoB Ha 6opty: 242 mkn (06bem ebpasua gna HBsAgQ2 Cl
1 HBsAgQ2 C2).

¢ >3 yvacoB Ha 6opTy: 3ameHuTe 06pasel, (06pasLbl NaLMEHTOB,
KOHTPONW 1 Kannbpartopsl).

(o6bem ob6pasua A

e [pu nCnonb3oBaHUM NePBUYHBIX ' NN ANUKBOTHBIX NPOGUPOK
ncnonb3yiite gosatop o6pasua Ana obecneyeHnss 4OCTATOYHOTO
o6bema obpasla nauueHTa.
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* TogrotoBbTe KasMGPaTOPbl 1 KOHTPOH,

e VHchopMaLmio O KOHChUTypauyun MOSOXUTENbHOTO KOHTPONS CM.
B pasgene [MPOUEAYPA AHA/IN3A pAaHHOW WMHCTPYKUMU MO
NPUMEHEHNIO.

« [epep vcnonb3oBaHMeM nepemellante KambpaTopbl N KOHTPONN
ARCHITECT HBsAg Qualitative Il, akkypaTHo nepeBopauuBas
hnakoHsbl.

« [lna nonyyeHns pekoMeHAyemoro obbema kannbpatopos
ARCHITECT HBsAg Qualitative Il Calibrators gepxute dnakoHsbl
BEpPTUKaNbHO U fo6aBbTe MO 14 kanenb Kaxporo kanubparopa
(Ans Tpex NOBTOPOB) B KAyl COOTBETCTBYIOLLYIO Yalleuky Ais
o6pa3sLos..

e [Inf  nonyyeHWs pPeKOMEHAyeMoro o6bemMa MOSIOKUTENbHOTO
KoHTponss ARCHITECT HBsAg Qualitative Il Positive Control
nepxute nakoH BepTukanbHO u fgobasBbTe 10 Kkanenb
NOMOXNTE/ILHOTO  KOHTPONA (ANs [BYyX MOBTOPOB; OAUH /181
HBsAgQ2 C1 u oguH ans HBsAgQ2 C2) B kaxayto yalleuky ana
o6pasLoB..

« Ecmm ucnonb3yeTcs Apyroii KOHTPO/bHbI MaTepuan, cnepyite
VHCTPYKLMSIM MO NOATOTOBKE COOTBETCTBYIOLLErO NPOU3BOANTESIS,

« 3arpy3uTe o6pasLibl.

* bBonee nogpo6bHas mHopmauus o 3arpyske o6pasLoB HaxoauTCs
B PykoBogcTBe no akcnnyartauun cuctembl ARCHITECT. Pasgen, 5.

¢ Haxmute knasuwy PABOTA (RUN).

* [JlononHutenbHas MHdopMauMs O nNpuHUMnax paboTbl HaxXOAUTCS B
PykoBogcTee no akcnayaTtauum cuctemsl ARCHITECT, Pasaen:3.

e N8 [JOCTMXKEHUS ONTUMasIbHbIX PaBOUMX  XapakTepUCTUK  BaXHO
cnefoBaTb CTaHAapTHbIM MpoLeAypam TeXHUYECKOro O6C/yXMBaHUSA,
KoTOpble onucaHbl B PykoBoAcTBe MO  3KCM/yaTaluu = cucTeMbl
ARCHITECT. Pasgen 9. Ecnu npasuna pabotbl B Balleil a6opatopumn
TpebyloT 6oslee 4acCTOro TEXHUYEecKoro o6CnyxuBaHus, cnepyite
NPUHATOW NpakTyKe.

Mpoueaypa passefeHus obpasua

« Tpouegypa Ppy4yHOro pasBefeHuss MoxeT 6blTb - fApoBeAeHa Ha
HepasBegeHHOM o6pasue, ecnn B TecTe ARCHITECT-HBsAg Qualitative
I Confirmatory S/CO ans HBsAgQ2 C2 a 10,00 W % HeiTpanusauum
< 50%. Bonee nogpo6Hyt MHopmauwmio cM. B pasfene PE3Y/IbTATbI
[laHHOV MHCTPYKLMM MO NPUMEHEHMIO.

* [Mpepnaraemas nponopuus passeaeHns obpasuaans tecta ARCHITECT
HBsAg Qualitative Il Confirmatory - 1:500.

* [na passefeHns 1:20 po6asbTe 25_Mkn o6pasuya nauueHTa K
475 mkn pydHoro pasbasutens ARCHITECT HBsAg Qualitative Il
Confirmatory Manual Diluent.

* [ina passefeHuna B nponopuun 1:500 ao6aBbTe 20 Mk ob6pasua,
passegeHHoro 1:20, k 480 mkn pydHoro pas6asutens ARCHITECT
HBsAg Qualitative Il Confirmatory/Manual Diluent.

*« Ecm npn passegennn 1:500 pe3ynbrat Bce elle peakTUBHbIA, a
HeliTpanusauyum He MNPOUCXOAUT;- MOXHO MNPOBOAUTL [AanbHelillee
pasBefeHve o6pasua.

* [ns passefeHus B nponopuum 1:20000 pobasbTe 25 MKN
obpasua, passefeHHoro 1:500,"k 975 mkn py4Horo pasbasutens
ARCHITECT HBsAg Qualitative Il Confirmatory Manual Diluent.

¢ MPUMEYAHME: ®akTopbl PYYHOro pasBefeHns He MOryT BBOAUTLCA
Ha 3KpaH 3aka3oB nauuMeHTa W KoHTposneH. Tem He MeHee, AnA
coxpaHeHus nogpo6Hoi ‘nHdopmauun (3anuceit) Beibepute Patient
Order (3aka3 nauuveHta), a 3arem > COOTBETCTBYIOLMIA aHanus.
Boibepute Sample Details F2 (Mudopmauua 06 obpasue F2).
Beeaute dhakTop passegeHusi B None KOMMeHTapmes.

« bBonee nogpo6Hyl  MHopmaumio cM. B pasgene WHTepnpetauus
pe3ynbTaToB JaHHOW MHCTPYKLMM NO NPUMEHEHUIO.

Kanvnbposka

¢ Yrob6bl nposBecTw-. KanuopoBky ARCHITECT HBsAg Qualitative' I
Confirmatory, .mporectupyiite kanmépatopbl ARCHITECT HBsAg
Qualitative Il Calibrators 1 n 2 B 3 nosTopax B aHanuse HBsAgQ2 C2.
B aHanuze HBsAgQ2 C1 ucnonb3yeTcst KaMbpoBKa, BbINOHEHHAS G/1A
HBsAgQ2 C2.

*  KanuGparopbl A0/MKHbI 3arpy)aTbCsi NPUOPUTETHO.

¢ MuHMManbHbI 06beM kanubpatopa B npobupke ans. obpasua,
Tpebyemblii AN 3akasa Tpex NOBTOPOB Kaxoro 13 kaaubparopos,
cocTasnsaeT 338 M.

Peructpanua MU B Pocagpasaanzope
www.nevacert.ru | info@nevacert.ru

OueHka KanubpoBkM NPOBOAWTCA MyTeM aHanmsa OAHOro obpasua
Kaxaoro nonoxutenbHoro koHtpons ARCHITECT HBsAg Qualitative Il
Positive Control.

Mpouesypa 3akasa NOMOKUTENILHOTO KOHTPO/S OnucaHa ,B.pasgene
Mpoueaypa aHann3a [aHHON MHCTPYKLUU NO MPUMEHEHNID.

e Y6egutecb, u4TO 3HayeHua S/CO wn % HelTpanusaumn
NONOXUTENbHOTO KOHTPO/SA He BbIXOAAT 3a paMkil, AvanasoHOB,
yKa3aHHbIX B UHCTPYKLUW NO NPUMEHEHMIO K KOHTPOLO.

Mocne Toro kak kanmbposka Tecta ARCHITECT HBSAg) Qualitative Il
Confirmatory npuHATa 1 coxpaHeHa, BCe OCTa/lbHble-06pasLibl MOryT
TecTupoBaTbca 6e3 AasbHelilleli kannbpoBku, €CAKU_He npoucxoamt
cnepyioulee:

*  Vcnonb3yeTcs Habop peareHToB C HOBbIM HOMEPOM Cepuu.

e 3HaueHus KOHTPO/eli BbIXOAAT 3a PaMKkn AUana3oHa [omyCTUMbIX
3HaYEHWA.

MonHyto MHhopMaLMIo O NPOBEAEHNN KanMBPOBKU-aHannsa cMoTpuTe B
Pasfene 6 PykosogcTea no akcnnyartauum crctembl ARCHITECT.

MPOLEAYPblI KOHTPONA KAYECTBA

PekomeHgyembiM Tpeb6oBaHMeM KOHTpons kayectsa Tecta ARCHITECT
HBsAg Qualitative Il Confirmatory sBnseTes_TecTupoBaHue MO OAHOMY
obpasLy MONIOXWUTENbHOTO KOHTPO/S KakAble, 24 vaca, TO eCcTb Kaxable
cyTkn akcnnyatauum. Cobniogaiite npasuna Balleii na6opatopuu, ecnm
OHU TpebyloT 6onee 4acToOro MCMNOMbL30BAHUA KOHTPONeW AN NpOBepKu
pesynbTaToB TECTOB. B COOTBETCTBUM G-MECTHbIMU U/MNK hefepasibHbIMU
3akoHamy unM  TpeboBaHUAMU 1 ~akkpeauTauum UM - NoauTUKON
obecrneyeHus kayecTBa Balleli /la6opaTopuu MOryT TecTUpoBaTbCA
[IONOJHNTESIbHblE KOHTPOSIN.

3HauYeHNst KOHTPONSA AO/MKHbI ObiTb B NpeAenax AUanasoHoB, yKasaHHbIX
B WMHCTPYKLMM MO NPUMEHEHUIO /KyKOHTpOsto. Ecnu pesynbTar KOHTpoNs
BbIXOAWT 3@ npefdenbl ykasaHHOTO AuanasoHa, Bce  pesy/ibTarbl
TeCTUPOBaHMA, NONyYeHHble Nocsie NocnefHero npuemIeMoro pesysbrata
KOHTPONS, [O/MKHbI 6biTb NpPOAHaNN3MPOBaHbl, 4TOGbI ONpeaenuTb, He
NOBAVANO NN Ha pesynbTaThl TECTVPOBAHUA TO. YTO 3HAYEeHUe KOHTPONs
BbIXOAM/IO 32 PaMKM YCTaHOBAEHHOrO AuanasoHa. PesynbTaTbl aHasmsa,
NpU MOMYYEHUN KOTOPbIX/ 3HAYEHME KOHTPONA BbLIXOAWIO 3a npefesibl
YCTaHOBNEHHOTO AuanaseHa, uYTo oOkasaso B/MAHWE Ha pesysnbTar,
cyMTalOTCA HeAelCTBUTENbHBIMUA. 3TN 06pa3libl Heo6X0AMMO MNOBTOPHO
npoTtectupoBaTb. WHGOpMaums o6 ycTpaHeHun OWwn6OoK HaxoauTcs B
PykoBoacTee no akcnayatauuun cuctembl ARCHITECT, Pasgen 10.

PE3YNbTATbI

Pesynbtar TecTta . ARCHITECT HBsAg Qualitative Il Confirmatory
paccunTbiBaeTCA Ha 'OCHOBE MOPOroBOro COOTHowWweHus (S/CO) u
% HeliTpanusauumn-obpasua.

Mpumeuanne; Ecau~S/CO o6pasua B aHanuse HBsAgQ2 C2 < 0,70, To
% HelTpanusauuw He npuMeHUM. OKOHuYaTeNbHYI0 WHTepnpeTaLuo
pe3ynbTaToB CM. 'B Tabnuue pasgena VHTepnpeTauus pes3ynbTatoB
[laHHON MHCTPYKLMM NO NPUMEHEHMIO.

Pacuet

Cuctema ARCHITECT / System paccuuTbiBaeT pesynbtat S/CO TecTa
ARCHITECT HBsAg Qualitative Il Confirmatory Ha 0CHOBE COOTHOLLEHUSA
RLU_06pasua v noporosoro RLU (S/CO) gna kaxpaoro-obpasua u
KOHTRONS.

«_TMoporosoe RLU = (0,0575 x CpegHee RLU kann6patopa 1)
+ (0,8 XCpepgHee RLU kanubpaTopa 2)
¢ S/CO - RLU o6pa3sua/noporosoe RLU

Cuctema ARCHITECT i System paccuntbiBaeTr pesynbtar %
HeliTpanm3aumm  gna  Tecta ARCHITECT HBsAg Qualitative |l
Confirmatory, ucnonb3ys pesynbTatsl TectoB HBsAgQ2 C1 n HBsAgQ2
C2 ans kaxxaoro obpasuya, no cnegytoLein dopmyne:

(RLU o6pasua B HBsAgQ2 C2)-
% HeitTpa- (RLU o6pasua B HBsAgQ2 C1)

nvzayum = (RLU o6pasua B HBSAgQ2 C2)-
(cpepHee RLU kanu6patopa 2 B HBsAgQ2 C2)

- x 100



MHTepnpeTaums pesynbTaTos

*« B cnepywouweii Ta6nuue CyMMUpOBaHbl BO3MOXHble  BapuaHTbl
VHTepnpeTauunm  pesynbTata  TecTa,  WUCXOAS M3 3HaYeHwii
HepasBe/leHHOro 1 pasBefieHHOro o6pasya:

HBsAg02 C2 % hnHanbHas

Pa3BegeHne S/CO HeliTpanusauun* nHTepnpeTtayms

YueTbliin <0,70 He npumeHnmo  He noatsepxaeHo

(Hepasbas- < 10,00 < 50% He noaTeepxaeHo

NeHHLIA) r 0,70 2 50% MoaTBepXaeHHbI

NONOXNTENbHO
r 10,00 < 50% MoBTOp TecTta ¢
pa3ssefgeHnem 1:500
1:500 <0.70 He npumeHnmo  He noarsepxaeHo
20.70 2 50% MopaTeepxaeHHbIN
NOMIOXMTENIbHO
a 0,70 < 50% MosTOp TecTa ¢
pa3ssegeHnem 1:20000
1:20000 <0,70 He npumeHnmo  He nopreepxaeHo
20,70 2 50% MoaTBEePXAEHHbIN
NOMIOXMTENIbHO
20,70 < 50% He noateepxaeHo
« Ecm % HelTpanusauum < -15%. pe3ynbTaTbl  CUMTAKOTCHA
HefelCTBUTENbHbIMU. O6pasel, Heo6XxoAMMO  MPOTECTUPOBATHL
noBTOpHO. [lpoBeauWTe  NOBTOPHOE  TeCTUpOBaHue, 1CMonb3yst

paccunTaHHbll aHanu3 {HBSAgQ2 %N) n oba cocTaBHbIX aHanvsa
(HBsAgQ2 C1 n HBsAgQ2 C2).

¢ MPUMEYAHUA:

e Mcnonb3yiiTe npouedypy pasBefeHust W WHTEpnpeTauun
KaKk W yKkasaHO B BbIlENPUBELEHHOW Tabnuue, paxe ecnu
% HeliTpanusaunm coctaenseT oT -15% [0 0% WK >1100%.

* YkasaHua no passegeHuno obpasua cMm. B pasgene.llpoueaypsbl
passegeHus obpasua AaHHON MHCTPYKLMUM MO MPUMEHEHNIO.

e WuTtepnpetauua "He noaTeepxaeH Ha HBSAgQ' ykasbiBaeT
Ha TO, 4To Hanunume HBSAg He MOXeT OblTh, NOATBEPXAEHO
nocpefcTBoM HeliTpanusauuu. MoBTOPHO peakTVBHbIN pe3ynbtat
B Tecte ARCHITECT HBsAg Qualitative I MOXET 6biTb nosnyueH
B pesy/nbTate Hecneuyngunyeckon peakunn (NOXHO peaKkTUBHBbIN).
Mockonbky Hecneundguyeckoe CBA3bIBAHWE MOXET chenatb
HEACHbIMW MPUYMHBI HU3KOTO ypoBHSA HBSAQ B o6pasue (paHHAs
cTagus  UHMEeKUMM WU paHHAs  CTagust  BbI3[J0POBNEHMs),
pekomeHfyeTca npoaHanusvpoBaTb 06pasel, nauyueHta Ha
Apyrve ceponoruyeckue Mapkepbl uHdekumn HBV (r.e., obwwnin
aHTu-HBc unm 1M aHTM-HBC)™® U NOBTOPHO nNpoTecTupoBaTb
nauveHTa Ha HBsSAg 4epes 4 - 6 Hegenb.

* HecmoTps Ha TO, 4TO Hanuynes HBsSAg, WH(EKTUBHOCTb
" nonyveHve peakTMBHOIO pesynbTata ABNSIOTCS
B3aVMOCBSi3aHHbIMK  (haKTOpPaMi, CYATAeTCs, uYTO AOCTYMHble
mMeToAbl noaTBepxaeHuss HBSAg He MOryT BbISIBUTb  BCe
BO3MOXHbIEe C/ly4dan 3apaxeHus.mHdekumeii HBV.

Pna>kkn

Pe3ynbTaTbl HEKOTOPbIX TECTOB MOLYT CONPOBOXAATLCA WH(hopmaumeii B
none conaxku (Flags). Bonee nogpobHas MHopMaLma 0 Pa3HOBUAHOCTSX
hNaxKKOB, KOTOpble MOryT MOSBAATLCA B 3TOM MOse, COAEPXUTCS B
PykosogcTtse no akcnnyatauum-euctemsl ARCHITECT, Pasgen 5.

OrPAHMYEHWA MPOLUEAYPLI

* Ecmm pesynbtathl Tecta ARCHITECT HBsAg Qualitative I Confirmatory
He cornacyloTcsl € KIUMHWUYECKMMMW AaHHbIMW, [/1 NOATBEPXAEHUS
pe3ynbTaToB PeKOMeH/YeTCs A0no/HNTEIbHOe TeCTUpOBaHNe.

¢ B uenax AnarHoCTVKW. OCTPO U XPOHWYECKON WMH(EKUMN pesynbTaTbl
aHanMsa [O/KHbl PaccMaTpuBaThbCs € y4eTOM WcTopun  GOnesHu
naumeHTa 1 ApyriMu-Mapkepamu renatuta.

* OG6pasupl, MoNy4YeHHble OT NaUMEeHTOB, KOTOpble  NPUHUMA/N
neKapcTBEHHble (MpenapaTbl, W3roTOBNEHHbIE U3  MOHOKIOHA/IbHbIX
MbILUMHBIX aHTUTEN;<B ANArHOCTUYECKUX WM TepaneBTUYeCcKUX LEensx,
MOryT cofepXarb YenoBeyeckne aHTutena NPoTUB MbIWNHBLIX aHTUTEN
(HAMA).2223 IcenefosaHue Takux 06pasuoB B TecTax (Takux/ Kak
ARCHITECT HBsAg Qualitative Il Confirmatory), ncnonb3ytowmx HAMA,
MOTYT NPUBOAUTH K OLLIMGOUHBIM 3HAYEHUSIM.

Peructpamnua MU B Pocagpasuansope
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leTepothunbHble aHTUTENa B CbIBOPOTKE KPOBW YenoBeka MOryT
pearupoBaTb C UMMYHOr/106yNMHaMu peareHTta, WHTepdepupysa..c
in vitro MMMyHOaHa/IM30M.2" MaLUMeHTbl, HaxoAsLMecs B MPUBLIMHOM
KOHTaKTe C XXWMBOTHbIMM /IMGO C NPOAYKTAMU W3 CbIBOPOTKU KPOBU
XUBOTHbIX, Hanbonee 4acTo noasepralTca Nofo6HOMY BO3AEWCTBUIO,
pe3ynbTaTbl TECTOB A1 HUX MOFYT [EeMOHCTPMPOBaTb aHoMallbHble
3HaueHns. s onpefeneHns TOYHOTO AuarHo3a MoXeT noTpe6osarbes
[IONONHUTENbHAS NHChopMAaLWA.

Bonee nogpo6Has uMHOpMauus MO OrpaHWyYeHnaM =, 06pasLoB
copepxutca B pasgene CBOP OBPA3LIA U MOArOTOBKA K AHA/IN3Y
[laHHOW MHCTPYKLMM NO NPUMEHEHMIO.

CNEUNOPNYECKNE PABOYNE XAPAKTEPUCTUKW
PesynbTaTbl aHa/IM30B B OTAE/IbHbIX /1a60PATOPUAX MOFYT OT/MYaTbCS OT
NPUBEAEHHbIX JaHHbIX.

roareep>kaawwuii aHanms o6pasLoB, peakTUBHbIX Ha HBsAg

c

fnomowblo  Tecta ARCHITECT HBsAg /Qualitative W 6bino

npoaHann3mposaHo 7505 o6pa3uoB, KaTeropuu -e6pasuoB YykasaHbl B
Tabnuue Huwke. Bcero 338 o6pasLoB, KOTOpble BBIANNPOTECTMPOBAHbI B
Tecte ARCHITECT HBsAg Qualitative II Confirmatory gnsa nogresepxaeHus
Hannuna HBsAg, 6binn onpepfeneHbl kak MOBTOPHO peakTuBHble. B 332
13 338 MOBTOPHO peakTVBHbIX 06pasyoB (98,22%) Hanuune HBsAg
66110 noaTBEepxAeHo. OcTanbHble 6 06pasLoB 6blIM NPOTECTUPOBAHbI

[

1Cnosb3oBaHNeM KomMmepveckoro Tecta Ha HBsAg. YeTbipe ob6pasua

6binN onpefeneHbl Kak He peakTBHble 1 A4BA 06pa3ua 6bln onpeaeneHsb
Kak NMOBTOPHO PEaKTUBHbIE W HENOATBEPXAEHHbIE. [laHHble NpuBeAeHbl B
Tabnuue Hmuxe.

ARCHITECT
ARCHITECT HBsAg HBsAg Qualitative
N Qualitative Il Il Confirmatory
Ob6Lee Konnuectso Konnuectso
Kon4yecTBo peakTUBHbIX noaTBeprkaeHHbIX
Tectu- o6pasuos o6pasyoB*(%
pyeMmbix (% ot obuiero peakTUBHbIX
Karteropus ob6pasuos Kon-Ba) o6pasLoB)
Bcero goHopos 1 (16,67%)
KpoBH 5401 6 (0,11%)
Anarxoctuueckme g gq 17 (1,13%) 161= (94,12%)
nayneHTbl
MpegsapuTtensHO

oTo6paHHble

0, 0,
HONOKUTENEHBIE 311 311 (100,00%) 311 (100,00%)
Ha HBsAg
[MoTeHumansHo
NHTepepupyto- 294 4= (1,36%) 4= (100,00%)
e BelecTea
Bcero 7505 338 (4,50%) 332 (98,22%)
a O6pasey cudTaeTcsa MNOATBEPXKAEHHbIM, €Cc/nu  curHan o6pasua,

T

o

KOTOpBbIA /He-0Obin HeliTpanusoBaH (MHKy6GUMPOBAHHOMO C MaTepuasiom
Ans  npedBapuTenbHoli  06paboTkm  Pre-Treatment 2) Bbilue uwan
paBeH MOPOroBOMY 3HayeHuto (S/CO s 0.70), u 3HaueHne RLU
HeliTpa/iM30BaHHOro obpasua CHMxaeTcsi no kpaiiHeii mepe Ha 50% no
CpaBHEHWO C 06pa3LOM, KOTOpbIV He Gbl1 HEATpann3eBaH,

B wncenepoBaHun 6bln nonydeH oavH abeppaHTHbIN (pesynbTar. Bes

yyeTa . abeppaHTHOrO pesynbTata KOJIMYECTBO  MOATBEPXKAEHHBIX
o6pastios 6b110 15 (88,24%).
O6pasLbl OTHOCWAUCL K KaTeropusMm  Bupyca.. MMMyHogeduumuTa

denoseka (HIV-2) 1 XeHLWmnH Bo 2~ TpumecTpe 6epemMeHHOCTH.

AHajInTU4eckaa 4yBCTBUTE/IbHOCTb
AHa/inTuyeckan 4yBCTBUTENIbHOCTb Oblfa OLeHeHa ' flyTeM npoBeAeHns
CepuiiHbIX pasBefeHuii 2-ro MexzayHapoaHoro €raHaapTa ana HBsAg

BeemupHoli OpraHusauuv 3papasooxpaHeHus; (BO3)

(nogTvn adw2,

reHotun A, koa NIBSC 00/588). O6bem passegeHwWii Bapbuposan ot 0,010
80 0,5 ME/mn. PassefeHus, nokasaslive MOBTOPHYIO PeakTUBHOCTb B
TecTe ARCHITECT HBsAg Qualitative I (2G22); 6binv nNpoTecTMpoBaHbl
Tpemsa cepuamu peareHtoB ARCHITECT HBsAg-Qualitative II Confirmatory
Ha AByx aHanusatopax (1 /2000sr v 1 /I000sr). B faHHOM nccnefoBaHumn

C

6bI10  NOATBEPAXEHO,
peakTMBHOCTb B TecTe ARCHITECT HBsAg Qualitative I,

nomouwbto Tecta ARCHITECT HBsAg Qualitative 1l Confirmatory
uTo BCe pasBefeHUs, nokasaBliMe MOBTOPHYIO
ABNSIOTCS

NON0XNTEIbHbIMU.
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http://www.fda.gov/BiologicsBloodVaccines/

NMPNNOXEHWNE
K uHCTpykuum no  npumeHeHuto  ARCHITECT HBsAg kauyecTBeHHbIli |l
noaTeepxaatowmnii peareHt (ARCHITECT HBsAg Qualitative Il Confirmatory Reagent)

Aana Poccun
TPAHCIOPTUPOBKA

Vi3genve pekomeHAyeTCs TPaHCMOpTWPOBaTL Npu Temnepatype 2-8'C. Uspenve
oCTaeTcs CTabU/bHbIM /10 OKOHYAHWA CPOKA FOAHOCTY, yKa3aHHOTO Ha ynakoBke. Mpu
TPaHCNOPTUPOBAHUN C HapyLIEHMEM TEMNEPATYPHOTO PeXxnMa usgenne He NoAnexuT
npuMeHeHntio  TPaHCNOPTUPOBKA OCYLIECTB/ISIETCA BCEMW BUAaMu TpaHcnopta B
KPbITbX TPAHCMOPTHBLIX CPeACTBaX B COOTBETCTBUM C MpaBuUiamMu NepeBo3Kn rpysos,

AEACTBYIOWMMI HA KaX/OM BuAe TpaHcropTa.
FTAPAHTUMHBIE OBA3ATE/IbCTBA

NpPoOu3BOANTE b FapaHTUPYET, YTO NPY NPaBUILHOM XPAHEHUN 1 06paLeHn n3aenve
0CTaeTCs CTaGUbHLIM [j0 NCTEYEHUS CPOKA FOAHOCTN MaKcUMasibHbI CPOK FOAHOCTU
MeJULMHCKOTO u3fienus He Gonee 12 mecsueB C AaTbl NpoussoacTBa. W3pgenue,

Xp. A C Hapy pernameHTUPOBAHHOIO MNPOU3BOAUTENEM PeXuma,

NPUMEHEHMIO He NOANEXUT.
TEXHWYECKOE OBC/TY>XVUBAHWNE
He TpebyeTtcs.

TEKYLW WA PEMOHT

He TpebyeTtcs.

OAHHBIE ana YTUAN3SALUNN N YHUUYTOXEHNA
MEAVNLUNHCKOTO N3AENNA

MeANUMHCKOE M3Aenue yTUAUSNPYIOT W YHUUTOXAOT B COOTBETCTBUM €.MPaBunamu
obpaweHns ¢ Meguun<ckumn *OTxopamu,  pernameHTupytowmmues  CaHluH
2.1,7.2790-10 oT .'12.12.2010-«CaHnTapHo-3nuaemMuonoruyeckne/ Tpebosanus
06paLLeHNIO C MEAULIMHCKUMI OTXOAaMU».

Heo6xo04UMo, CNefoBaTh HALUMOHA/bHLIM CTaHAapTaMm Npu nepegaye)u yTunvsauyuu
M3Jenns, ero KOMMOHEHTOB U YNakoBKM.

NMEPEYEHb CTAHOAPTOB, KOTOPbIM COQOTBETCTBYET
MEAULMUHCKOE U3AENUNE

98/79/EC, EN ISO 9001, ISO 1348S, EN ISO 18113-1,-EN ISO 18113-2
MOTEHUMWANBHbBIM MOTPEBUTE/b

MpodeccnoHanbHblii Nob3oBatesb

NHOOPMALNA O HANNYN B MEOUUWNHCKOM N3OENNN
NEKAPCTBEHHOIO CPEACTBA

He copepxut

CTEPW/IBHOCTb
MocTaBnseTca B HecTepunbHOM Buae CTepunu3auua nepes NpUMEHEHWEM He
TpebyeTca.

NHO®OPMALNA 0 BO3MOXHOCTU NMOBTOPHOTO
NMPUMEHEHWA

He nognexuT NoBTOPHOMY MPUMEHEHNIO,
MATEPUAblI XXNBOTHOTIO-[IPONCXOXAEHNA

MaTtepuasnbl XWBOTHOTO MPOWNCXOXAEHWA MNpPOBEPeHbl W PUCKN NpuMeHeHnsa MU
ykasaHbl B [MacnopTte 6e3onacHocTu flacnopTa 6€30NacHOCTU MOXHO HaliTu Ha caiiTe

www.abbottdiagnostics com v o6patuteck K MECTHOMY NMpeAcTaBUTeto.
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3660TT VipnagHus, Ten; +353 43 3331000
[OwnarHoctrnyeckoe nogpasgeneHve dakc:+353 43 3331001
PUHUCKNUH BusHec lMapk,

Cnaliro, NpnaHaums

MognucaHo: /noanucaHo/ Jata: 21 anBaps 2020 r.

Peituen XaHHOH (Rachel Hannon),

CneumnanuncT no HOPMaTMBHO-MPaBOBOMY, PEFYNNPOBAHUIO
3660TT NpnaHgus,

JdnarHoctuyeckoe nogpasfeneHue

®uHUCKNMH busHec lMNapk,

Cnaiiro, Mpnanans

/MevaTb: TOPFTOBAAMANATA CRANTO (MHK)
NOANVHHOCTb 3ACBUAETEABCTBOBAHA JOBPOCOBECTHO
YnonHomMmo4veHHoe fivuo /nognueaHo/ 27.01.2020 r./

/MeuaTu! TOPTOBASAMANATA CNANTQ (MHK)
3ABEPEHHbBINECEPTUDUKAT O MPOUCXOXAEHWNW/

/MopanucaHo/ 21 aHBaps 2020.T.

Peiiuen XaHHoH (Rachel Hannon)

TekcT B AOKyMeHTe «/HCTPYKUUS MO=NPUMEHEHMIO» HA aHI/INACKOM U PYCCKOM
A3bIKAX=A0/IHOCThIO COBMNaJAET.

MepeBOn C aHI/IMACKOIO f3blKa JHA PYCCKMA $3bIK BbIMNOMHEH, MEpPEeBOAYNKOM
LUasrHeBbIM NNbE AnekceeBnyem.
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Poccuiickaa ®eaepaums. Fropos Mocksa.

OfvHHaauaToro eBpans Ase ThicAYN ABaALATOrO rosja.

A, bopoHuHa EBreHusi BnagumuposHa, BPEMEHHO MCnofHAKWAaA 0693aHHOCTM HOTapuyca
r. MockBbl baxTagse 3nbmupbl HOpPbEBHbI, CBUAETENLCTBYHD MNOAJ/IMHHOCTL  NOAMNMCK
nepesogunka LWatHeBa MnbLu AnekceeBnya.

Mognucb caenaHa B MOEM MPUCYTCTBUN.
JINYHOCTb NoANMCaBLLEro AOKYMEHT yCTaHOB/EHa.

3apernctpupoBaHo B peectpe: Ne77/52-H/77-2020
B3bickaHo no Tapudy 100 py6.

YnnayeHo 3a okasaHue ycnyr npaBoBOro M TeXxXHMYECKOro xapakrepa: -

E.B. bopoHuHa

Bcero npotiHypoBaHo, npoH~n1*posaHo”
n ckpenne!®
BPVO
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Abbott Ireland Diagnostics Division, Tel.
Finisklin Business Park, Fax
Sligo, Ireland

+353 43 3331000
+353 43 3331001

Abbott

I, Rachel Hannon, Regulatory Affairs Specialist, Abbott Ireland Diagnostics/BDivision |,
Finisklin Business Park, Sligo, Ireland, hereby certify that the attached documents that
keep the number of pages indicated below are the Instruction for Use. These-documents
are in a full accordance with actual manuals of manufacturer.

A, Paliyen XaHHOH, Cneuuanuct perynsTopHoro otgena, 3660TT [AuarHocTuyeckoe
Mopgpasgenenve WpnaHgus, ®uHuckamH busHec Mapk, Cnairo, WpnaHgus (Rachel
Hannon, Regulatory Affairs Specialist; Abbott Ireland Diagnostics Division, Finisklin
Business Park, Sligo, Ireland), HacToAWwMM yAOCTOBEPAD, YTO nNpuiaraembole
[OOKYMEHTbI B HUXENpUBeAEeHHOM 06beMe CTpaHul, ABNAIOTCH ~UHCTPYKUUAMU MO
NPUMeHeHnt0. 3T [OKYMEHTbl  MOJIHOCTbKO ~ COOTBETCTBYIOT  (PAKTUYECKOW
OOKYMEHTALMW NPOU3BOAUTENS.

VHCTpYKUMA No NnpuMeHeHUId Ha mefguumHckoe usgenve (Instruction for Use for
medical devise)

ARCHITECT HBsAg kayecTBeHHbI |l NoATBepXalOmunin pyyHor pasbaBuTesb
(ARCHITECT HBsAg Qualitative 11 Confirmatory Manual Diluent)

Ho TekCTy WHCTPYKUWW BCTPEYAlOTCA BapWaHTbl , HAMMEHOBAHWNA MeAULUHCKMX
U3LeNNiA, NpuBeLeHHbIe, B Tabnuue HWXe, KOTOPbIESABNAIOTCA CrpaBes/iMBbIMU Y
paBHO3HauyHbIMK (Instruction for Use includes the followings true and equivalent short

names of medical devices listed in table):

HaunmeHoBaHu
e Ha

aHrNUncKom

HauwmMeHoBaHWEe MEJUUMHCKOFRO ' N3AENNSA Ha
PYCCKOM A3blKe

CoKpaweHHoOe
HavMeHOBaHue

(no TekCTy

A3blKe LOKYyMeHTa)
ARCHITECT ARCHITECT HBsAg kauyecTBeHHbIAi Il peareHT ARCHIFECT
HBsAg (ARCHITECT HBsAg Qualitative 1l Reagent) HBsAg
Qualitative I Ka4€CTBEHHbI i
Reagent Il peareHT

ARCHITECT

ARCHITECT HBsAg-KayecTBeHHbI Il kanubpaTtopsbl

ARCHITECT

HBsAg (ARCHITECT HBsAgQualitative Il Calibrators) HBsAg
Qualitative 1 Ka4yeCcTBEHHbI
Calibrators Il kanubpaTtopsl
ARCHITECT ARCHITECT HBsSAQ kauecTBeHHbIli Il KoHTponu JARCHITECT
HBsAg (ARCHITECT HBsAg Qualitative Il Controls) HBsAg
Qualitative 1l KayeCcTBEHHbI
controls Il KoHTpONK
ARCHITECT ARCHITECT HBsAg Ka4yeCTBEHHbI I ARCHITECT
HBsAg nogTBepxpawwmii peareHT (ARCHITECT HBsAg HBsAg
Qualitative Il Qualitative fl’€Confirmatory Reagent) Ka4yeCcTBEHHbI N
Confirmatory 1

Reagent noaTeepxXxpawT

Peructpanna MU & PocampaBHamsope
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Abbott Ireland Diagnostics Division, Tel. +353 43 3331000
Finisklin Business Park, Fax +353 43 3331001
Sligo, Ireland

Abbott

ARCHITECT ARCHITECT HBsAg Ka4yeCTBEHHbI I Il ARCHITECT
HBsAg noTBepXAato W nii py4YHoOiQi pasbaButens HBSsSAQ
Qualitative I (ARCHITECT HBsAg Qualitative Il Confirmatory KauyeCTBEHHbIN
Confirmatory Manual Diluent) 11
Manual Diluent nogTBepXaatoLy
nia pyyHoi
pasbaBuTenb
Cocras:
# Title Number
of pages
1 Instruction for Use for thetARCHITECT HBsAg Qualitative Il 2
Confirmatory Manual Diluent with ADDENDUM for Russia.
2. WHcTpykumsa no npumereHntio «ARCHITECT HBsAQ KayeCcTBEHHbI 3

Il noaTeepXxatowniipyuHoii pas6asutens (ARCHITECT HBsAg
Qualitative Il Confirmatory Manual Diluent)» ¢ NMPUJIOXXEHMEM
ansa Poccuu.

Signed: Date: 5i\

Rachel Hannon,
Regulatory Affairs Specialist
Abbott Ireland/Diagnostics Division

Finisklin Business Park, Sligo, Ireland authovise”
CERTIFICATE

N

SUGO CHAMBER OF COMMERCE (INC)
CERFFIED CORRECT IN ALL GOOD FAITH

bl oWK Ic  Adthorised Official
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ARCHITECT
SYSTEM

HBsAg Qualitative Il
Confirmatory Manual Diluent

INTENDED USE

The ARCHITECT HBsAg Qualitative II Confirmatory Manual Diluent is
used for manually diluting specimens for testing on the ARCHITECT
i System using the ARCHITECT HBsAg Qualitative Il Confirmatory Reagent
Kit. Refer to the ARCHITECT HBsAg Qualitative Il Confirmatory Reagent
package insert and the ARCHITECT System Operations Manual for
additional information.

CONTENTS
1 bottle (100 mL) manual diluent (manual diluent[) containing
recalcified human plasma. Preservatives: ProClin 950 and sodium azide.

PRECAUTIONS
. fivd ]

« For In vitro Diagnostic Use

)I( CAUTION: This product contains human sourced and/or
potentially infectious components. Refer to the CONTENTS section
of this package insert. No known test method can offér-complete
assurance that products derived from human sources or-inactivated
microorganisms will not transmit infection. Therefore, “alls human
sourced materials should be considered potentially :infectious. It is
recommended that these reagents and human specimens be 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.

The manual diluent contains human plasma that is nonreactive
for HBsAg, HIV-1 Ag or HIV-1 RNA. anti-HIV-1/HIV-2, anti-HCV, and
anti-HBs.

IwmwwGi SENSITIZE* Warning: May cause an allergic reaction.

The following warnings and precautions apply-to the Manual Diluent:

<

WARNING: Contains methylisothiazolones.

H317 May cause an allergic-skin’reaction.

Prevention

P261 Avoid breathing mist /)vapours / spray.

P272 Contaminated wark clothing should not be allowed
out of the workplace.

P280 Wear protective gloves / protective clothing / eye
protection.

Response

P302+P352 IF ON SKIN: Wash with plenty of water.

P333+P313 If skin irritation or rash occurs: Get medical advice /
attention;
P363 Wash contaminated clothing before reuse.

This material and its_container must be disposed of in a safe way.

(CONTAINS; AZiDEI €ontains Sodium Azide. Contact with acids liberates
very toxic gas.

Safety Data Sheets are available at www.abbottdiagnostics.com/or
contact your local“representative.

Pernctpannsg MU & PocagpaBrapsope
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STORAGE

* ~ARCHITECT HBsAg Qualitative Il Confirmatory Manual Diluent is
stable until the expiration date when stored and-handled as directed.

«=,Do not use past expiration date.

¢ | ARCHITECT HBsAg Qualitative Il Confirmatory:Manual Diluent must be
stored at 2-8'C in an upright position and may be used immediately
after removal from 2-8'C storage.

, 8¢

>c I

PREPARATION FOR USE
The ARCHITECT HBsAg Qualitative Il Confirmatory Manual Diluent is liquid
ready-to-use. No preparation is required.

SPECIMEN DILUTION PROCEDURE
Refer to the ARCHITECT HBsAg Qualitative Il Confirmatory Reagent
package insert for the specimen dilution procedure.

BIBLIOGRAPHY

1 US Department of Labor, Occupational Safety and Health
Administration, 29 CFR Part.1910.1030, Bloodborne pathogens.

2. US Department of Health) and Human Services. Biosafety in
Microbiologicaland Biomiedical Laboratories. 5th ed. Washington, DC:
US Government Printing Office; December 2009.

3. World Health Organization. Laboratory Biosafety Manual, 3rd ed.
Geneva: World Health:Organization; 2004.

4. Clinical and Laboratory, Standards Institute. Pmtection of Laboratory
Workers from OccupationallyAcquired Infections: Approved Guidelihe-
Third Edition. CLSI Document M29-A3. Wayne, PA: Clinical and
Laboratory Standards Institute; 2005.
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ADDENDUM
to the Instruction for Use ARCHITECT HBsAg Qualitative |l Confirmatory Manual
Diluent (for Russia)

SHIPPING

Recommended shipping conditions fordevice 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.

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  2.1.7.2790-10 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 aceordance
with local regulations.

LIST OF APPLICABLE STANDARDS

98/79/EC. EN ISO 9001, ISO 13485, EN I1SO 18113-1, EN ISO 18113=2
POTENTIAL USER

Professional user

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.

Perucrpanus MH B PocagpaBragzope
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ARCHITECT
SYSTEM

HBsAg Qualitative Il
Confirmatory Manual Diluent

HA3HAYEHWNE

PyuHoli pasbasutens ARCHITECT HBsAg Qualitative Il Confirmatory
Manual Diluent ncnonb3yetcs npu py4yHoOM pa3BefeHun o6pasuoB s
TecTupoBaHusi Ha cuctemax ARCHITECT i System c ncnosnb3oBaHuem
Habopa peareHToB ARCHITECT HBsAg Qualitative Il Confirmatory.
[JlononHuTenbHas  MHQOPMaLUA  COAEPXMTCA B UHCTPYKUUM MO
npumeHeHunto k peareHTy ARCHITECT HBsAg Qualitative Il Confirmatory
Reagent n B PykoBogcTBe no akcnayatauun cuctembl ARCHITECT.

COJAEPXWMOE

1 chnakoH (100 M) py4Horo pasb6asuTens
(lmanual diluent]), COAEPXUT peEKaNbLUHUPOBAHHYIO MNasMy KpoBu
yenoseka. KoHcepsaHTbl: ProClin 950 v a3ug Hatpus.

MEPbI MPEAOCTOPOXHOCTWN
« jlVDj
e [N AMarHoCTUKM In Vitro

BHUMAHWE: [aHHblii NpoaykT coaepxuT 6uomatepuans
uenoBeka W/MAN NOTEHLMANBbHO WH(EKLUMOHHbIE KOMMNOHEHTbI. Cwm.
pasgen COJOEPXVMOE paHHONW WHCTPYKUMM MO NPUMEHEHWIO.
HM OAMH M3 WN3BECTHbIX MEeTOOB TecTUPOBaHWUS. He MoxeT
rapaHTMpoBaTb, YTO MOJIlyYeHHble OT YesnioBeka “APOAYKTbl WM
MNHaKTUBMPOBAHHbIE MWKPOOPraHU3Mbl He MNEepeHOCAT, WMHMEKLMIo.
MoaTomy Bce MaTepuasibl, NOJyUYeHHbIE OT YenoBeka, CAegyeT cuntarb
NOTeHUMaNbHO  MH(EKUMOHHbIMKA.  PekoMeHayeTcst ob6paliatbcs
C 9TUMM peareHTamum W o6pasliamMu YefoBeKa B COOTBETCTBUM
co CraHAapTOM [/11 TeMOKOHTaKTHbIX NaTOreHoB YnpasfieHus
CLWA no oxpaHe TpyAa W npoMmbiluneHHol rurnene (OSHA)™ Mpu
pa6oTe ¢ MaTepuanamu, CoAepXaliyMu WAu NpefnonoXuTeNbHO
cofiepXallMn NHEKLMOHHbIE areHTbl, CrieflyeT-cobnofatb npasunna
6106€e30nacHOCTN, YPOBEHb 2%, WM [ApyFue COOTBETCTBYHOLLME
npasuna 6uo6esonacHocTN *.

PyuHoli pasbaBuTenb COAEPXWUT MnasMy, KpoBM YenoBeka, He
peakTnBHyt0 Ha HBsAg, HIV-1 Ag mnneHIV-1 RNA, aHTu-H1Y-1/H1Y-2,
aHTU-HCV 1 aHTn-HBs.

jwMiwwoiSBtsrnzEBI Mpepynpexaenue;
annepruyeckylo peakumo.

Cnepgytowve  npegynpexgeHus i, Mepbl
OTHOCATCS K pa3baBuTeno PyyHOro passefeHus:

MoxeTt BblI3blBaTb

NPeAoCTOPOXHOCTH

MPEAYNPEXAEHWE: CogepXvuT MeTUIN30TUa30/I0HbI.
H317 MoxeT BbI3biBaTb asl/IEPTUYECKYI0 KOXHYIO peakLuio.

MpepoTtBpalleHne

P261 W36eratb BAbIXaHs TymaHa/napos/aspo3o/eil.

P272 He BbIHOCUTB 3arpA3HEHHYI0 ofexay ¢ paboyero
mecTa.

P280 Monb3oBathcs 3alMTHBIMKU NepyaTkamu/3alnTHoOn
opexaou/cpecTBaMN 3alnThl rnas.

PearunposaHune

P302+P352 MPU MNOMNALAHUN HA KOXXY: MpoMmbITb 601bLUNM
KO/TNHECTBOM BOfbl.

P333+P313 [lpu pasgpakeHun KOXW Uin NosiB/IEHUN CbiMun:
obpartntbea K Bpady.

P363 BbICTMpaTb 3arpA3HEHHYI0 ofexay nepej
Aa1bHERLLNM 1CMob30BaHNEM.
YTunusupyiite  copepxumoe/KoHTeiiHep B COOTBETCTBUM  C

caHuTapHbiMu Hopmammn Pdp (CanlMuH 2.1.7.2790-10 ot 09.12.2010).
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CMOTpUTe BblfesieHHble U3MeHeHNs
Pepakumns: ceHTa6pb 2013 1.

¢ [eontains; a21PE| CofepxuT asng Hatpus. MNpy KOHTakTe ¢ kucnotamm
BbICBOGOX/AAETCA BbICOKOTOKCUUHBIN ras.

» " Tabnuubl chakTopos pucka [OCTYMHbI Ha caiite
www.abbottdiagnostics.com, unu o6palyaiitecb k'CBoOeMy MeCTHOMY
npeAcTaBuTenio.

XPAHEHWE

e Tpy npaBWnbHOM XpaHeHUM W obpalleHun. ' pyyHoil pasbasuTenb
ARCHITECT HBsAg Qualitative Il Confirmatory Manual Diluent
0CTaeTcs CTabUbHLIMW [0 UCTEYEHUS CPOKA rOAHOCTM.

* He ncnonb3yiite nocne ncteyeHns Cpoka rofHOCTU.

e XpaHuTe pyyHoii pas6asutens ARCHITECT HBsAg Qualitative
Il Confirmatory Manual Diluent ‘npy 2-8*C B BepTUKa/IbHOM
nonoxeHun. Ero MoXHo Mcnonb3oBaTb cpasy Mocsie U3BneveHus us
xonoaunbHuka (2-8‘C).

I 1
2C

noAroToBKA K NCMNOJIb3OBAHNIO

PyuHoit pasbasuTtens ARCHITECT, HBsAg Qualitative Il Confirmatory
Manuai Diluent noctaBnsieTca BXKUAKOM BUAE, rOTOBbLIM K 1CNO/Ib30BaHMIO.
He TpebyeTca NoAroToBKM K UEMONb30BaHUIO.

NMPOLUEAYPA PA3BEJEHUA OBPA3LOB

Mpoueaypa passefeHns 06pasLoB onucaHa B WHCTPYKuMW nNoO
npumMmeHeHunio k peareHTy-ARCHITECT HBsAg Qualitative il Confirmatory
Reagent.

BUNBNNOTIPAPUNA

1 US Department of  Labor, Occupational Safety and Health
Administration, 29 CFR Part 1910.1030, Bloodborne pathogens.

2. US Department of Health and Human Services. Biosafety “in
Microbiologicaland Biomedical Laboratories. 5th ed. Washington, DC:
US Government Printing Office: December 2009.

3. World Health\Organization. Laboratory Biosafety Manuai. /3rd ed.
Geneva: World Health Organization; 2004.

4. Clinical and-Laboratory Standards Institute. Pmtection of Laboratory
Workersfmm Occupationally Acquired Infections: Approved Guideline-
Third Edition. CLSI Document M29-A3. Wayne, PA: Clinical and
Laboratory Standards Institute; 2005.
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NPNNOXEHWE

K wnHCTpykuun no npumeHeHnto ARCHITECT HBsAg KayecTBEHHbIN 7]
noaTeepxaamowmnii  pyyHoli pas6aButens (ARCHITECT HBsAg Qualitative |

Confirmatory Manual Diluent) gns Poccumn
TPAHCIOPTMPOBKA

Vi3genve pekoMeHAyeTcs TpaHCMopTWpoBaTb npu Temnepatype 2-8“C. U3penue
OCTaeTCsi CTabUbHbIM [J0 OKOHYaHUS CPOKA FOHOCTU, YKa3aHHOro Ha ynakoske [pu
TPaHCNOPTUPOBaHWUM C HapyLIEHUEM TEMNEPATYPHOTO PeXuMa U3genue He nognexut
npuMeHeHuto. TpaHCMOPTMPOBKA OCYLWECTBNSETCA BCEMW BUAAMW TpaHCrnopta B
KPbITbIX TPAHCTMOPTHbLIX CPeACTBax B COOTBETCTBUM C NpaBu/iamMu NepeBO3Ku rpy3os,

[AEACTBYIOWNMM HA KaXAOM BUAE TpaHcnopTa.
FTAPAHTUNHBIE OBA3ATE/NIbCTBA

NpPoOuU3BOANTE b TAPAHTUPYET, YTO NPY NPaBUILHOM XPaHEHU 1 06paLieHn n3aenve
OCTaeTCsi CTabUNbHbIM 0 UCTEYEHUS CPOKA FOAHOCTU. MakcuMasibHbI CPOK rOAHOCTY
MeIMLMHCKOTO u3genusi He 6onee 12 MecsueB C AaTbl NPOM3BOACTBA. M3aenwe;
XPaHWBLIEECS C HapyWeHWEM PernamMeHTUPOBAHHOIO MPOU3BOANTENIEM PEeXUMA,
MPUMEHEHWNIO HEe MOANEXNT.

TEXHWYECKOE OBCNY)XWUBAHWE

He TpebyeTtcs.

TEKYLWWA PEMOHT

He TpebyeTca.

AAHHbIE ana YTUNN3ALUNN n YHUYTOXEHNA
MEANLMHCKOrO NU3AENNSA

MeAnLMHCKOE M3enne yTUIN3NPYIOT U YHNUTOXaIOT B COOTBETCTBMW. C Npasuiamu
obpauleHnsi Lt Me~UMHCKUMKU  OTXOAamu, pernameHTupylowmmucs  Caulux
2.1.7.2790-10",pT 1.2.175010* .«CaHuUTapHO-anugeMunonornyeckne |TpebosaHua k
o6paLieHunio (AMefULUHCKUMUATXO4aMM».

Heo6x0AnMO KieaoBar}? AHauMoHa/IbHLIM CTaH4apTam npu nepeaade u ytunusauum
M34enns, ero KOMMOHEHTOMN 1 YNakoBKU.

NMEPEYEHb CTAHAOAPTOB, KOTOPbIM .COOTBETCTBYET
MEAUUVHCKOE U3LENNE

98/79/EC. EN ISO 9001. ISO 13486. EN ISO 118113-1, EN ISO 18113-2
MOTEHUWA/IbHbIA NMOTPEBUTE/b

MpodeccnoHasnbHbI Nonb3oBaress

MH®OPMALIMA O HANNYNN B MEQUVLIMHCKOM U3AENNN
NEKAPCTBEHHOIO CPEACTBA

He copgepxut

CTEPUNIBHOCTb

Mocta4nsetcs B HeCTePUNbHOM Buae. CTepUNU3auUUsA nepes NPUMEHEHUEM He
TpebyeTca.

NH®OPMALINA O BO3MOXHOCTKN MOBTOPHOTO
NMPUMEHEHWA

He nognexuT NoBTOPHOMY MPUMEHEHUIO.

MATEPWANBLI XXNBOTHOTO NMPONCXOXAEHWNA

MaTepuanbl XUBOTHOTO MPOVCXOK/AEHUS NPOBEPeHbl U PUCKU NpUMeHeHus MW
ykasaHbl B MacnopTe 6e3onacHoCTy: MacnopTa 6e30MacHOCTI MOXHO HaliTn Ha caiite

WWW abbottdiagnostics.com nau.o6patutecb K MECTHOMY NpeacTaBUTesto.
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3660TT NpnagHus, Ten: +353 43 3331000
[narHoctmnyeckoe nogpasgesneHve ®dakc:+353 43 3331001
PUHUCKNNH BusHec Mapk,

Cnaiiro, VipnaHgus

MoanucaHo: /noagnmcaHo/ Jata: 21 aHBapa2020 r.

Peliyen XaHHoH (Rachel Hannon),

Cneunannct No HOpMaTUBHO-MPaBOBOMY - PETYIMPOBAHULIO
2660TT VpnaHaus,

[unarHoctuyeckoe nogpasgenexHve

®uHucknnH bnsHec Mapk,

Cnaiiro, NpnaHgus

/MeyaTb: TOPFOBAAMANATA CNANTO (MHK)
noaTMHHOCTbL BACBUNWAETEABCTBOBAHA JOBEPOCOBECTHO
YnonHomo4eHHoe nmyo /noanueaHo/ 27.01.2020 r./

/MeyaTB=TOPFOBAA MANATA CNAUFO (MHK)
3ABEPEHHBIA-CEPTUOUNKAT O MPOUCXOXOEHWWN/

/MoanncaHo/ 21 aHBapsa 2020 .

Peiiuen XaHHoH (Rachel Hannhon)

TekcT B AOKYMeHTE «MHCTPYKUUS [O. NPUMEHEHMIO» HA aHI/INACKOM U PYCCKOM
A3bIKaX=MO/IHOCThIO COBMNAaJAET.

MepeBOO C aHI/IMACKOTO fA3blKarjHA PYCCKMA A3bIK  BbINOMHEH MNEepPeBOAYNKOM
LLlaTHeBbIM NNbE AnekceeBnyem.
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Poccuiickaa degepauns. fopog Mocksa.

OfvHHaauaToro espans e ThicAYN ABaALATOrO roga.

91, bopoHuHa EBreHus BnagmmunpoBHa, BpeMeEHHO UCMONHAKLWAaa 0693aHHOCTM HOTapuyca
r. MockBbl baxTagse 3nbmMupbl HOPbLEBHbI, CcBUAETENLCTBYD NOAJ/IMHHOCTL  ROANMCH
nepesofuuka LatHeBa Vnbu Anekceesuya.

Moanuck caenaHa B MOEM NPUCYTCTBUN.
JINYHOCTb NoAMMCaBLLEro JOKYMEHT YCTaHOB/IEHA.

3apeructpupoBaHo B peectpe: Ne77/52-H/77-2020 -
B3bickaHo no Tapudgy 100 pyo6.

YnnayeHo 3a oKasaHue yc/yr NpaBoBOro U TeXHNYECKOro xapakrepa: --

E.B. bopoHuHa

Bcero n
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