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We, EKVITESTLAB LLC, having a registered office at Velyka Vasylkivska
street 114, Kyiv, 03150, Ukraine assign SRL SANMEDICO having a registered
office at A. Corobceanu street 7A, apt. 9, Chisinau MD-2012, Moldova, as
authorized representative in correspondence with the conditions of directive
98/79/EEC.

We declare that the company mentioned above is authorized to register,

notify, renew or modify the registration of medical devices on the territory of the
Republic of Moldova.
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Design, development, production, storage and sale of ELISA kits for in vitro diagnostics
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Declaration of Conformity

According to annex Il of the Council Directive 98/79/EC on in vitro diagnostic medical device
We,

EKVITESTLAB LLC

Velyka Vasylkivska St. 114, Kyiv, Ukraine, 03150, tel. 0(800)31-89-87; +38 (044)334-89-87
e-mail: info@equitest.com.ua, web-site: www.equitest.com.ua

Declare under our sole responsibility that the following in vitro diagnostic medical devices
other than those covered by annex Il and devices for performance evaluation

EQUI HAV IgM - ELISA kit for the qualitative detection of IgM antibodies to
hepatitis A virus, REF EI-031

Meet the provisions of the Council Directive 98/79/EC concerning medical devices which
apply to them.

Undersigned declares to fulfill the obligations imposed by Annex Ill section 2 to 5:

- availability of the technical documentation set in Annex Ill (section 3), allowing the
assessment of conformity of the product with the requirements of the Directive.
the manufacturer shall take necessary measures to ensure that the manufacturing
process follows the principles of quality assurance as appropriate for the products
manufactured (Annex Ill section 4).
the manufacturer shall institute and keep up to date a systematic procedure to review
experience gained from devices in the post-production phase and to implement
appropriate means to apply any necessary corrective actions (Annex Il section 5).

Conformity assessment was performed according to Article 9 (7) and Annex lll, section 3.
Our current Quality System is formatted to international standards:

e 1SO 13485:2016 «Medical devices — Quality management systems — Requirements
for regulatory purposes»
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Corporate Contact Information

EKVITESTLAB LLC

Velyka Vasylkivska St. 114, Kyiv, Ukraine, 03150
tel. 0(800)31-89-87; +38 (044)334-89-87
e-mail: info@equitest.com.ua

RESPONSIBLE PERSON’S name: Anna Yurchuk
Position: Director

SIGNATURE :

Date : October 25, 2021

/i European Authorized Representative:

- “EKB”EGU\ f Registered Address:

R\ o serdsass /5 Obelis s.a.

' Bd. Général Wahis 53

B-1030 Brussels, Belgium
Phone: 32.2.732.59.54
Fax: 32.2.732.60.03
E-mail: mail@obelis.net

Representative: Mr. Gideon ELKAYAM (CEO)

Attachments — DoC IVD All Others — ID # 00208017 — V1 — 08/11/2017
Page 2 of 2


mailto:info@equitest.com.ua

HAV IgM

ELISA kit for the qualitative detection of IgM
antibodies to hepatitis A virus

Instruction for use
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EQUI HAV IgM

ELISA kit for the qualitative detection
of IgM antibodies to hepatitis A virus

1. INTENDED USE

The «EQUI HAV IgM» is ELISA kit intended for the qualitative detection of
IgM antibodies to hepatitis A virus in human serum or plasma by enzyme-linked
immunosorbent assay (ELISA) to diagnose acute hepatitis A. The testing procedure
is designed for both manual arrangement with automatic pipettes and standard
equipment, and for automated «open» immunoassay analysers.

Target group: blood or organ donors; pregnant women and children born to
infected mothers; patients with symptoms of liver disease.

Usage: ELISA kit is used in clinical diagnostic laboratories, blood transfusion
stations, as well as in other institutions working in the field of in vitro diagnostics.

2. CLINICAL SIGNIFICANCE

One of the most common foodborne infections is hepatitis A. The hepatitis
A virus (HAV) causes acute liver disease, which can be mild or severe. Unlike
hepatitis B and C, this hepatitis does not become chronic, but can lead to acute
liver failure, which is characterized by high mortality.

Hepatitis A virus is a small shellless RNA virus from the Picornaviridae family.
It is characterized by being highly stable in different environments and can be
stored at + 4 ° C for several months, but becomes inactive after 5 minutes at 100 °
C. The virus replicates in liver cells, and then is released through the bile into the
environment with the fecal masses of the infected person. The cellular immune
response to HAV infection leads to the destruction of hepatocytes, liver dysfunction
and the development of symptoms, typical for other types of hepatitis.

Acute hepatitis A, even with the clinical manifestations, does not differ from other
viral hepatitis. Therefore, serological markers of infection are used for diagnosis,
namely the detection of specific antibodies to HAV antigens. IgM antibodies are
detected in the serum 1-2 weeks after infection, with the onset of symptoms or a
few days before. In the maximum titer of anti-CAA IgM are detected in the jaundice
period, after that their level gradually decreases. In most patients, specific IgM
ceases to be detected after 6 months, and may occasionally circulate in the blood
for more than a year. IgG antibodies to HAV antigens begin to be released shortly
after IgM antibodies and stay in the blood throughout life. Also, specific IgG is
produced after a vaccination. Detection of IgG antibodies to CAA indicates the
formation of a stable immunity due to infection or immunization.

3. ANALYSIS PRINCIPLE

Detection of specific IgM antibodies to hepatitis A virus in the «kEQUI HAV IgM»
ELISA kit is based on the principle of «IgM capture» of solid-phase ELISA in a two-
stage incubation. Monoclonal antibodies specific for human IgM immunoglobulins
are adsorbed into the wells of the plate. During the first step of incubation of the
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test samples in the wells of the ELISA plate, IgM immunoglobulins, if present in the
samples, bind to monoclonal antibodies in the solid phase. The wells are washed to
remove unbound components, leaving only specific antibody-antibody complexes.
A mixture of HAV antigen and peroxidase conjugate of HAV-specific antibodies
that bind to solid-phase immune complexes is then added. Unbound components
are removed during washing. Immune complexes are detected by adding a solution
of chromogen 3,3, 5,5-tetramethylbenzidine (TMB) with hydrogen peroxide. After
a 30-minute incubation, the reaction is halted by adding a stop solution. Optical
density (OG) in the wells is determined on a spectrophotometer at a wavelength of
450 / 620-695 nm. The intensity of the yellow color is proportional to the number
of antibodies in the sample.

4. MATERIALS AND EQUIPMENT
4 1. Contents of the ELISA kit

STRIPS

CONTROL

CONTROLJ - |

DIL|[SAMPLE

CONJ[11x]

[DIL[CONJ

SOLN[TMB]
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1x96
wells

1x0,25 ml

1x0,6 ml

1x13 ml

1x1,3ml

1x13 ml

1x13 ml

Microplate

Each plate well is coated with monoclonal antibodies
specific for human IgM immunoglobulins. The wells are
detachable. After the first opening, store unused strips
in the package at 2-8 °C for a maximum of 6 months
Positive control

The solution of human IgM immunoglobulins crosslinked
with monoclonal antibodies specific for horseradish
peroxidase, with a preservative (pink). Store at 2-8 °C
Negative control

Negative human serum with a preservative (yellow).
Store at 2-8 °C

Serum dilution solution

Buffer solution with monoclonal antibodies to human
IgG, milk extract, detergent and preservative (brown).
Store at 2-8 °C

Conjugate (11x concentrated)

11-fold concentrate of conjugate of antibodies to
hepatitis A virus with horseradish peroxidase in buffer
solution with stabilizers (purple).

Dilute the conjugate (11x) 1:11 with the conjugate
dilution solution before use (eg 100 pl concentrate +
1 ml conjugate dilution solution, enough for 8 wells).
Diluted solution should be stored at 2-8 ° C for no more
than 1 day

Conjugate dilution solution

Buffer solution of inactivated hepatitis A virus antigen
with detergent and preservative (yellow). Store at
2-8°C

TMB solution (ready to use)

TMB solution, H,O,, a stabilizer, a preservative

(colourless). Store at 2-8 °C
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Washing solution TWEEN (20x concentrated)
20-fold phosphate buffer concentrate with Tween-20
(colourless). Dilute TWEEN detergent (20x) at 1:20 with
distilled or deionized water (e. g., 5 mL of concentrate +
95 mL of water for 8 wells) before use. Store the diluted
solution at 2-8 °C for a maximum of 7 days

Stop Solution (ready to use)

[SOLNJSTOP 1x13ml 0.5 mol H,SO, solution (colourless). Store at 2-8 °C

[TWEEN[WASH[20x] 1 x 50 ml

The ELISA kit also includes adhesive films (2 items), sample application plan (1
item), checklist, and instruction for use.

4.2. Optional reagents, materials and equipment

Automatic single and multichannel pipettes 10-1000 pL, tips, volumetric
laboratory glassware (10—1,000 mL), deionized or distilled water, thermostat at
37 °C, automatic or semi-automatic plate washer, spectrophotometer (reader) for
microplates at450/620-695 nm, appropriate containers for potentially contaminated
waste, timer, filter paper, disposable powder-free gloves, disinfectants.

5. PRECAUTIONS AND SAFETY

5.. Precautions
Besuretoreadtheinstructionsforuse carefullybeforethetest. The validity ofthe test
results depends on strict following of the test procedure.

— do not use the ELISA kit components after the expiry date;

— do not use for analysis or mix components of different batches, components
of kits for different nosologies, or reagents from other manufacturers with the
«EQUI HAV IgM» ELISA Kit;

— do not freeze the ELISA kit or its contents;

— after using a reagent, close each vial with its cap;

— when washing, control filling and complete aspiration of solution from the
wells;

— use a new pipette tip each time you add samples or reagents;

— prevent direct sunlight from reaching the reagents from the ELISA Kkit;

- solution must be colourless before use. Do not use the solution if
its colour is blue or yellow. Avoid contact of with metals or metal
ions. Use only clean glassware thoroughly rinsed with distilled water;

— do not use reagents with colour not in line with para. 4.1;

— under no circumstances should the same glassware be used for conjugate
solution and [SOLN[TMB];

— do not evaluate the test results visually (without a reader);

— any optional equipment that is in direct contact with biological material or kit
components should be considered contaminated and requires cleaning and
decontamination;

—the ELISA kit includes materials for 96 tests. Dispose of the used components
as well as any remaining unused components.
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5.2. Safety requirements

— all reagents in the ELISA kit are for laboratory professional use for in vitro
diagnosis only and may only be used by qualified personnel;

— conduct the tests in disposable powder-free gloves and goggles only;

—do not eat, drink, smoke, or apply make-up in the test room;

— do not mouth-pipette the solutions;

— controls from the «<EQUI HAV IgM» ELISA kit have been tested and
found to be for anti-HIV1/2, anti-HCV and anti-Treponema pallidum antibodies
and HBsAg negative; however, controls and test samples should be handled as
potentially hazardous infectious materials;

—someofthekitcomponentscontainlowconcentrations ofharmfulsubstancesand
can damage skin or mucoga. In case of contact of [SOLN[TMB], [SOLN[STOP| and
conjugatesolutionwithmucousmembranesorskin,immediatelywashtheaffected
area with plenty of water;

— in case of spillage of acid-free solutions, e. g. sera, treat the surface with a

disinfectant solution and then wipe dry with filter paper. Otherwise first
neutralize acid with sodium bicarbonate solution and then wipe the surface dry
as described above.

5.3. Waste inactivation and disposal

—the liquid waste must be inactivated, for example, with hydrogen peroxide
solution at the final concentration of 6% for 3 hours at room temperature,
or with sodium hypochlorite at the final concentration of 5% for 30
minutes, or with other approved disinfectants;

—thesolidwastemustbeinactivatedbyautoclavingatatemperature notless
than 132°C;

— do not autoclave the solutions that contain sodium azide or sodium
hypochlorite;

—disposal of inactivated waste must be conducted due to national laws and
regulations.

6. STORAGE AND STABILITY

ELISA kit is stable up to the expiry date stated on the label when stored
at 2-8°C. The kit should be transported at 2-8°C. Single transportation at a
temperature up to 23°C for two days is possible.

7. SAMPLE COLLECTION, TRANSPORTATION AND
STORAGE GUIDELINES

Collect blood from the vein into the sterile test tube. Test tube must be marked with
patient ID and date of sample collecting. Blood before serum separation can be
stored at 2-8 °C for 24 hours, avoiding freezing.

Serum or plasma can be stored at 2-8 °C for maximum 3 days. Frozen serum
can be stored for longer periods of time at -20 °C or -70 °C. Thaw frozen samples
and keep them at room temperature for 30 minutes before use. After thawing,
the stir samples to achieve homogeneity. Avoid repeated freezing-thawing cycles
for test samples. If serum (or plasma) is turbid, remove insoluble inclusions by
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centrifugation at 3000 rpm for 10-15 minutes. Do not use serum samples with
hyperlipidemia, hemolysis, and bacterial growth.

Transport serum samples in insulated containers. To do that, put closed
labelled tubes in a plastic bag, tightly seal it and place in the centre of an
insulated container.Put the frozen cold packs on the bottom, along the side
walls of the insulated container and on top of the serum samples.

8. REAGENT PREPARATION

NOTE! It is very important to keep all ELISA kit components for at least 30 min
at room temperature 18-25 °C before the assay!

8.1. Microplate preparation

To prevent water condensation in the wells, keep the for 30 minutes at a
room temperature before opening. Open the vacuum pack, detach the appropriate
number of wells, and carefully pack the remaining wells with a desiccant and store
tightly zip-locked at 2-8 °C. Storing the packed plate this way ensures its stability
for 6 months.

8.2. Washing solution preparation

To prepare detergent, dilute TWEENIWASH[20x] at 1:20 (1+19) with distilled or
deionized water and stir. E. g., 5 mL of concentrate + 95 mL of water, which is
enough for 8 wells. If there are crystals present in the detergent concentrate, heat
the vial at 37 °C until the crystals dissolve completely (15-20 minutes). Store the
diluted solution at 2-8 °C for a maximum of 7 days.

8.3. Conjugate solution preparation

Working dilution of the conjugate is prepared as follows: dilute
(purple) in a clean vial of solution (yelow) in the ratio 1:11 (ie, 1 + 10), the
solution turns green. For example, for 8 well analysis add to 1 ml 100 pl
[CONJ[11x]. The solution of the conjugate in the working dilution is stable during the
day when stored at 2-8 °C.

9. ASSAY PROCEDURE
9.1. Prepare the necessary number of wells (four wells for controls and a necessary
number of wells for test samples) and insert them into the ELISA plate frame.
Be sure to add control wells in every test run.
9.2.Fill in the sample application plan.
9.3.Prepare the detergent as per para. 8.2.
9.4.Add 90 pL of [DILISAMPLE] into each plate well.
9.5.Add 10 pL of controls and test samples into the wells:
— into well A1,
[CONTROL[ - | — into wells B1, C1 and D1,
and test samples into the remaining wells.
At the time of adding, the solution changes its colour from brown to blue.
Pipette the mix in the wells carefully to avoid foaming.
9.6.Cover the strips up with adhesive film and incubate for 30 minutes at 37 °C.
Edition 6, 01.11.2021 7/16



9.7.Remove and discard the adhesive film and wash all wells 5 times with
automatic washer or 8-channel pipette as follows:

— aspirate the content of all wells into a liquid waste container;
— add a minimum of 300 pl of diluted washing solution to each well, soak
each well for30 seconds;
— aspirate the content of all wells again. The residual volume after every
aspiration should be less than 5 pl;
— repeat the washing step 4 more times;
— after the final aspiration, eliminate extra moisture by tapping the plate
against a piece of filter paper.

9.8.Prepare conjugate solution as per para. 8.3.

9.9.Add 100 pL of conjugate solution into each well. Cover the strips with a new
piece of adhesive film and incubate for 60 minutes at 37 °C.

9.10. Following incubation, remove the film carefully and wash the wells five times as
described in para. 9.7.

9.11.Add 100 uLofintotheweIIs; donottouchthebottomandthe walls ofthe
plate wells.

9.12.Incubatethestripsfor30minutesinadarkplaceataroomtemperatureof18-25°C.
Do not use adhesive film at this stage.

9.13. Add 100 pL of [SOLNISTOP] into each strip well to stop the enzymatic reaction;
adhere to the same sequence of actions as when adding [SOLN[TMB]. At the
time of adding,the solution colour changes from blue to yellow, and clear
solution slightly changes its shade.

9.14.Measuretheopticaldensity (OD)ofthewellsat450/620-695nmwavelengthusing
an ELISA microplate reader within 5 minutes after stopping the reaction.
Pay attention to the cleanness of the plate bottom and the absence of bubbles
in the wells before reading.
Measurementatthe single wavelengthof450nmispossible,inthatcase, itis
neededtoleave one wellfor blank (onlySOLN[TMB|gand[SOLNISTOP| must be added
in blank well).

10. CALCULATION AND INTERPRETATION OF RESULTS

10.1. Calculation of results

Calculate the average OD of the negative control (Nc), Cut off (CO) and a sample
positivity index (IP

).

sample
Nc = (Nc1 + Nc2 + Nc3)/3;  CO=Nc +0,3

IP =0D,,, ./CO, where OD_

sample sample

olo is the OD sample.

m

10.2. Quality control (assay validation)
The test results are considered valid if they meet the following requirements:
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0D 21,2
[CONTROL| -] OD 0,150

where Ncn is the OD for each

[CONTROL[-]  Nc x 0,5 < Ncn < Nc x 2,0 NG run

If any of the OD values for the negative control is beyond the above interval, it
should be discarded, and Nc is calculated based on the remaining OD values for
the negative control. If several OD values for the negative control fail to meet the
above requirements, the test is considered invalid and requires a new run.

10.3. Interpretation of results

P> 11 POSITIVE
09<IP_ . <11 BORDERLINE*
P, .<09 NEGATIVE

sample

* Uncertain samples are recommended to be re-examined in two wells of the
ELISA kit. If the results are again uncertain, a new sample should be selected and
analyzed in 2-4 weeks. In case of repeated indeterminate results, such samples
shall be considered negative.

11. PERFORMANCE CHARACTERISTICS

11.1. Analytical performance characteristics

Precision of measurement
Intra assay repeatability

The coefficient of variation (CV) for two sera with different levels of specific
antibodies was evaluated in 32 replicates on one series of ELISA kits.

Sample No. oD, P, CV, %
37s/2 1,576 4,85 5,3
24s 2,462 7,57 4,3

Inter assay reproducibility

The coefficient of variation (CV) for two sera with different levels of specific
antibodies was evaluated for 4 days in 4 sets of analysis, 8 replicates in each
analysis.

Sample No. OD,, P, CV, %
37s/2 1,600 4,78 6,3
24s 2,463 7,36 71

Analytical specificity

The test results are not affected by bilirubin at up to 0.21 mg/mL (361.8 ymol/L),
haemoglobin at up to 10 mg/mL and triglycerides at up to 10 mg/mL (11.3 mmol/l)
present in the sample.
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11.2. Diagnostic characteristics

The diagnostic characteristics of the ELISA kit were evaluated by examining
a set of 30 samples containing IgM antibodies to hepatitis A virus, a set of donor
serum samples (188 samples) and samples of PHT202 Anti-Hepatitis A Virus
(HAVed) panel. Performance Panel (contains 8 positive and 13 negative samples) -
a total of 239 samples - was compared to similar commercial kits. For this set (239
samples) the relative sensitivity of the «kEQUI HAV IgM» ELISA kit is 100%, the
relative specificity - 100%, the percentage of coincidence - 100%.

12. LIMITATIONS OF ASSAY

A positive result in the «<EQUI HAV IgM» ELISA kit is the evidence that the
patient has IgM antibodies specific for hepatitis A virus. Anti-CAA specific IgM
antibodies are usually markers of active replication of hepatitis A virus.

In order to counteract the false-positive results caused by the presence of
autoantibodies specific for class G immunoglobulins (rheumatoid factor) in human
serum samples, the kit uses a special block component that prevents the formation
of immune complexes with anti-human antibodies in the solid phase.

The final diagnosis cannot be established solely on the basis of serological test
results. When making a diagnosis the results of a set of laboratory and instrumental
studies, as well as clinical manifestations of the disease should all be taken into
account.

13. DIFFICULTIES THAT CAN OCCUR DURING THE ASSAY

PROCEDURE
Possible reasons | Solution
High background in all wells
Contaminated washer Clean the washer head and rinse
according to the instructions for use
Poor quality or contaminated water Use purified water with specific
resistance = 10 MQ - cm
Use of poorly washed glassware Use chemically clean utensils
Use of chlorinated disinfectants Do not use chlorine disinfectants
Use of contaminated tips Use new tips
Increased incubation times or change Adhere to the incubation regime
in the temperature conditions according to the instructions for use
High background in a row of wells
Repeat application of TMB solution TMB solution should be applied
once
Contamination of the automatic pipette Clean the pipette and dial carefully
nozzle with conjugate solution liquid
Contamination of one of the Clean the flush channel, rinse
washer’s channel washer
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Received OD of the positive control is below the border value

One of the reagents (conjugate
solution or TMB solution) was not
prepared in a correct way or was not

Re-conduct ELISA, pay attention to
the correctness of the introduction
of these reagents

added
Reduced incubation times at any Incubate according to
stage instructions for use

The colour density of the wells fails to meet the obtained optical
density value

This may suggest that the optical
beam has been displaced

Check the correct operation of the
reader

14. TECHNICAL ASSISTANCE AND CUSTOMER SERVICE
In case of technical problems, you can obtain assistance by contacting the

manufacturer.
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Manufacturer

Authorized Representative in the European Community
In vitro diagnostic medical device

Catalogue number

Date of manufacture
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Use by date
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Batch code

Temperature limit

Contains sufficient for <n> tests
Caution

Non-Sterile

Consult instructions for use
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ASSAY PROCEDURE SCHEME
Keep all reagents for 30 min at temperature18-25°C before use

Dispense 90 pl into the wells

(brown)

Add to 10 pl of controls and samples into the wells:

A1 —[CONTROL[ +], B1, C1, D1 —[CONTROL[-],
other wells — examined samples
(change of colour from brown to blue)

Cover strips with an adhesive film, incubate for 30 min at 37°C

Rinse the wells 5 times with prepared 1:20 (1+19) washing solution TWEEN
(300 pl per well)

Add 100 pl of prepared 1:11 (1+10) conjugate solution into all wells
(green)

Cover strips with an adhesive film, incubate for 60 min at 37°C

Rinse the wells 5 times with prepared 1:20 (1+19) washing solution TWEEN
(300 pl per well)

Add 100 pl of [SOLN[TMB] into all wells
Incubate for 30 min in the dark at 18-25°C

Add 100 pl of [SOLN][STOP] into all wells

(change of colour from blue to yellow)

Measure the optical density (OD) with an ELISA microplate reader at
450/620-695 nm

CALCULATION OF RESULTS
Nc = (Nc1 + Nc2 + Nc3)/3;

CO = Nc +0,3;

IPsampIe = ODsampIe/CO

Nc - the average value of OD 3-x [CONTROL[-]
CO - Cut off

IP - sample positivity index

sample

INTERPRETATION OF RESULTS
P, > 11 POSITIVE
09<IP,_ <11 BORDERLINE

P <09 NEGATIVE

sample
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NOBEepPXHOCTHOIro aHTUreHa Bupyca renatura B

NHCTPYKUMSA NO NPUMEHEHWIO

IVD “Wﬁﬁm L%R.om






EQUI HBsAg

NOA-Habop ons KayecTBEHHOro obHapyKeHMst MOBEPXHOCTHOIO
aHTWUreHa Bupyca renatuta B

1. HASBHAYEHUE

Habop «EQUI HBsAg» npegHasHayeH Ons KayeCTBEHHOro ObGHapyXeHus
NMOBEPXHOCTHOrO aHTureHa Bupyca renatuta B (HBsAg) B cbiBopoTke wunu
nnasMe KpoOBM 4enoBeka MeTogoM MMMyHodepmeHTHoro aHanusa (MOPA) ¢
Lenblo AnarHOCTUKKM renatuta B u ckpuHMHra goHopckon kposu. lNpouenypa
aHanus3a paccuMTaHa Kak ANd PyYHOM MNOCTaHOBKM C aBTOMaTU4eCKUMM
nuneTkamm n cTaHAapTHbIM 00OpyAoBaHWEM, Tak M ANS aBTOMaTUYECKOro
UMMYHO(EPMEHTHOro aHanm3aTopa «OTKPbITOro» Tuna.

LleneBas rpynna: JOHOPbI; NMUA-NOTPEBUTENN UHBEKLMOHHBLIX HAPKOTUKOB;
peunnmeHTbl KpOBU UMM OpraHoB; BepeMeHHble XEHLLMHbI; AeTU, POXAEHHbIe
OT MHMUUUPOBAHHBLIX MaTepewn; nuua, uHduumpoBaHHble BWY; naumeHTbl C
cumnToMmamu 3aboneBaHui NevYeHn; NauneHTbl remognanuaa.

MpumeHeHune: VIOA-Habop NpuMeHAeTCH B KMMHUYECKUX ONArHOCTUYECKUX
nabopartopusx, CTaHLMAX NepennBaHns KPOBU, a Takxe B APYTnX yYpexaeHusX,
paboTatowmx B obnactu in vitro ouarHoCTUKMW.

2. KMMHUNYECKOE 3HAYEHME

OpHMM 13 pacnpocTpaHeHHbIX 3aboneBaHuni nedeHn aengetcd renatut B. Ero
3TUONOrMYecKnin areHT — Bupyc renatuta B (BI'B). BB oTHOCKTCS kK CEMENCTBY
Hepadnaviridae n cogepxut geyxuenoyeyHyto OHK. NHdekumoHHOM dopmoii
BUpYyCa ABMAITCA Tak HasblBaeMble YacTuubl [denHa anameTtpom 42-49 nm, B
6enkoBOM COCTaBe KOTOPbIX OCHOBHBIMWU SIBNSAKTCHA MOBEPXHOCTHbLIA aHTUrEH
(HBsAg) n kopoBow aHTureH (HBcAQ).

KnuHunyeckas kapTuHa renatmta B He no3BonseT gmarHOCTMpoOBaTb €ro
ONVTernbHOEe BpeMs U OTAMYUTBL OT OPYrMX BMPYCHbIX renatuToB. [oaTomy ans
CKPVHMHIOBBIX UCCIIEA0BaHUN U NOATBEPXKAEHUS AMarH03a BaXkHyo ponb urpaet
nabopartopHas gnarHocTuka, 0CobeHHO BbisiBrieHMe aHTureHoB BI'B n aHTuTen
K HUM meTogoM UN®PA. lNMepBbIM U OCHOBHbIM MapkepoM renatuta B aBnsaetcs
HBsAg, nposBnsawwmincs B KpoBn Yyepes 3-5 Heagenb nocrie MHUUMpOBaHUS.
MpnbnM3nTeENbHO B TO XXe BpeMsi B KpOBU MOXXHO 0OHapyxuntb [JHK BI'B n HBeAg,
KOTOPbIA CYUNTAETCSH MapKepoM aKTUBHOW PENnMKauumn BUpYCca U «3apa3HoOCTU»
kpoBu. BO3 pekomeHayeT NpoBOANTbL NPOBEPKY BCEN LOHOPCKOM KpoBnHa HBsAg,
YTOOLI NPegoTBPaTUTL TPAHCMUCCUBHYIO Nepenady BI'B. Yepe3 2-3Hegenunocne
nosieneHnss HBsAg nosisnstoTtca aHtutena IgM k kopoBomy aHTureHy HBCAg, a
BCKoOpe nocne Hux — aHTn-HBcore IgG, 6bICTpO AocTUratwLLmMe BbICOKUX YPOBHEN.
BbizgopoBneHne oT ocTporo renatnta B conpoBoxgaeTcs BoiBeAEHNEM BMpyca
N3 opraHuama, nepectarT BbigBnaTbcad HBsAg n aHtn-HBc IgM, nossnstoTcs
aHTMTenak HBeAg. AHTuTena lgG Kk KOpOBOMY aHTUTEHY MEPCUCTUPYIOT B TEYEHUE
BCEWN XN3HU N SABMSOTCS MapkepoM MMELLErOCs UM NePEHECEHHOro renatuTa
B, MX ypOBEHb B KPOBU CHUXKAETCSA MeAEHHO. Yepes HECKONBbKO MecsiLEeB nocne
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ncyesHoBeHnsa n3 kposn HBsSAg HaumHaloT BbISBAATbCA aHTU-HBsS aHTUTEna,
CBMAETENbLCTBYOLIMNE O NMEPEHECEHHOM renatute B n Hanuumm nmmyHuteta. B
nepuop «CeporiorM4ecKkoro okHa» Mexay Bbisogom HBsAg 1 nosiBNeHnem aHTu-
HBs aHTuTen mapkepom uHdekuun BB aBnsawTca cymmapHble aHTuTena K
KOPOBOMY aHTUIEHY, TakXe MOryT NposiBnsiTbca aHTu-HBe aHTuTena.

Ecnv nocne octpoi asbl He MpPOMCXOAUT 3JNUMMHALMSA BUpyca U He
nosBnsatTcA aHTM-HBS aHTUTENa, passuBaeTcsa XxpoHndeckun renatnt B. HBsAg
npoJosnkaeT onpenenaTbcsa 6onee 6 MecsLUeB, €ro KOMYeCcTBO B KPOBU MOXET
3Ha4nUTENbHO KonebaTbes. Ha pennukaTMBHOWM CTaanm XpoHM4eckoro renatmuta B
Haxogutcs OHK Bupyca n HBeAg, aHtuten k HBeAg Her.

BO3 pekomeHayeT AnarHOCTUPOBATb OCTPbIA renatuT B npmn Hanuumm HBsAg
n antuten IgM k HBCAg, a xpoHunyeckuin — npu yctondnsom npucytctenm HBsAg
B TEYEHNE HE MEHee LLIECTUN MECSILEB.

MmaBHbIM  cpencTBOM  mpodunaktuku renatuta B aBngaetcs
BaKUMHaLUMA, peKoMeHOOBaHHasa B MepByl0 ovepeb HOBOPOXAEHHbLIM.
lNocrne BakuMHauuM opraHM3mMoM npoayumpyrTca aHTu-HBs aHTuTena
n dopmMmpyeTca MMMYHUTET Yy UL, HE COMpuKacaBLUMXCS C BUPYCOM
renatuta B. Hanuune aHTM-HBs anTuten Ha ypoBHe Oonee 10 U/
(ME/n) NnpyUHATO cumMTaTh HXKHUM NPenerioMm NpoTEKTUBHOIO UMMYHUTETA
BCneaCcTBME BakuMHaLMM UNu nepeHeceHHoro renaturta B.

3. NIPUHUWIM AHAJIN3A

O6HapyxeHne HBsAg B UDA-Habope «k EQUI HBsAg» BasmpyeTcsa Ha npuHuune
«C3HOBUY»-BapuaHTa TBepgodasHoro IOA B ogHoaTanHom MHKybauun. B nyHkax
nnaHweTa 3acopbupoBaHbl MOHOKMOHaNbHblE aHTuTena, cneumduryeckue
kK HBsAg. B kaxgytw nyHky gobasnstoTcs obpasubl CbIBOPOTKM MNU Nriasmbl
naumeHtTa M KoHbloraT cneumdumyeckmx Kk HBsAg aHTUTEn ¢ nepokcuaason
xpeHa. Bo Bpems uHkybaumm wuccriegyembix 06pasLoB M NepoKCUOA3HOro
KOHBblOraTa B NnyHkax nnaHweta HBsAg, npu Hanvyumn B obpasuax, cBa3biBaeTcs
Kak ¢ nepBbIMU aHTUTENaMu Ha TBEpAOK hase, Tak U CO BTOPbIMU aHTUTeNnamu,
KOHBIOrMPOBaHHLIMU C MEPOKCMOA30M XpeHa, obpasys «CIHOBUY» aHTUTENO
-aHTUreH-aHTMTeNno. HecBA3aHHble KOMMOHEHTbI YAANnsAwTCA NpU OTMbIBAHUN.
MMMyHHBIE  KOMMMeKkcbl OBHapyxuBalwTca nyTeM [fobaBneHus pacteBopa
xpomoreHa 3,3’,5,5-tetpametunderHsngmHa (TMB) ¢ nepekucbio Bogopona.
Mocne 30-MuHYTHOM WHKyBauMM peakuusi ocTaHaBnuBaeTcs [obaBneHuem
cton-pactBopa. OnTtudeckas nnotHocTb (Of1) B nyHkax onpegensieTca Ha
cnekTpodoToMeTpe npu AnuHe BonHbl 450/620-695 nm. IHTEHCUBHOCTb XXeNnTon
oKpacku nponopumoHansHa konnyectsy HBsAg B o6pasue.

4. MATEPWUAIIbl K OBOPYOOBAHUE

41. CoctaB Habopa

Pepakuus 8 ot 21.09.2021r. 4/16



1x96
NYHOK

STRIPS

CONTROLJ +] 1x1,6ml

CONTROL] -] 2x1,6ml

1x0,8 ml
1x8ml
1x13 ml

[TWEEN[WASH[20x] 1 x 50 ml

1x13ml

MnaHwet UPA

B  kaxpom nyHke nnaHweTta  3acopbupoBaHbl
MOHOKJIOHanbHble aHTuTena k HBsAg. JlyHku MOXHO
otaenatb. [locne nepBOro  OTKPBITMA  XpaHuTe
HEeUCNONb30BaHHbIE  CTpPUMbl B yNakoBKe  MNpu
Temnepatype 2-8°C He 6onee 6 mecsaueB

MO3UTUBHbIN KOHTPOIb

PacTBop NoBepxHOCTHOro aHTUreHa Bupyca renatuTta B
B Oydepe ¢ anbbyMVHOM U KOHCEPBAHTOM (PO30BbIN).
XpaHuTb Npu Temnepartype 2-8°C

HeraTuBHbIN KOHTPONb

HeraTnBHas cbiBOpOTKa KPOBM YENTOBEKA CKOHCEPBAHTOM
(kenTbI). XpaHuTb Npu Temnepatype 2-8°C

KoHntblorat (11x KoHUeHTpaT)

11-kpaTHbIN KOHUeHTpaT KOHBlOraTa
MOHOKJSOHasbHbIX aHTuTen K HBsAg c
nepokcuMgasom xpeHa B OydepHOM pacTBope CO
ctabunusatopamMm Un KOHCepBaHTOM (PMONETOBLIN).
Passectn koHwbiorat (11x) 1:11 pactBopom ans
pasBefeHus KoHblorata nepej  MCMNONb3oBaHuMeM
(Hanpumep, 50 pl koHueHTpaTa + 500 pl pacTBopa Aons
pas3BefeHus KOHblorata, AOCTaTtOYHO Ans 8 NYHOK).
PasbaBrneHHbIi pacTBOp XpaHuUTb Mpu TemnepaType
2-8°C He bonee 1 cyTokK

PacTtBop Ans pa3BeAeHusi KOHblOraTa

BydepHbii pacTtBop € 6enkamMu CbIBOPOTKM KPOBM
KPYMHOro poraToro ckota U UMMYHOrnofynMHaMm Mbilimv
C KOHCEPBaHTOM (p030BbIl). XpaHUTb Npu Temneparype
2-8°C

PactBop TMbB (roToB k uCnonb30BaHUI0)

Pacteop TMB, H,O,, cTabunusatop, KOHCEpPBaHT
(6becuBeTHbIN). XpaHuTb Npu Temnepartype 2-8°C

PactBop ans npombiBkn TWEEN (20x koHLeHTpaT)
20-KkpaTHbI  KOHUEHTpaT docdatHoro 6Gydepa ¢
TBuHoM-20 (BecuBeTHbIN). PasBectn pacTBop AN
npombiBkn TWEEN (20x) 1:20 auctnnnupoBaHHOW unu
AEeVoHN3NPOBaHHOM BOAON (Hanpumep, 5 ml koHUueHTpaTa
+ 95 ml Bogbl Ana 8 nyHok) nepea MCNOMNb30BaHUEM.
PasbaBrnieHHbIN pacTBOp XpaHWUTb Mpu TemnepaType
2-8°C He bonee 7 cyToK

CTon-pacTBOp (rOTOB K UCMOJIb30BaHUIO)

Pacteop 0,5 mol H,SO, (6ecuseTHbIf). XpaHUTb npu
Temnepartype 2-8°C

B cocTtaB Habopa BxogsaT: knenkasa nrnexka (1 wr.), cxema BHeceHns o6pasuos
(1 WT.), MNCT KOHTPONbHbIX UCMLITAHWUIA Y MHCTPYKLMSI MO NMPUMEHEHWIO.
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4.2.[lononHuTenbHble peakTUBbLI, MaTepuarnbl U 06opyaoBaHue

ABTOMaTMYECKME NUNETKM NepeMeHHoro oobema Ha 10—1000 pl u HaKOHEYHMKIK
K HuM, MepHasa nabopartopHas nocyga (10-1000 ml), gevoHn3anpoBaHHas
UM OUCTUNNMpOBaHHAA BoAa, Tepmolwenkep Ha 37°C wunu TepmocTaT Ha
42°C, aBTOMATMYECKMA WX MOSlyaBTOMATMYECKUA MPOMbIBATENb MNAHLIETOB
(Bowep), crnekTtpodoTomeTp (puaep) oNa MuKponnaHweToB Ha 450/620-695
NmM, COOTBETCTBYHOLLME KOHTEMHEPDI AN OTXOA0B NOTEHUMANbHO 3apa)XeHHOro
mMaTepuana, Tanmep, unbTpoBanbHas Gymara, ogHOpPa3oBble HEOMNyAPEHHbIE
nepyaTtku, Ae3nHduumnpyowme cpeacTaa.

5. MTIPEOOCTEPEXEHUE N TEXHUKA BE3OIMNMACHOCTHU
5.1. NMpepocTepexeHue

lNeped nposedeHuem aHanu3a 8HUMamesibHO 03HaKoOMbmech ¢ UHCMpyKyueu
no npumeHeHurw. J[locmogepHocmb pe3yfibmama 3asucum oOm YemKoz20
criedosaHus rpoyedype aHausa.

—He wucnonb3ynte KomnoHeHTbl WN®A-Habopa nocrne OKOHYaHWsA cpoka
rOAHOCTM;

— He UCnonb3ynTe BO BpeMS aHanu3a v He CMeLLMBaNTE KOMMNOHEHTbI pa3HblX
cepun, KOMMOHEHTbI N3 HABOPOB pa3HbIX HO30MOMUIN UMK peareHTbl APYrux
npounssoauTenen B coyetaHum ¢ Habopom «EQUI HBsAg»;

— He 3amopaxusante NPA-Habop nnm ero KOMMNOHEHTbI;

—rnocne WCnonb30oBaHWA peareHTa 3akpbiBaWTe Kaxabll ¢nakoH CBOEW
KPbILLKOM;

— BO BPeMS MPOMbIBAHUSA KOHTPOMNMPYMUTE HANOSTHEHME U NOJSTHYI0 acnupaLmio
pacTBopa 13 NyHOK;

— Kaxabl pa3 MCMNOMb3yNTe HOBbIA HAKOHEYHUK MUMETKU ONA BHECEeHUs
ob6pasLoB Unn peareHToB.;

—un3berante nonagaHus MNpsiMbIX COMHEYHbIX fyyern Ha peareHTbl NDA-
Habopa;

—[SOLN[TMB] gomxeH ObITb OeclLBeTHbIM nepen ucnonb3oBaHuem. Ecnu
pacTBOpP OKpalleH B CUHWIA UMK XKENTbIA LUBET, ero Hemnb3s UCrnonbL3oBarthb.
M3berante KOHTakTa C MeTannamuM UnM MOHaMM MeTannos.
[Onsa paboTbl MCNOMb3yNTE TOMBbKO YUCTYHO, TLIATENbHO BbIMNOMOCKAHHYHO
ONCTUNAMPOBAHHON BOOOW Nocyay;

— He UCMONb3yNTe peareHThl, LBET KOTOPbIX HE COOTBETCTBYET YKa3zaHHOMY B
nyHkTe 4.1;

—HW B KOEM criydae He UCMonb3ynTe Of4HY M Ty Xe nocyay ANns pcTBopa
KOHbtoraTa u [SOLN[TMB];

— He NpoBOAMTE BU3yarbHbIN y4eT pe3ynbraToB aHanunsa (6es ncnonb3oBaHus
puaepa);

— JononHuTenbHoe obopyaoBaHWe, Haxoasdluleecss B HENOCPeACTBEHHOM
KOHTaKkTe c OMonormyeckum martepuanom wunm KoMnoHeHTamu Habopa,
cUMTaeTCs 3arpsA3HEeHHbIM U HY>XAaeTcsl B o4nLLeHnn 1 obessapaxuBaHuu;
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— N®A-Habop npepHasHayeH ana 96 aHanmsoB. KOMMNOHEHTbI mnocne
NCMNONb30BAHUA M OCTaTKM HEUCMNOSIb30BaHHbIX KOMMOHEHTOB [OOJIXKHbI
ObITb YTUNN3NPOBAHDI.

5.2. TexHMKa 6e3onacHocTH

—BCe peareHTbl Habopa npegHasHa4yeHbl TONbkO Ans nabopaTopHOro
nNpoeccMoHanbLHOro MnNpPUMEHeHUs B in  Vitro OWarHOCTUKE W MOryT
NCNoNb30BaTbCs TOMbKO KBANMMUUMPOBaAHHLIM NEPCOHArNomMm,;

— NOCTaAHOBKY aHanu3a NpoBOAUTb TOMbKO B OOHOPA30BbIX HEOMyApEeHbIX
nepyaTkax u 3alnTHbIX OYKaXx;

—He [Jonyckaetcsi MpUMHMMAaTb MUy, MUTb, KYpPUTb UMM MNONb30BaTbCS
KOCMETUKOWN B KOMHATe NpOBEeAEHUS TECTa;

— He NUNeTUpOBaTb PacTBOPbI PTOM,;

—[CONTROL[+] WN®PA-Habopa «EQUI HBsAg» cogepXuT O4YULLEHHbI
MOBEPXHOCTHbIA  aHTUreH Bupyca renatmta B, BblgeneHHbIn C
WHaKTMBUPOBAaHHbLIM NPOrpeBaHNeM CbIBOPOTKU KPOBM YENOBEKa, B KOTOPOW
He Oblno o6HapyxeHo aHTuTen k BUY1/2, BI'C n Treponema pallidum, ogHako
paboTtaTtb C KOHTpPONeM criedyeT Kak C MOTeHUManbHO WHM(EKLMOHHbLIM
mMartepuanom;

—[CONTROL[-] WN®dA-Habopa «EQUI HBsAg» npoTecTMpoBaH W Mpu3HaH
oTpuuaTenbHbiM Ha HBsAg n aHtutena k BUY1/2, BI'C, Treponema pallidum,
ofHako obpalaTbCcs C KOHTPONEM U UccrnegyeMeiMy obpasuamu crnegyet
Kak C NoTeHUnanbHO ONacHbIM NHEKLNOHHBIM MaTepuanom;

— HEKOTOpble KOMMOHEHTbl Habopa cogepXaT HU3KMEe KOHLIEHTpaLumm
BpeOHbIX BELLECTB U MOTyT BbI3BaTb pa3paKeHne KOXu U cnnaunctbix. Mpu
nonagaHuu [SOLN[TMB] , [SOLN[STOP| u pacTBopa koHblorata Ha Crm3ucTble
UMM  KOXY, HeobxoAuMO HeMeAneHHO MNPOMbITb MOpPaXeHHoe MeCTO
6onbLUMM KONMNYECTBOM BOAbI;

— BCNny4ae pa3bpbi3rnBaHns pacTBOPOB, HE COAEPXKaLLNX KUCMOTY, HanpruMep,
CbIBOPOTOK, 0bpaboTaTb NOBEPXHOCTb AE3VHPUUMPYIOLUM CPenCcTBOM,
a 3aTeM Hacyxo BbiTepeTb unbTpoBanbHoW Gymaron. B uHom cnydae
KMCNOTYy HeobXo4MMO CHavana HenTpanuaoBaTb pacTBopoM bukapboHaTa
HaTpus, a 3aTeM BbITEPETb NOBEPXHOCTb, KaK ONUCAHO BhbiLLE.

5.3. UHakTMBauma u yTunmsauma oTxonoB

—XMAKMe oTxoAbl HeobXoOAUMMO WHAKTMBMPOBATb, HaMpMMep, PacTBOPOM
nepekMcn BOAOPOAA B KOHEYHOW KOHUeHTpauun 6% B TeyeHue 3 yacos
npy KOMHATHOW TemnepaTtype WM TUNOXIOPUTOM HaTpUA B KOHEYHOMN
KoHUueHTpauumn 5% B TedeHne 30 MUHYT unu OpyruMy paspelueHHbIMU
Oe3nHMUMpYOLWMMY cpeacTBamuy;

— TBEpAble 0TX0Abl CrieAyeT UHAKTUBMPOBaTb NyTEM aBTOKIABUPOBAHUSA Mpu
TemnepaType cTepununsaumm He MeHblle 132°C;

— He aBTOKNABMPYWTE pacTBOpPbI, cogepXallue a3ug HaTpus Unv rmnoxsopuT
HaTpwus;

— YTUNN3aUnN0 MHaKTMBUPOBAHHbLIX OTXOAOB NPOBOAUTH B COOTBETCTBUU C
OENCTBYHOLLNM HaLMOHaNbHbIM 3aKOHOAATENBCTBOM.
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6. XPAHEHVE U TPAHCINMOPTUPOBKA

NDA-Habop cTaburneH B Te4eHMe cpoka rogHOCTU, YKa3aHHOro Ha STUKETKE,
€CInn ero xpaHutb npu Temnepatype 2-8°C. TpaHcnopTupoBaTb Habop npwu
TemnepaTtype 2-8°C. [onyckaetca oOfHoOpas3oBasi TPaHCMOPTMPOBKA Mpu
TemnepaType He Bbilwe 23°C B TeYeHNe OByX CYTOK.

7. PEKOMEHOALIMU MO OTBOPY, TPAHCITIOPTUPOBKE U
XPAHEHUIO OBPA3LIOB

KpoBb Heobxoammo oTbupaTtb M3 BeHbl B CTEPUIbHYIO Npobupky. Mpobupka
JomkHa  ObiTb  NpoMapkupoBaHa C  yKasaHWMEM  MOEHTUMKALNOHHBIX
OaHHbIX NauueHTa u gatbl oTOopa obpasua. LlenbHylo KpoBb [0 OTAeneHus
CbIBOPOTKM MOXHO XpaHUTb 0 24 4YacoB npu Temnepatype 2-8°C, He gonyckas
3aMopaxKuBaHusl.

CbIBOPOTKY MNU nnasmy KPOBU MOXHO XpaHUTb nNpu TemnepaTtype 2-8°C He
6onee 3 cyTok. [lonyckaeTcs 6onee NpoAomKMTENbHOE XpaHEHNE 3aMOPOXXEHHOM
cbiBOpoTkM nNpu Temnepatype -20°C wnu -70°C. 33amopoxeHHble obpasLbl
nepes MCnonb30BaHUEM CrielyeT pa3mopo3uTb U BblAepXKaTb MPU KOMHATHOM
TemnepaTtype B TeudeHme 30 mMuHyT. [locne pasmopaxuBaHus obpasubl
cnepyeT nepemellatb Afs AOCTUXEHUS OOHOPOOHOCTU. M3berate NOBTOPHOrO
3aMopaxuBaHua-oTTanBaHus uccrnegyemblx obpasuoB. B cnyvyae noMyTHeHUs
CbIBOPOTKM (MNN Nna3mMbl) OCBOOOXOAKTCA OT HEpPaCTBOPEHHbLIX BKITHOYEHUN
ueHTpudyrnposaHmem npu 3000 o6/muH B TeveHne 10-15 muHyT. He cnepyet
ncnonb3oBaTb 06pasubl CbIBOPOTOK C BblpaXXEHHOW NUMUAEMUEN, FEMOSIN30M, a
Takxe 6akTepuarnbHbIM NPOPOCTOM.

OO6pasubl  CbIBOPOTOK  TpaHCMOpTMPOBaTb B TEPMOU3ONSALMNOHHBIX
KOHTenHepax. [1ns1 9TOro 3akpbiTble NPOMapPKMPOBaHHbIE NPOOMPKN HEOOXOANMO
NOMECTUTb B MONMATUIEHOBLIV NAKET, NIOTHO 3aneyvartaTb W NOSIOXUTb B LIEHTPE
TEPMOKOHTENHepa. 3aMOpOXeHHble XMajareHTbl MOMOXUTb Ha [HO BAOIb
DOOKOBbIX CTEHOK TEPMOKOHTENHEPA U HaKpbITb UMW 006pa3Lbl CbIBOPOTOK.

8. NOAIroTOBKA PEATEHTOB

lNMpumeyaHue: lNeped ucnonb3osaHuem 8bidepxume 8ce KOMNoHeHmMbl NDA-
Habopa npu kKoMHamHou memnepamype 18-25°C 8 mevyeHue 30 muHym!

8.1. NMoaroroBka nnaHweTta NPA
Ona npegynpexaeHus KOHAEHCAuuW BOAbl B JyHKax OTKpbIBanTe

TONbKO nocne BblaepxumBaHus 30 MUHYT NpyU KOMHATHOW TemnepaType.
PackponTe BakyyMHYI yNakoOBKY, OTAeNUTEe HEOOXOAMMOE KONMYECTBO MYHOK,
a ocTarnbHOe cpasy Xe TLWaTenbHO ynakymTe ¢ BraronornoTuTeneMm n xpaHute
NMOTHO 3akpbITbiIMM Ha 3aMok zip-lock npu Temnepatype 2-8°C. XpaHeHue
ynakoBaHHOro Takmm obpa3om nnaHweTta obecrneymBaeT ero cTabunbHOCTb B
TeyeHue 6 mecdueB:

8.2. MNpuroToBrneHne NPOMbLIBOYHOIoO pacTBopa

[nsa npurotoBrneHus pacteopa AN NpoMblBaHUA passeanTe [TWEEN]WASH[20x]
1:20 (1+19) [UCTUANUPOBAHHOM UMW OEWOHW3MPOBAHHOW BOAOW, MOTOM
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nepemeluante. Hanpumep, 5 ml koHueHTpaTta + 95 ml Bogbl, 4ero 4OCTAaTOMHO ANS
8 nyHok. NMpn HanNnuMn KPUCTannoB B KOHLEHTpaTe pacTBopa 4SS NPOMbIBaHMS
nporpenTe dhnakoH npu temnepaType 37°C [0 NOSTHOro pacTBOPEHNSA KPUCTANIOB
(15—20 muHyT). PasBefeHHbI pacTBOP MOXHO XpaHUTb nNpu Temnepatype 2-8°C
He bornee 7 CyTOK.

8.3. MpuroToBneHue pacTBopa KOHbIOraTa

Pabouee pa3BefeHmne KOHblOraTa roToBUTCS cnegyowmmMm obpasom: passeguTe
(dboneToBLIN) B YACTOM (hnakoHe pacTBOPOM (po3oBblit) B
cooTHowweHun 1:11 (To ecTb, 1+10), pacTBOp OKpaLLMBaeTCH B (PMONETOBbIN LIBET.
Hanpumep, ons 8 nyHok aHanusa go6asute go 500 pl [DILJCONJ] 50 ul [CONJ[T1xX].
PacTtBop KoHblorata B paboyem pasBefeHnn CTabunbHbIN B TeHEHUE CYTOK Mpu
yCrnoBun xpaHeHus npu temneparype 2-8°C.

9. MPOLEAYPA AHAJTIU3A
9.1.MNoaroToBbTE HEOOXOANMOE KONTMYECTBO NTYHOK AN1st aHanu3a (YeTbipe NyHKK
OJ151 KOHTPOIen 1 HeobXoaMMOe KONMYECTBO AN1sl uccriefyembix 06pasLoB),
BCTaBbTE MX B pamky nnaHweta NPA. JlyHkn ¢ KOHTponamn obasaTenbHO
BKJIHOYaMTE B KaXOY NOCTaHOBKY aHanmaa.

9.2. 3anonHuTe cxeMy BHeceHusi 06pa3uoB.
9.3. MNpurotoBbTe pacTBOp ANsi NPOMbIBaHUS B COOTBETCTBUM C NMYHKTOM 8.2.
9.4. MNpuroToBbTe pacTBOP KOHbIOraTa CornacHo NyHkTy 8.3.

9.5. BHecuTe B nyHkn no 100 yl kKoHTponen n nccnegyembix 06pa3uoB:
— B NyHKY A1,
[CONTROL[ -] — B nyHku B1, C1, D1,
B OCTalnbHbIE NTYHKM — nccnegyembie obpasupl.

9.6. BHecuTte B nyHkn no 50 pl pactBopa KOHbrata NoBepPX KOHTPOMEn u
uccriegyemblx obpasuoB. [nsg npefoTBpalleHnss KPOCKOHTaMWHauuu
00pasuoB BHECUMTE pacTBOP KOHblOrata, He KacasiCb COAEPXaHMUs MyHOK.
OCTOpPOXHO NOCTYKMBASA NO NfaHLWeTy, nepeMeLllanTe CMechb B JyHKax.

9.7. 3aknenTe CTpUNbl KINENKON MIAEHKON U UHKYOMpynTe B TedeHue 120 MuHyT
npn 37°C 1 NOCTOSAHHOM OpBUTaNbLHOM MNepeMeLLMBaHNN COAEPXKMMOro
nyHoK co ckopocTbto 300 06/MuH. UHKybayuo 0bpa3yo8 ¢ KOHbH2amom
8 nyHKkax MOA-nnaHwema MOXHO rnpogodums 8 meyeHue 120 MuHym npu
memnepamype 42°C 8 cmamu4yeckom pexxume. OOHaKo npu 3mom Moxem
HabnrlambCsl CHUXeHUe crieyucbuyHocmu aHanu3sa.

9.8.1M0 okoOHYaHWM MHKYBaLUKM akKkypaTHO CHUMUTE KIENKYI0 MAEHKY N MPOMONTe
NYHKN NATb pa3 C MCMOMb30BaHNMEM aBTOMAaTUYECKOro NpoMbIBaTENS UIK
8-kaHanbHOW NUNeTkM cnegytowmm obpasom:
— yaanuTe COAEePXMMOE FTYHOK B KOHTEMHEP ANS XUOKUX OTXOAOB;
— HanomnHWTe NyHKM cTpunoB He meHee 4em no 300 pl pactBOpom Ans
NPOMbIBaHUs, OCTaBbTe HE MeHee, YeM Ha 30 CeKyHp;
— acnupupyinTte pacTBop u3 nyHok. OcTaTouHbIi 06bem pacTBopa nocrne
KaXxgoro atana acnupaumm AOSIKEeH CocTaBnATb He 6onblue 5 yi;
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— MOBTOPUTE Npoueaypy NPOMbIBaHWS eLle NATb pas;
— nocne nocnegHen acnupauny n3baBbTechb OT NULLHEN BNaru, NoCTyKnBas
nraHwWeToM no unbTpoBarnbHoOm Gymare.

9.9.BHecute B nyHku no 100 pl [SOLN[TMB], HE KacasiCb AHA U CTEHOK NYHOK
nnadwerTa.

9.10. MukyBupynTte cTpunbl B TedeHne 30 MUHYT B TEMHOM MeECTE Mpu KOMHaTHOM
TemnepaTtype 18-25°C. He ncnonb3yinTe KNenkyo NieHKy Ha JaHHOM aTarne.

9.11. BHecute B nyHkm cTtpunos no 100 pl ONsi OCTaHOBKM
depMeHTaTUBHON peakLuu, NpUAEPKUBAsICb TOM XKe NocrneaoBaTenbLHOCTH,
YTO U NpU BHECEHUU [SOLN[TMB]. BOo BpeMsi BHECEHUS MPOUCXOANT UBMEHEHUNE
LBeTa pacTBopa C roflyboro Ha >enTbli, B TyHKax C Npo3payHbiM pacTBOPOM
HEe3HaYMTENbHO MEHSIETCS OTTEHOK.

9.12. NamepbTe Ha pugepe Oll B KaxOoW nyHKe npu AnvHe BonHbl 450/620-
695 nm B TeyeHne 5 MUHYT nocre OCTaHOBKM peakuuu. [o npoBeaeHus
namepeHusi ybegutecb B YMCTOTE BHELUHEW MOBEPXHOCTU OHA NYHOK WU
OTCYTCTBUM My3bIPbKOB.

Yyem pe3yrnbmamos aHasu3a MOXHO npogooums 8 0OHOBOSTHOBOM PEXUME
npu OruHe 80s1HbI 450 nm, 8 amom criyyae ocmagbme J1yHKY 011 yCmaHO8/1eHUS
bnaHka (8 makyto yHKYy 8Hecume moJibKo [SOLN[TMB] U [SOLN]STOP ).

10. YYET PE3YJIbTATOB U UX UHTEPMPETALMUA

10.1. YyeT pe3ynbTaToB aHanusa

Paccuntath cpeaHee 3HaueHue Ol HeraTusHoro koHTpons (Nc) yposeHb
rpaHnyHoro 3HadeHus (Cut off - CO).

Nc = (Nc1 + Nc2 + Nc3)/3;  CO = Nc + 0,07

10.2. KoHTponb AOCTOBEPHOCTU pe3ynbTaToOB aHanusa
[aHHble TecTa cuuTaloTCA [OOCTOBEPHLIMWU, €CMM OHU COOTBETCTBYHOT
cnegyowmm TpeboBaHusaM:

onz1,5
O <0,100

_ _ rae Ncn — Ol kaxpgoro
NTROL
[CONTROLI] N x 0,5 < Nen < NG x 2,0 o aropa No

Ecnu opgHo n3 3HayeHun Ol1 HeraTMBHOro KOHTPOJIA BbIXOOUT 3a npeaernbl
YKa3aHHOro Bbllle WHTEepBala, ero 0T6paCbIBaIOT n paccynTbiBako Nc no
ocTanbHbiM 3HaveHusam Ol HeraTMBHOro KOHTpOnn4. Ecnn ©Gonee opgHoro
3Ha4veHust Ol HeraTMBHOrO KOHTPONNA HE OTBEYaeT yKa3aHHbIM Tpe6OBaHI/IF|M, TO
TECT CHUTaAeTCA HEKOPPEKTHbLIM U Tpe6yeT NMOBTOPHOIoO npoBeageHnA.
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10.3. UHTepnpeTauua pe3ynbLTaToB
oD >CO MONOXUTESbHbIN

sample

° ,» TAe ODsampIe_ Orl
oD <CO OTPULUATENBbHbIN** obpasua

sample

* [epBOHa4YanbHO MOMOXUTENbHbIE 06pasubl AOJKHbI ObliTb MCCNeLoBaHbI
NoBTOPHO B ABYX nyHkax WM®A-Habopa «EQUI HBsAg». lMocrne MOBTOPHOro
TECTUPOBAHUSA MOMOXUTENBbHLIMU CcYMTaOTCA 06pasubl, ONTUYeckas NIOTHOCTb
KOTOpbIX XOTS Obl B OQHOM M3 MOBTOPOB MNpeBbIAET FPaHUYHOE 3HAYEHME.
Ecnv npu NnoBTOpHOM TECTMpPOBaHUM OMTMYecKas MAOTHOCTb obpasua B obomx
MOBTOpPaX HWXe rPaHNYHOrO 3Ha4YeHNs, Takon obpasel, cunTaTb OTpULATENbHbIM.

Pesynbratel onsa obpasuos, Ol KOTOpbIX paBHO rPAHUYHOMY 3HAYEHUIO UK
HaxoguTcs B npefenax +10%, cnegyeTt vHTepnpeTMpoBaTb OCTOPOXHO. Takue
obpasubl AOMKHbI BbITb NCCegoBaHbl MOBTOPHO B ABYX NyHkax Habopa «EQUI
HBsAg». Ecnn npu NOBTOPHOM TeCcTUpPOBaHUMU ODSarnple CHOBa HaxoauTcHa B
npegenax +10% rpaHM4yHOro 3HadeHws, cregyeT npoBecTu oTbop M aHanus
HoBOro o6pasua.

** OBpasLbl CO 3HAaYEHNEM OMTUYECKOW NNTOTHOCTU HUXKE TPaHMYHOIO 3HaYEHUS
cunTtatotcs otpuuaTenbHbivMu B UPA-Habope «k EQUIHBsAg». OgHako pe3ynbTarthl
B npegenax 10% HWXe rpaHMYHOrO 3HA4YeHus1 cnegyeT MHTeprnpeTMpoBaTh C
OCTOPOXXHOCTbIO (peKoMeHOyeTCsi MOBTOPHO MccnegoBaTb Takme obpasubl B
OBYX NyHKax Habopa NDA).

11. XAPAKTEPUCTUKU TECTA

11.1. AHanUTUYeCcKne xapakTepucTukun

MpeunsnoHHOCTb

Bocnpoussodumocms pe3ynbmamos 8 npedesiax 00HOU nocmaHOo8KU aHasu-
3a (Intra assay repeatability)

KoadpduuneHTt Bapmnaumm (CV) onst ABYX CbIBOPOTOK C pa3HOW KOHLIEHTpaLmen
NOBEPXHOCTHOIO aHTUreHa oueHnBann B 32 noBTopax Ha ogHon cepun NOA-
HabopoB.

Ne cbipoBOTKM on,, CV, %
2 1,809 3,3
45/15 0,922 3,7

Bocnpoussodumocms pe3ynbmamosg Mex0y pa3HbIMU 1ocmaHo8KaMmu aHasnu3a
(Inter assay reproducibility)

KoadhpmumenTt Bapuaumm (CV) ana ABYX CbIBOPOTOK C PasHbiM YPOBHEM
cneunuyecknx aHTUTen oueHumBanun B TedeHne 4 gHel B 4 nOCTaHOBKaxX
aHanusa no 8 NOBTOPOB B KaXXJOM aHanuae.

Ne cbIpoBOTKM OI'ICp CV, %
2 1,827 5,6
45/15 0,936 5,8
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AHanuTn4yeckas YyBCTBUTENbHOCTb

Mpegen 4yBCTBUTENbHOCTM aHanM3a no OOHapyXXEHU MOBEPXHOCTHOMO
aHTureHa Bupycarenatuta B onpegensanu Ha BputaHckom cTaHaapTHOM obpasue
07/288-010 gnsa HBsAg (HaunoHanbHbIA MHCTUTYT GUONOrMYECKUX CTaH4apTOB
CoepanHeHHoro koponesctBa, NIBSC) u nogTteBepxganum C UCMNONb30BaHUEM
Tpetbero MexayHapogHoro CtaHgapta ans HBsAg 12/226 (Third International
Standard for HBsAg, npousBoactea NIBSC). MNMpegen vyBctBUTENBHOCTU VDA-
Habopa «EQUI HBsAg» coctaBun 0,05 IU/ml (ME/mn).

AHanuTtnyeckas cneumdpuyHocTb

Ha pesynbrat aHanusa He BnusieT npucyTcTeBue B obpasue GunupybuHa B
koHueHTpauun go 0,1 mg/ml (172,3 pmol/l), remorno6uHa B KOHUEHTpauun oo 5
mg/ml v Tpurnuuepungos B KoHueHTpauuu go 10 mg/ml (11,3 mmol/ 1).

11.2. AnarHocTnyeckne xapakTepucTuKu

[Ona onpegeneHnst KIMHUYECKOW YyBCTBUTENMbHOCTM M CNEUUPUYHOCTM
HabopoB «EQUI HBsAg» ucnonb3oanu 57 o0pasuoB CbIBOPOTOK, NMOJTyYEHHbIX
OT NauMeHTOB C AnarHo3om renatuT B, n 294 obpasua CbIBOPOTOK KIIMHNYECKN
340pOBbLIX AOHOPOB (CepooTpuUaTenbHbIX MO OTHOLIEHUIO K BUPYCY renatuta
B). Kpome TOro, 6binn mcnonb3oBaHbl 0obpasubl M3 KOMMEPYECKUX MaHernen
npounssoacTBa «SeraCare Life Sciences» (CLUA). Mo pesynbratam aHanuaa
KnMHu4eckas YyBcTBUTENBHOCTL VIOA-Habopa cocTaBnaeT 100%, knnHnyeckas
cneundunyHoctb — 100%.

WccnepoBaHve xapakTepuCTMK MeToga MO CPaBHEHWMIO C  aHarlorm4yHom
KOMMEpPYEeCKOWN TeCT-CUCTEMON MPOBOAMIOCH Ha LEeneBon rpynne 6epemMeHHbIX
XeHwmH (171 obpasey). Ansa BbIOOPKUM GEpEeMEHHbIX >XEHLUMH OTHOCUTENbHas
cneundudHocTb coctaBnana 100%, npoueHT coBnageHmsi — 100%.

MNonoxutenbHasa nporHoctTuyeckas ueHHocTb (PPV) W®A-Habopa
«EQUI HBsAg» coctaBnsetr 100%, oTpuuaTenbHas MporHocTuyeckas
ueHHocTb (NPV) — 100%.

12. OrPAHNYEHUE AHAJIU3A

OTtpuuateneHbin pesdynbrat B MDPA-Habope «EQUI HBsAg» nokasbiBaeT, 4To
TecTupyembln obpasey He cogepxunt HBsAg nnu ero koHueHTpauusa Hmke 0,05
IU/ml (ME/mn). Mockonbky obpasel, moxeT cogepxatb HBsSAg B o4eHb HuU3KoM
KOHUEeHTpauuun, oTpuuartensHbli pedynerat B PA-Habope «EQUI HBsAg» He
NO3BOSISIET NOSTHOCTbIO UCKNIOYNTL MHULMPOBaHUE BUPYCOM renatuTa B.

Kpome TOro, B nutepatypHbIX MCTOYHUKAX OMUCaHbl HEKOTOpbIE MpUMeEpHI
BUPYCHOro renatuta B (ocTporo wnu XpoHuyeckoro), korga B obpasue
obHapyxuanacb BupycHas OHK npu otcytctBum HBsAg. B Takux crnydasx
nonesHbiM OyoeT wuccrnegosaHue obpasua Ha Apyrue Mapkepbl BUPYCHOTO
renatuta B, BoisBneHne JHK 1 oueHka BMoxumMmyecknx nokasatenemn CbiIBOPOTKM
KpOBM NaumneHTa.
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Ona Bepudumkaumm cneunduyHOCTU peakummn Kaxkabli NOSOXUTENbHbIN
pesynbrat(cornacHokputepuamuHTepnpetaunnMdA-nadbopa «EQUIHBsAg»)
HeobxoanMMOo NOATBEPAUTb B HenTpanmusaumoHHoMm VDA ¢ ncnonb3oBaHMEM
komnnekta peareHtoB «EQUI HBsAg Confirmation». [Ons KoppekTHOM
OnarHoCTuKu renatuta B pekomeHgyeTcst npoBecTn nccrnegosaHne obpasua
Ha Hanuuue cneundudeckmx antuten knaccos IgM n IgG k HBcore aHTureny
n aHtuten kK HBsAg (Hanpumep, B UPA-Habopax «EQUI HBcore IgM», «EQUI
HBcore 1gG» n «EQUI anti-HBs», cooTBeTCTBEHHO).

B uensax HUBenNnMpoBaHWs NTOXXHOMONOXMWTENbHbBIX Pe3yrnbTaToB, BbI3BAHHbIX
Hanu4nem B obpasuax CbIBOPOTOK KPOBU YeroBeKa aHTUTEN, cneunuiecknx
K MMMyHornobynmHam wmbiwmn, B MOA-Habope mncnonb3yetcs crneumanbHbIi
GrIOK-KOMMOHEHT, NPENSATCTBYOLWMIN POPMUPOBAHMNIO UMMYHHbBIX KOMMIEKCOB
C aHTUMbILWKMHBIMK aHTUTENnamu (aHrn. HAMA) Ha TBepaon dase.

13. TPYAHOCTU, KOTOPbIE MOI''YT BO3HUKHYTb MNMPU
NMPOBEAEHN NDA

Bbicokull ¢hoH 8 JIyHKax 8cezo rnjiaHuema Mo)kem 803HUKHYMb U3-3a:
— 3arpsi3HEHHOro0 NPOMbIBATENS;
— HM3KOrO Ka4yecTBa WU 3arpsi3HeHnst BOAb;
— MCMOMb30BaHNSA NIIOX0 NOMbITOW NOCYAbI;
— MCMOMb30BaHNA Ae3MHPULMPYOLWNX CPEACTB, CoaepKallumx Xmop;
— MCMOMb30BaHUA 3arpsA3HEHHbIX HAKOHEYHWKOB;
— YBENUYEHUS BPEMEHU WHKYDauuu nnn M3MeHeHust TemnepaTypHOro
pexuma.
Bbicokuli gpoH 8 omOesibHbix psidax Moxem 6bImb c8s13aH C:
— NOBTOPHbIM BHeceHnem pacteopa TMb;
—3arpsi3HeHneM KoOHyca aBTOMaTM4YeCKON NMMNEeTKN pacTBOPOM KOHbIOraTa;
— 3arpsi3HEHNEeM OOHOrO M3 KaHanoB NPOMbIBATENS.
lMonyyeHHoe 3HavYeHue OIfl noJsIOKUMENILHO20 KOHMPOJISI HUXe
ycmaHoeJsieHHoU epaHuubl, €CJIU:
— HEMnpaBWUIIbHO MPUTOTOBMEH UNN HE BHECEH OAVH U3 peareHToB (pacTBop
KOHblorata unm pactesop TMB);
— COKpaLleHo BpeMsi MHKyOaLmm Ha 0 4HOM U3 3Tanos.
WHmeHcusHoCMb OKpawueaHusi JIYHOK He coomeemcmeyem
nony4eHHoU onmuy4yecKol niomHocmu. 3TO MOXET CBUAETENbCTBOBATbL O
CMELLLEHHOM ONTUYECKOM fyye.
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CXEMA NPOBEOEHUNA AHAJIU3A
Bbigepxxatb peareHTbl 30 min npu Temnepatype 18-25°C

BHectn no 100 pl koHTponen n nccrnegyemblx 06pasLoB B NyHKK:

A1 —[CONTROL[ +], B1, C1, D1 —[CONTROL[ -],

E1 v B ocTanbHble NyHKM - uccnegyemMbie o6pasubl

B nyHkn ctpmunos BHecTun no 50 ul npurotoBneHHoro 1:11 (1+10) pacTBopa
KOHBblOraTa.
(dpnoneToBbIN LBET)

3akneunTb CTpuUnbl NNEHKOW, MHKYOupoBaTb 120 MMH Npu TeMmnepaType
37°C 1 NOCTOSAHHOM OpbuTanbHOM NepemeLLMBaHUM COAEPXKMMOrO JTYHOK CO
ckopocTbio 300 06/MUH

[MpombITh NyHKM 6 pa3 npurotoBreHHbIM 1:20 (1+19) NPOMbIBHBIM PacTBOPOM
TWEEN (300 pl B nyHKy)

B nyHku ctpunoB BHecTy no 100 pl [SOLN[TMB]

MHKyBurpoBaTb Ha NpoTskeHMr 30 min B TEMHOTE npu
Temnepartype 18-25°C

B nyHku ctpunos BHecTn no 100 pl [SOLN|STOP

(NMpoucxoauT M3MeHeHWe LBETA C ronyGoro Ha XenThii)

YYET PE3YJIbTATOB AHAITU3A
Nc = (Nc1 + Nc2 + Nc3)/3;
cO = Nc +0,07;

Nc - CpegHee 3Ha4veHue Ol 3-x [CONTROL][ -]
CO - YpoBeHb rpaHu4Horo 3HayeHus (Cut off)

MHTEPNPETALIUA PE3YJIbTATOB

oD >CO MONOXUTENBbHbLIV

sample =

oD <CO OTPULLATENLHBLIN

sample




HBcore IgM

MDPA-Habop ANA Ka4eCTBEHHOro OOHapyXeHUsa aHTuTen
knacca IgM kK kopoBomMy aHTUreHy Bupyca renatuta B

NHCTPYKUMSA NO NPUMEHEHWIO

IVD “Wag?mos UACY:R-061






EQUI HBcore IgM

NPA-Habop onsa Ka4eCTBEHHOro OOHapYXXEHUS aHTUTEN
knacca IgM k kKopoBOMY aHTUreHy Bupyca renatuta B

1. HASBHAYEHMUE

NDA-Habop «EQUI HBcore IgM» npegHasHayeH Anst KayeCTBEHHOrO
obGHapyXeHuns aHTMTEn knacca IgM k KopoBOMy aHTUreHy Bupyca renatmta B
(BI'B) B CbIBOPOTKE MMM NIia3amMe KPpOBM YerloBeEKa METOAOM MMMYHOEPMEHTHOTO
aHanusa (NPA) c uenbto anarHocTukm renatuta B. [Npouenypa aHanusa
paccyvMTaHa Kak Ansd pyYyHOW MOCTaHOBKU M3 aBTOMaTUYECKMMU NUNEeTKaMu U
cTaHAapTHbiIMobopyaoBaHMeM, TakMAnsaaBToOMaTU4ECKOrOMMMYHOMEPMEHTHOTO
aHanuaaTopa «OTKpbITOro» Tumna.

LleneBas rpynna: JOHOPbI; NMLA-NOTPEOUTENN UHBEKLMOHHBIX HAPKOTUKOB;
peunnmneHTbl KPOBU UMM OpPraHoB; OepeMeHHbIe XEHLUMHbI; AeTU, POXAEHHbIE
OT MH(UUMPOBaHHbIX MaTepen; nuua, MHduumposaHHble BUY; nauueHTbl C
cuMmnToMamu 3aboneBaHni NeYEHMN.

MpumeHeHune: VPA-Habop nNpuMeHsieTca B KITMHUYECKUX ONArHOCTUYECKUX
nabopartopusix, CTaHLMAX NepenMBaHns KPOBU, a TaKXe B APYTNX YYPEXAEHMUSX,
paboTatowmx B obnacTtu in vitro oUarHoCTUKMW.

2. KIMHWYECKOE 3HAYEHUE

OpfHMM 13 pacnpocTpaHeHHbIX 3aboneBaHuni nedeHn sensaeTca renatut B. Ero
3TUONOrNYECKNn areHT — Bupyc renatuta B (BI'B). BI'B oTHocuTcs k cemelicTBy
Hepadnaviridae n cogepxut gsyxuenodeudryto OHK. UHpekunoHHon dopmon
BUpYyca SBMAKOTCHA Tak HasblBaeMble «4acTulbl [denHa» anameTtpom 42-49 nm,
B 0enKOBOM COCTaBe KOTOPbIX OCHOBHbLIMU SIBNSIIOTCSA MOBEPXHOCTHLIN aHTUIEH
(HBsAg) n kopoBoi aHTureH (HBcAg).

KnuHuyeckass kapTvHa renatuta B He nossonser AmarHOCTUpoBaTb €ro
OnnTenbHoe BpeMs U OTNIMYUTL OT APYrnx BUPYCHbIX renatuTtos. [MoaTtomy Ans
CKPUHUHIOBbIX UCCIEeA0BaHNA U NOATBEPXKAEHNSA AMarHo3a BaxHyo ponb urpaet
nabopartopHas gnarHocTuka, 0CobeHHO BbisiBrieHMe aHTureHoB BB u aHTuTEN
K HAM meToaoM UN®DA. lNMepBbiM U OCHOBHbIM MapkepoM renatuta B aBnsaetcs
HBsAg, nposBnswowunca B Kposu vepes 3-5 Hefenb nocne MHMUUUPOBaHUS.
MpnbnnanTensHo B TO e BpeMs B KPOBU MOXXHO 0OHapyxute JHK BI'B n HBeAg,
KOTOpbIA CYUMTaAETCss MapkepoM aKTUMBHOW pennukaluy BUpyca U «3apas3HoCTu»
kpoBu. BO3 pekomeHayeT NnpoBOAUTL NPOBEPKY BCe JOHOPCKOM KpoBHa HBsAg,
4TOObI NPEOTBPATUTL TPAHCMUCCUBHYO Nepeaady BIB. Yepe3 2-3 Hegenunnocne
nosisrienna HBsAg nosasnstoTcs aHTutena IgM k kopoBomy aHTureHy HBCAg, a
BCKOpe nocre Hux — aHTn-HBcore IgG, 6bICTpO AocTUratLLmMe BbICOKUX YPOBHEN.
BbizgopoBneHue oT ocTporo renatuta B conpoBoxaaeTcy BbiBeLeHWEM BUpyca
13 opraHuama, nepectawT BbiaBnaTbcsd HBsAg n aHTu-HBc IgM, nogasnstoTcs
aHTuTenak HBeAg. AHTuTena lgG K KopoBOMY aHTUTEHY MEPCUCTUPYIOT B TEYEHME
BCEW XU3HU 1 ABMSOTCA MapkepoM MMEIOLLErocs Unv nepeHeceHHoro renatuTa
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B, nX ypoBEeHb B KPOBU CHUXKAETCA MeAreHHO. Yepes HECKONbKO MecsLEeB nocne
ncyesHoBeHUs n3 kposu HBsAg HaumHalT BbISBNATbLCA aHTU-HBs aHTuTena,
CBMAETENbCTBYOLWMNE O NMEpeHeceHHoM renatute B n Hannumm nmmyHuteta. B
nepmopg «Ceponorn4eckoro okHa» mexgy sbieogom HBsAg n noasrneHnem aHTu-
HBs aHTuMTENn mapkepom uHpekumn BB saBnawTca cymMmapHble aHTUTena K
KOPOBOMY @aHTUIEHy, Takxxe MOryT nNposiBnsTbCca aHTu-HBe aHTuTena.

Ecnu nocne octpon dasbl He MNpPOMCXOOMT INUMUHALMA BUpyca U He
nosiBnAlTCA aHTU-HBS aHTUTEena, passBuBaeTcsa XpoHuyeckui renatut B. HBsAg
npogosmkaeT onpegenaTbca 6onee 6 MecsaueB, €ro KOMYecTBO B KPOBU MOXET
3HauYMTENbHO KonebaTbcs. Ha pennmkaTMBHOM CTaanmn XpoHMYeckoro renatuta B
Bbiasnsetca HK supyca n HBeAg, aHtuten k HBeAg HeT.

BOS pekomeHayeT anarHocTupoBaTb OCTpbI renatut B npu Hannumm HBsAg
n antuten IgM k HBCcAg, a XxpoHn4ecknin — npu yctonymsom npmucytcteum HBsAg
B TEYEHNE HEe MeHee LLIEeCTN MeCSLEB.

[MaBHbIM CcpeAcTBOM MpodunakTUkm renatuta B aBnsertca BakuuHauwus,
pekoMeHOOBaHHas B NepByl0 ovepedb HOBOPOXAEeHHbIM. [locne BakuuHauumm
opraHM3mMom npogyumpytotTcs aHtTu-HBs aHtutena un oopmmpyetcs UMMyHUTET
y nuy, He conpukacaBlwmxca ¢ Bupycom renatuta B. Hannume aHTn-HBs
aHTMTen Ha ypoHe 6onee 10 IU/I (ME/n) npMHATO cuMTaTh HUXHUM Npenenom
MPOTEKTMBHOIO MMMYyHUTETa BCMEeACTBME BaKUUHAUUW WAN NEePEHECEHHOro
renatuTa B.

3. NIPUHUWIM AHAJTTU3A

BbisiBrnieHne cneuudpmyecknx aHTuTen knacca IgM K KOpoOBOMYy aHTUreHy
Bupyca renatuta B B Habope MDA «EQUI HBcore IgM» 6asupyeTcsa Ha npuHumne
«lgM-3axBaTa» TBepmodasHoro VIOA B AByxatanHom uHKybauun. B nyHkax
nnaHweTa 3acopbupoBaHbl MOHOKMOHAlbHbIE aHTUTENa, cneundguyeckne K
nMMyHornobynuHam knacca IgM 4yenoseka. lNpu nepBom 3Tane WHKyGaLumu
nccnegyembix obpasuoB B fniyHkax nnaHweta NPA nmmyHornobynuHbel knacca
IgM, ecnn oHK NpucyTCTBYOT B obpasuax, CBA3bIBAKOTCA C MOHOKITOHaNbHbIMU
aHTUTenamu Ha TBepgon ase. JlyHKM OTMbIBaKOTCA Ans  ygoaneHus
HecBsI3aHHbIX KOMMOHEHTOB, OCTAlTCA TOMbKO Cneunduyeckme KOMMMEKCHI
aHTuTeno-aHtuteno. MNocne atoro pobaBnseTcs NepokcMAasHbIA KOHbrat
pekoMbUHaHTHOro aHTureHa HBcore, KOTOpbI CBS3LIBAETCS C MMMYHHbLIMM
KoMnnekcamu Ha TBepaow ¢ase. HecBaA3aHHbIE KOMMOHEHTbI YAanaAwTCsa Mnpu
OTMbIBaHUW. MMMYHHbIE KOMMIEKChbl OOHapyXmBarTca nyTeMm JobaBneHus
pactBopa xpomoreHa 3,3,55-TetpametunbensngnHa (TMB) c nepekuchbio
Bogopogda. [locne 30-MUHYTHOM WHKyOauMM peakuusi ocTaHaBnMBaEeTCs
pobaBneHnem cton-pactBopa. Ontudeckasa nnotHocTe (Of1) B nyHkax
onpegensieTca Ha cnekTpodoTomeTpe npu AnvHe BonHbl 450/620-695 nm.
VIHTEHCMBHOCTL XENTOW OKpacKy MponopLMOHanbHa KONMYECTBY aHTUTEN B
obpasue.

4. MATEPUAIIbI N OBOPYOOBAHUE

4.1. CocTaB Habopa
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1x96
NYHOK

STRIPS

1x0,25 ml

[CONTROL] - | 1x0,6 ml
DIL|SAMPLE 1x21 ml
1x 1,4 ml
1x 14 ml
SOLN|TMB 1x13 ml

[TWEEN[WASH[20x]| 1 x 50 ml
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MnaHweTt UDA

B kaxpom nyHke nnaHweTta 3acopbupoBaHbl
MOHOKIOHanbHble  aHTuTena, cneuMduyHble K
umMMyHornobynuHam knacca IgM 4yenoseka. JlyHku
MOXHO OTAensTb. [locne NepBoro OTKPbITUS XpaHUTE
HEWCNONb30BaHHbIE  CTPWMbI B YMakoBKe Mpu
Temnepatype 2-8°C He 6onee 6 mecsaueB

MO3UTUBHBLIN KOHTPOIb

PacTtBop uMmyHornobynunHos IgM yenoBeka, CLUNTbIX
C MOHOKITOHanbHLIMW aHTUTenamu, cneundguyHsiMm
K nepokcuaase XpeHa, C KOHCepBaHTOM (pPO30BblIi).
XpaHuTb npu TemnepaTtype 2-8°C

HeraTuBHbIN KOHTpPOIb
HeratmBHasi cblBOpOTKa KpOBM 4YerioBeka C KOHCep-
BaHTOM (kenTbi). XpaHnTb Npu TemnepaType 2-8°C

PacTBOp Ansi pasBeaeHUs CbIBOPOTOK
BydepHbii  pacTBOp C  3KCTPaAKTOM  MOJFOKa,
OEeTEepreHToM U KOHCepBaHTOM  (PMONEeTOBbIN).
XpaHuTb Npu Temnepartype 2-8°C

KoHbtorat (11x KOHUeHTpaT)

11-KpaTHbIV KOHLLEHTPAT KOHblOraTa peEKOMOMHAHTHOrO
HBcore aHTureHa c nepokcungasom xpeHa B 6ycepHom
pactBope co cTabunusatopamu (proneToBbIN).
Passectn «konblorat (11x) 1:11 pactBopom pAng
pa3BefeHuss KoHblraTa nmnepes WUCNONb30OBaHUEM
(Hanpumep, 100 pl koHueHTpaTa + 1 ml pacTBOpa
Ons  pas3BefeHus, [OCTaTovHO Ans 8  NyHOK).
Pa3baBneHHbI pacTBOp XpaHWUTb NpuU Temnepartype
2-8°C He 6onee 1 cyTok

PacTtBOp Ans pa3BeaeHUs KOHblOrata

BydepHbIt pacTBOp C AeTEPreHTOM Y KOHCEPBAHTOM
(kenTbI). XpaHuTb Npu Temnepatype 2-8°C

PactBop TMB (roToB k Mcnosnib30BaHuIo)
Pactsop TMB, H,0O, crabunusatop, KoHcepBaHT
(6becuBeTHbIN). XpaHuTb Npu Temnepartype 2-8°C

PactBop Aana npombiBkm TWEEN (20x
KOHLeHTpaT)

20-kpaTHbIN KOHUeHTpaT docdartHoro 6ydepa ¢
TenHoM-20 (6ecuBeTHbIN). Pa3secTn pacTtBop Ans
npombiBkn TWEEN (20x) 1:20 guctunnmpoBaHHON
UNn OEeNOHU3NPOBaHHOW BOAON (Hanpumep, 5 Mn
KoHUeHTpaTta + 95 mn Bogbl AnA 8 mnyHOK) nepepg
ucnonb3oBaHuem. PasbaBneHHbI pacTBOp XpaHUTb
npu Temnepatype 2-8°C He Gonee 7 cyToK
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Cton-pacTBop (rOTOBbLIN K MCNOJIb30BaHMUIO)
SOLN|STOP 1x13ml  Pacteop 0,5 mol H,SO, (6ecuBeTHbIi). XpaHutb npu
Temnepatype 2-8°C
B coctaB Habopa BxoaAT: knevikas nrneHka (2 wT.), cxema BHeceHus obpasLioB
(1 WT.), TUCT KOHTPOJbHbLIX UCMBITAHUA Y MHCTPYKLMS NO NMPUMEHEHMIO.

4.2. lononHuTenbHbIe peakTUBbI, MaTepuanbl U 06opyaoBaHue

ABTOMaTHYECKME NUMNETKM NepeMeHHoro oobema Ha 10—1000 ul u HaKOHEYHMKIK
Onsa Hux, mepHasi nabopatopHasa nocyga (10-1000 ml), genoHusmnpoBaHHas
unu AUCTUNNMPOBaHHas Boda, TepmocTat Ha 37°C, AenOoHM3MpOBaHHAA uUIu
OVCTUNNMpoBaHHas BoAda, TepmocTaT Ha 450/620-695 nm, cooTBeTCTBYyOLLNE
KOHTENHepbl Ons  OTXOAOB  MOTEHUMAanbHO 3apaXeHHoro MaTtepuana,
TanmMep, dunbTpoBanbHas bymara, ogHOpa3oBble HeOMyApeHHble nepyaTKy,
Je3nHgpuunpyowmne cpeacraa.

5. MIPEOOCTEPEXEHUNA U TEXHUKA BE3OIMNACHOCTHU
5.1. 3acTepexeHHs

MpepocTepexeHus

lNeped nposedeHuem aHanuda 8HUMameribHO 03HaKoMbmechk C UHCMpyKyuel
o ucnonb3o8aHuro. [JocmogepHocmb pesyrnbmama 3agucum om Yemkoao
criedosaHus rpoyedype aHausa.

—He ucnonb3ynte KomnoHeHTbl WN®A-HabGopa nocrne OKOHYaHWsA cpoka
rogHocCTW;

— He UCnonb3ynTe BO BpeMs aHanum3a v He CMeLLVMBanTe KOMMOHEHTbI pa3HbIX
cepuii, KOMMNOHEHTbI U3 HabopOB pa3HbIX HO30MOMMIN UM peareHTbl APYrnx
npoussoauTenen B covyetaHum ¢ Habopom «EQUI HBcore IgMy;

— He 3amopaxusante OA-Habop nnm ero KOMNOHEHTHI;

—rocne MCNonb30BaHUA peareHTa 3akpbiBanTe KaxAbl rnakoH cBoen
KPbILLKOW;

— BO BpPeMS NPOMbIBaHWSI KOHTPONMPYWTE HaMOMHEHME 1 NOJTHYIO acnupauuio
pacTBopa 13 NyHOK;

— KaXabln pa3 WUCMNoNb3ynTe HOBbIN HaKOHEYHMK NUNETKU AN BHECEHUs
obpasuyoB nnm peareHToB;

—nsberante nonagaHnsa NPsSMbIX COMHEYHbIX fNyyYen Ha peareHTbl VIOA-
Habopa;

—[SOLN[TMB] pomxkeH ObiTb GecuBeTHbIM Mepen ucnonb3oBaHueM. Ecnu
pacTBOp OKpalleH B CUHWIA UMW XeNTbl LUBET, ero Henb3st UCNonb30BaTh.
M3berante KoOHTakTa C MeTannamuM WnM MoHaMu MeTannos.
Ona paboTbl UCMOMb3ynNTe TOSbKO YMCTYHO, TLATENbHO BbIMNOMOCKAHHYIO
ONCTUNNMPOBAHHON BOOOW NOCyay;

— He UCNONb3ynTe peareHTbl, UBET KOTOPbIX HE COOTBETCTBYET YKa3daHHOMY B
nyHkTe 4.1;

—HW B KOEM Ccrlyyae He UCMOomnb3yhTe OOHY M Ty Xe nocyay Ans pcTeBopa

KOHblOrata u [SOLN][TMB;
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— He NpoBoAUTE BU3yarbHbI y4eT pe3ynbTaTtoB aHanm3a (6e3 ncnonb3oBaHus
puaepa);

— gononHuTenbHoe obopyaoBaHue, Haxogsllieecsi B HenocpencTBEHHOM
KOHTakTe Cc Ouonormyeckum martepuariom WM KOMMOHeHTamu Habopa,
CUMTaeTCcs 3arpsi3HEHHbIM U HYXXAAeTCsi B OUYULLEHMM U 06e33apaKmBaHuu;

— N®A-Habop npepHasHadeH ana 96 aHanmsoB. KOMMNOHEHTbI mnocne
NCMNONb30BAHUA M OCTaTKM HEUCMNOSIb30BaHHbLIX KOMMOHEHTOB [OOJIXKHbI
ObITb YTUNN3NPOBAHDI.

5.2. TexHMKa 6e3onacHocTH

—BCe peareHTbl Habopa npegHasHayeHbl TONMbKO AN nabopaToOpHOro
nNpoeccMoHanbLHOro MnNpPUMEHeHUs B in Vitro OWarHOCTUKE W MOryT
NCNONb30BaTLCA TOSbKO KBAaNMULMPOBAHHLIM NEPCOHANoM;

— NOCTaAHOBKY aHanu3a NpoBOAUTb TOMbKO B OOHOPA30BbIX HEOMyApPEeHbIX
nepyaTtkax 1 3alnTHbIX O4KaXx;

—He [JonyckaeTcd MNpuHUMaTb Nully, NUTb, KYpUTb WM NOMNb30BaTbCH
KOCMETMKON B KOMHaTe NpPOBEeAEHNs TECTA;

— He NMNeTMpoBaTb PacTBOPbLI PTOM;

— KoHTponu NdA-Habopa «EQUI HBcore IgM» npoTecTvpoBaHbl U NpU3HaHbI
oTpuuaTenbHeiMm Ha HBsAg wn antutena k BWY1/2, BIC, Treponema
pallidum, ogHako paboTaTb C KOHTPOMNSIMU U UCCIEeAYEMbIM Matepuanom
HeobXoAMMO Kak C NOTeHLUManbHO onacHbIM MHAEKLUMOHHBIM MaTepranom;

— HEKOTopble KOMMOHEHTbI Habopa coaepkaT HU3KME KOHLIEHTPaLUN BpeaHbIX
BELLeCTB M MOryT CMpPOBOLMPOBaTb pasfpa)KeHue KOXWM U CrU3UCTbIX
obonouyek. MNpu nonagaHum [SOLN[TMB], [SOLN[STOP] 1 pacTBopa KOHbtoraTa
Ha crnM3ncTble 0OOMOYKM MK KOXY HeoBXOoOUMO HEMEANEHHO MPOMbITb
nopaxeHHoe MecTo 60MbLLIMM KONUYECTBOM BOAbI;

— BCNny4ae pa3bpbi3rnBaHns pacTBOPOB, HE COAEPXKaLLNX KNCMOTY, HanpruMep,
CbIBOPOTOK, 0bpaboTaTb NOBEPXHOCTb AE3VHPUUMPYIOLUM CPenCcTBOM,
a 3aTeM Hacyxo BbiTepeTb unbTpoBanbHoW Gymaron. B uHom cnydae
KMCNOTYy HeobXxooMMO CHavana HenTpanu3oBaTb pacTBopoM bukapboHaTa
HaTpus, a 3aTEM BbITEPETb NOBEPXHOCTb, KaK ONMMCaHO BbILLE.

5.3. MIHakTMBaLUuA N yTUNn3aLumsa oTxoaos

—XNAKMe oTxoAbl HeoOXoOAUMMO WHAKTMBMPOBATb, HaMpMMep, PacTBOPOM
nepekMcn BOAOPOAA B KOHEYHOW KOHUeHTpauun 6% B TeyeHue 3 yacos
npy KOMHATHOW TemnepaTtype WM TUNOXSIOPUTOM HaTpUA B KOHEYHOM
KoHUueHTpauumn 5% B TedeHne 30 MUHYT unu OpyruMy paspelueHHbIMU
Oe3nHMUMpYOLWMMY cpeacTBamuy;

— TBEpAble 0TX0Abl CrieAyeT UHAKTUBMPOBaTb NyTEM aBTOKIIAaBUPOBAHUS MpK
TemnepaType cTepunusaumm He MeHblle 132°C;

— He aBTOKNABMPYWTE pacTBOpPhI, cogepXallme a3ng HaTpus Unv rmnoxsopuT
HaTpus;

— YyTUNN3auunio NHaKTUBUPOBAHHbLIX OTXOL4OB NPOBOAUTL B COOTBETCTBUN C
OEeNCTBYHOLLNM HaLMOHaNbHbIM 3aKOHOAATENBCTBOM.
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6. XPAHEHVE U TPAHCINMOPTUPOBKA

NDA-Habop cTaburneH B Te4eHMe cpoka rogHOCTU, YKa3aHHOro Ha STUKETKE,
€CInn ero xpaHutb npu Temnepatype 2-8°C. TpaHcnopTupoBaTb Habop npwu
TemnepaTtype 2-8°C. [onyckaetca oOfHoOpas3oBasi TPaHCMOPTMPOBKA Mpu
TemnepaType He Bbilwe 23°C B TeYeHNe OByX CYTOK.

7. PEKOMEHOALIMU MO OTBOPY, TPAHCITIOPTUPOBKE U
XPAHEHUIO OBPA3LIOB

KpoBb Heobxoammo oTbupaTtb M3 BeHbl B CTEPUIbHYIO Npobupky. Mpobupka
JomkHa  ObiTb  NpoMapkupoBaHa C  yKasaHWMEM  MOEHTUMKALNOHHBIX
OaHHbIX NauueHTa u gatbl oTOopa obpasua. LlenbHylo KpoBb [0 OTAeneHus
CbIBOPOTKM MOXHO XpaHUTb 0 24 4YacoB npu Temnepatype 2-8°C, He gonyckas
3aMopaxKuBaHusl.

CbIBOPOTKY MNU nnasmy KPOBU MOXHO XpaHUTb nNpu TemnepaTtype 2-8°C He
6onee 3 cyTok. [lonyckaeTcs 6onee NpoAomKMTENbHOE XpaHEHNE 3aMOPOXXEHHOM
cbiBOpoTkM nNpu Temnepatype -20°C wnu -70°C. 33amopoxeHHble obpasLbl
nepes MCnonb30BaHUEM CrielyeT pa3mopo3uTb U BblAepXKaTb MPU KOMHATHOM
TemnepaTtype B TeudeHme 30 mMuHyT. [locne pasmopaxuBaHus obpasubl
cnepyeT nepemellatb Afs AOCTUXEHUS OOHOPOOHOCTU. M3berate NOBTOPHOrO
3aMopaxuBaHua-oTTanBaHus uccrnegyemblx obpasuoB. B cnyvyae noMyTHeHUs
CbIBOPOTKM (MNN Nna3mMbl) OCBOOOXOAKTCA OT HEpPaCTBOPEHHbLIX BKITHOYEHUN
ueHTpudyrnposaHmem npu 3000 o6/muH B TeveHne 10-15 muHyT. He cnepyet
ncnonb3oBaTb 06pasubl CbIBOPOTOK C BblpaXXEHHOW NUMUAEMUEN, FEMOSIN30M, a
Takxe 6akTepuarnbHbIM NPOPOCTOM.

OO6pasubl  CbIBOPOTOK  TpaHCMOpTMPOBaTb B TEPMOU3ONSALMNOHHBIX
KOHTenHepax. [1ns1 9TOro 3akpbiTble NPOMapPKMPOBaHHbIE NPOOMPKN HEOOXOANMO
NOMECTUTb B MONMATUIEHOBLIV NAKET, NIOTHO 3aneyvartaTb W NOSIOXUTb B LIEHTPE
TEPMOKOHTENHepa. 3aMOpOXeHHble XMajareHTbl MOMOXUTb Ha [HO BAOIb
DOOKOBbIX CTEHOK TEPMOKOHTENHEPA U HaKpbITb UMW 006pa3Lbl CbIBOPOTOK.

8. NOAIroTOBKA PEATEHTOB

lNMpumeyaHue: lNeped ucnonb3osaHuem 8bidepxume 8ce KOMNoHeHmMbl NDA-
Habopa npu kKoMHamHou memnepamype 18-25°C 8 mevyeHue 30 muHym!

8.1. NMoaroroBka nnaHweTta NPA

Ona npegynpexaeHnsa KOHAEHcauun BoAbl B JIYHKax OTKpblBanTe
TONbKO Mnocre BbigepxusaHms 30 MUHYT Npu KOMHATHOW TemnepaType.
PackponTe BakyyMHYK ynakoBKY, OTAenuTe HeobXoaMMoe KONMMYEeCTBO JYHOK,
a ocTanbHOe cpasy Xe TWwaTeNbHO YNakyuTe C BNaronorfnoTuTenem n xpaHute
MNOTHO 3akKpbiTbiIMM Ha 3amok zip-lock mpu Temnepatype 2-8°C. XpaHeHue
yNakoBaHHOro Takmm obpasom nnaHweTta obecneynBaeT ero cTtabunbHOCTb B
TeyeHue 6 mecaues:

8.2. MNpuroTtoBrneHne NpoMbLIBOYHOIO pacTBopa
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[nga npurotoBneHus pacteopa Ans npoMbIBKU pa3seauTte [TWEEN]WASH[20x] 1:20
(1+19) AaMCTUNNMPOBAHHOW NN ENOHU3UPOBAHHON BOAOW, NOTOM NepeMeLlanTe.
Hanpumep, 5 ml koHueHTpaTa + 95 ml Boabl, Yero AoctaTtoyHo Ang 8 nyHok. [Npwu
HanMuMM KpUCTanmnoB B KOHLEHTpaTe pacTBopa ANS NpPOMbIBaHUS Mporpente
dnakoH npu Temnepatype 37°C 00 MOMHOro pacTBopeHus kpuctannos (15-20
MUHYT). Pa3BefeHHbIn pacTBOpP MOXHO XpaHuTb npu Temnepatype 2-8°C He
Gonee 7 cyTok.

8.3. MpurotoBneHne o6pas3L OB U KOHTpoONen

Pa6ouee pa3BefieHne 06pa3LioB U KOHTPONEN B JyHKaxX cocTaBnsieT
1:20. Ero MO>XHO NpuUroToBuTb NpeaBapuUTeNbHO B OTAENbHbIX Npobupkax (190 pl
[DILISAMPLE] + 10 ul cnbiTyembix 06pa3LoB Unv KOHTPOME) Unn HEMOCPEACTBEHHO
B NMyHKax (95 pl + 5 pl cnbITyeMbix 06pa3sLoB UK KOHTPORe).

OCTOpOXXHO NUNEeTUPYNTE CMeCb, He [Jonyckas neHoobpa3oBaHus.
Mpoueaypy pasBeaeHnst o6pasLioB U KOHTPOMNEN NPOBOANTE HEMOCPEACTBEHHO
nepez aHanM3oMm

8.4. MpurotoBneHne pacTBopa KOHbIOraTa

Pabouyee pasBegeHWe KoHbloraTa TroTOBMTCS criegylowmm obpasom:
passegute (dmoneToBbIN) B YncToM dbriakoHe pacTBOPOM
(kenTbin) B cooTHoweHun 1:11 (T.e. 1+10), pacTBOp OKpaluMBaeTCHa B 3efeHbln
uBeT. Hanpumep, ans 8 nyHok aHanusa go6asuts B 1 ml 100 pl [CONJ[TIX].
PacTtBop koHblorata B paboyem pasBefeHun cTabuneH B Te4YeHue CyToK Mpu
XpaHeHuu npu Temnepartype 2-8°C.

9. MPOLUEOQYPA AHAJTIU3A
9.1. MoaroToBbTE HEOHXOOMMOE KONMYECTBO JTYHOK AN aHanuaa (4eTbipe NyHKx
ANS KOHTpoOnen n HeobxoAMMOe KONMYECTBO ANA uccrnegyembix obpasuos),
BCTaBbTE MX B paMmKy nnaHweta NPA. JlyHkn ¢ KOHTponaMm obasaTenbHO
BKJIHOYaNTE B KAXOYH NOCTaHOBKY aHanmaa.

9.2.3anonHnTe cxeMy BHeCeHusi 00pasLoB.
9.3.MMpurotoBbTE PpacTBOp 4S5t NPOMbIBaHWSI B COOTBETCTBUM C MYHKTOM 8.2.

9.4.Pa3BeanTte KOHTpoOnu W uccriegyemble obpaslbl COornacHo MnyHKTy 8.3.
BHecute no 100 pl pasBegeHHbIx 1:20 KOHTponewm u o6pasuyoB B JYHKM
CTPUNOB UNK HenocpeacTBeHHO pa3BeauTe (95+5) B nyHkax [STRIPS |:

— B NyHKY A1,

[CONTROL[ -] — B nyHku B1, C1, D1,

B OCTarnbHbIE NYHKM — nccrnegyemble obpasupbl.

Mpu pasBegeHun ob6pasLOB NPOUCXOAUT M3MEHEHWe LBeTa pacTsBopa C
duronetoBoro Ha cuHUN. OCTOPOXHO MUNETUPYNTE CMECb B JyHKaX, He
ponyckasi neHoobpasoBaHus.

9.5.3aknenTe cTpUnbl KNEWKOW NITEHKON U UHKYOUpynTe B TedyeHne 30 MUHYT
npu Temnepatype 37°C.
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9.6.0 OKOHYaHUM MHKYBaUMM akKypaTHO CHUMUTE KIMEWNKYHO NEHKY N MPOMOWTE
NYHKN NATb pa3 C MCMOMb30BaHNEM aBTOMAaTUYECKOro MpoMbiBaTENS UMK
8-kaHanbHOWM NMNETKM criegyowmm obpasom:

— yganuTe COAEPXXMMOE NTYHOK B KOHTEMHEP ANS XUOKUX OTXOAOB;

— HanomHWTe INyHKM CTpunoB He MeHee yem no 300 pl pactBopom gns
NPOMbIBaHMWsI, OCTaBbTE HE MeHee, YeM Ha 30 CeKyH[;

— acnvpupyinTe pacTBop u3 nyHok. OcTaTouHbIi 06bem pacTBopa nocre
KakJoro atana acnupauumn JOJKeH COCTaBnsaTb He 6onble 5 pi;

— MOBTOpPUTE Npoueaypy NPOMbIBaHWS eLle NATb pas;

— nocne nocnegHen acnmpaummn n3baesbTeCh OT NULIHEN BNaru, NoCTyKnBas
nraHwWeToM no unbTpoBarnbHoOn Gymare.

9.7.MpurotoBbTE pacTBOP KOHbIOrata CornacHo nyHKTy 8.4.

9.8.BHecuTe B nyHkn no 100 ul pactBopa koHblorata. CTpunbl HAKPOWUTE HOBOW
KIENKON NNeHKon n nHKyobupymnte B TedeHne 30 MUHYT Npu TemnepaType
37°C.

9.9.T10 okoOH4YaHWM MHKYBaLUKM akKypaTHO CHUMMUTE KITEMKYI0 MEHKY U MPOMONTe
NYHKK NATb pas, Kak onncaHo B nyHkTe 9.6.

9.10.BHecute B nyHkn no 100 pl [SOLN[TMB], HE KacasdCb OHa WU CTEHOK NYyHOK
nnaHwerTa.

9.11. NHkybupynTte ctpunbl B TeyeHne 30 MUHYT B TEMHOM MECTE Npu KOMHaTHOMN
TemnepaTtype 18-25°C. He ncnonb3ynTe Knenky nrieHKy Ha JaHHOM 3Tane.

9.12.BHecute B nyHkm cTpunos no 100 ul ONsi OCTaHOBKM
depMeHTAaTUBHON peakuuun, Npuaep>XKMBasiCb TON e NOCreA0BaTENbHOCTMH,
YTO U NPV BHECEHMU [SOLN]TMB]. Bo BpeMsi BHECEHUS MPOUCXOAUT NU3MEHEHUNE
LBeTa pacTBopa C ronyboro Ha XenTbli, B TYHKax C Npo3payHbiM pacTBOPOM
HEe3HauYUTENbHO MEHSETCS OTTEHOK.

9.13. N3amepbTe Ha pugepe Ol B kaxgom nyHke npu AnvHe BonHbl 450/620-
695 nm B TeuyeHne 5 MUWHYT Nocne OCTaHOBKM peakuuu. [Jo npoBeaeHus
n3mepeHus ybeomtecb B UYMCTOTE BHELUHEN MOBEPXHOCTU [Ha FfYyHOK U
OTCYTCTBUU NY3bIPbKOB.

Y4yem pe3ynbmamoe aHasu3a MOXHO rpo8ooumb 8 0OHOB0/THOBOM PEXUME
npu dnuHe 80s1HbI 450 nm, 8 amoM criyyae ocmasbme 1yHKY 071 ycmaHOo8/1eHUs
6naHka (8 makyto fyHKYy eHecume moJsibKo [SOLN[TMB] U [SOLNISTOP ).

10. YYET PE3YJIbTATOB U UX UHTEPMPETALMUA

10.1. YueT pe3ynbTaToB aHanu3a

Bbluncnute cpeaHee 3HadveHne Ol HeraTuBHoro koHTponsa (Nc), YPOBEHb
rpaHnyHoro 3HadveHus (Cut off - CO) u uHgekc nonoxuTenbHocTu obpasua
(IP

sample)'

Nc = (Nc1 +Nc2 + Nc3)/3; CO=Nc+0,3
P =0D /CO, pe OD

sample sample

— OIl obpasua

sample

Pepakuus 6 ot 23.11.2021r. 1016



10.2. KOHTpONb AOCTOBEPHOCTU pe3ynbTaToB aHanu3a
[aHHble TecTa cunTaoTCa 4OCTOBEPHBIMU, ECIIN OHU COOTBETCTBYIOT Creayto-
Wwnm TpeboBaHnAM:

on=1,2
[CONTROL] -] Orn=0,100

Nex05<Nen<Nex20 ' NﬁgBTSp'l Ne o

Ecnu ogHo n3 3HaveHui Ol HeraTMBHOroO KOHTPONA BbIXOAUT 3a npeaesbl
YKa3aHHOro Bbllle MHTEPBAra, ero oteepraroT U paCcCHYUTbIBAKOT Nc no ocTtanbHbIM
3HayeHusim Ol HeraTUBHOro KOHTpONA. Ecnn Gonee OOHOro 3Ha4YeHwusA on
HEeratTMuBHOro KOHTPOJIA HEe COOTBETCTBYET YKa3aHHbIM TpGGOBaHMﬂM, TO TeCT
CYHNTAETCA HEKOPPEKTHLIM U TpeﬁyeT NMOBTOPHOIO BbINOJIHEHUA.

10.3. MHTepnpeTauusa pesynbTaTtoB

P> 11 MONOXWTENbHbIN
09<IP_ . <11 HEOMNPEAENEHHBIN®
P, .<09 OTPULIATESbHBIN

sample

*HeonpegeneHHble o6pasubl pekoMeHayeTcs uccrnefoBaTb  MOBTOPHO
B OByX NnyHkax WN®A-Habopa. Ecnu pesynbraTbl cHoBa OyayT B npegenax
HeonpeAeneHHblX, cregyeTt NpoBecTn oT6op M aHanu3 HOBOro obpasua Yepes
7-14 pHen. B cnyyae NOBTOPHOro NONyYeHUs HeonpeeneHHbIX pesynsTaToB
Takune obpasLbl cHMTaTh HEraTUBHBIMM.

11. XAPAKTEPUCTUKU TECTA

11.1. AHanuTUYEeCKMe XxapaKTepUCTUKU

MpeunsanoHHoOCTb
Bocnpoussodumocms pe3yrnbmamos 8 ripedesiax 00HOU nocmaHo8KU aHanusa
(Intra assay repeatability)

KoadppmumenT Bapuaumm (CV) ana ABYX CbIBOPOTOK C Pa3HbiM YPOBHEM
cneunduyecknx aHTUTen oueHmBanu B 32 noBTopax Ha oaHoun cepun VOA-
Habopos.

Ne cbipoBOTKM on, P, CV, %
473 1,253 3,91 5,0
231 1,708 5,33 3,7

Bocnpouszsodumocmsb pe3ynibmamos Mexd0y pa3HbIMU MOCMaHo8KaMu aHausa
(Inter assay reproducibility)

KoadppuumenTt Bapuaumm (CV) ana ABYX CbIBOPOTOK C pPa3HbiM YPOBHEM
cneundunyeckux aHTUTEN OueHWBanu B TedeHne 4 OHel B 4 nocTaHOBKax
aHanusa, no 8 NOBTOPOB B KaXXJ0OM aHanuse.
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Ne cbIpoBOTKM on P, CV, %

cp

473 1,255 3,8 51
231 1,730 5,24 3,7

AHanutuyeckas cneumdmyHoOCTb

Ha pesynbrat aHanusa He BnusieT npucyTcTBMe B o6pasue 6unmpybuHa B
koHueHTpauun o 0,1 mg/ml (172,3 umol/l), remorno6uHa B koHUeHTpaumm ao 10
mg/ml n Tpurnuuepmngos B KoHueHTpauuu go 10 mg/ml (11,3 mmol/ 1).

11.2. lnarHocTnyeckne xapakTepucTuku

[Ona onpegeneHuss KAMHU4YeCKoW 4vyBCTBUTENbHOCTM  VIDA-Habopos
«EQUI HBcore IgM» ncnonb3oBanu 34 obpasua CbiIBOPOTOK OT NaLMeEHTOB C
anarHosom renatut B. Kpome Toro, 6b1na ncnonb3oBaHa KoMMep4yeckas naHernb
oxapaKkTepu3oBaHHbIXx 00pa3uoB — npousBoncTBa SeraCare Life Sciences
Inc. Mo pesynbratam aHanmMsa KnMHU4eckas 4YyBCTBUTENbHOCTbL VIOA-Habopa
«EQUI HBcore IgM» coctaBnsiet 100%.

ViccnepoBaHne xapakTepucTuk MeToda MO CPaBHEHWIO C aHaOrMyHbIM
KomMmep4eckum Habopom VDA npoBoaunm Ha ueneBon rpynne 6epeMeHHbIX
JKEHLLNH 1 BblOopke AoHOpoB (Bcero 432 obpasua). [1ns BbIGOPKM yKazaHHbIX
00pa3LoB CbIBOPOTOK KpPOBM MOKa3aTenu COCTaBMANM: OTHOCUTEMbHas
cneundudHoctb 100%, npoueHT coBnageHust — 99,5%.

12. OrPAHUYEHUE AHAJTIN3A

WHTepnpeTauns pesynsraTtoB A0MKHA NPON3BOANTLCS CYYETOM KIMHUYECKUX
NPOSsIBNEHMN W [aHHbIX KOMMnekca nabopaTopHbIX uccnegoBaHuin. [ns
ONArHOCTUKM OCTPOro, XPOHWYECKOro WnuM MepeHeceHHoro renatuta B,
oueHKN adhHEKTUBHOCTU Tepanun pekoMeHayeTcs SONONHUTENBHO NPOBECTH
nccneposaHue obpasua gpyrux mapkepoB BIB, BbisBnernve OHK 1 oueHky
GuoxnmMmnyecknx nokasarenen Kposu nNaumeHTa.

MonoxutenbHbin pesynbstat B UPA-Habope «EQUI HBcore IgM» siBnsieTcs
CBMAETENbCTBOM Hanuuus y nauueHta aHTuten knacca IgM k koposomy
aHTUreHy Bupyca renatuta B.

OtpuuatenbHbii pesynstaT B VIDA-Habope «EQUI HBcore IgM» He
ncknovaeT UHOUUUPOBaHWE MauueHTa BUpycom renatuta B, ocobeHHO Ha
paHHUX cTagusx BB nHdekumnn.

[na koppekTHOW [AuarHoctvku renatuta B pekomeHgyeTcs npoBecTy
nccnepoBaHne obpasua Ha Hannyune HBsAg, cneumduyecknx aHTUTen knacca
IgG k aHTureHy HBcore n antuten k HBsAg (Hanpumep, B UGA-Habopax «EQUI
HBsAg», «kEQUI HBcore IgG» n «EQUI anti-HBs», cooTBeTCTBEHHO).
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13. TPYOAHOCTWU, KOTOPbLIE MOI'YT BO3HUKHYTb NPU
NMPOBEAEHUUN NDA

Bbicokuli ¢poH 8 nnyHKax ecez20 nraHwema Moxxem 803HUKHYMb U3-3a:
— 3arpsi3HEHHOrO NPOMbIBATENS;
— HU3KOTO KavyecTBa WM 3arpsi3HeHns Boabl;
— MCNONb30BaHMWS M0X0 NMOMbITONM Nocyabl;
— MCNONb30BaHWA Ae3MHMULMPYIOLLNX CPEACTB, cCoaepXaLunx xmnop;
— UCNONb30BaHMWSA 3arpsA3HEHHbIX HAKOHEYHUKOB;
— YBEINMYEHUS BPEMEHU MWHKyOauum unmM M3MEHeHUs1 TemnepaTypHOro
pexuma.
Bbicokulil gpoH 8 omaAenibHbiIx psidax MoxKem 6bImb cesi3aH c:
— NOBTOPHbIM BHeceHneM pacteopa TMB;
—3arpsi3HeHNeM KOHyca aBTOMaTMYEeCKOM NMNETKN pacTBOPOM KOHbIOraTa;
— 3arpsi3HeHVEeM OOHOr0 U3 KaHanoB NPOMbIBATENSI.
lMony4yeHHoe 3HayeHue OIf1 nonoxumesibHO20 KOHMPOJISI HUXe
ycmaHo8JsieHHOU 2paHuybl, €chu:
— HenpaBUIbHO NPUIrOTOBIIEH UMW HE BHECEH OAMH U3 peareHToB (pacTBop
KoHbloraTa unm pactsop TMB);
— COKpalleHO BpeMs UHKybauuym Ha O4HOM 13 3TarnoB..
UHmeHcusHOoCmMb  OKpawueaHusi JIYHOK He coomeemcmeayem
nosiy4eHHOU onmu4Yeckol rniaomHocmu. 3TO MOXeT CBUAETENbCTBOBATL O
CMeLLEHHOM OMNTUYECKOM fyye.
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CXEMA NMPOBEOEHNA AHAJTIU3A
Bbigepxxatb peareHTbl 30 min npu Temnepartype 18-25°C

B nyHkun nnaHweta BHecTn no 100 pl pa3BeaeHHbIx 1:20 KOHTponen u
nccnegyembix 06pasuoB unu passectu (95+5) B nyHkax
A1 —[CONTROL[ +], B1, C1, D1 — [CONTROL[ -],

E1 v B ocTanbHble NyHKK - nccnegyemole o6pasibl
(nponcxoauT M3MeHeHue LBeTa ¢ (PNONETOBOro Ha CUHWUNA)

3aknenTb CTPUMbI MIEHKOW, MHKYO6upoBaTb 30 MuH npu Temnepatype 37°C

[MpombITe NyHKM 5 pa3 npurotoBrieHHbIM 1:20 (1+19) NpOMbIBHBIM pacTBOPOM
TWEEN (300 pl B nyHKy)

B nyHkn ctpunos BHecTn no 100 pl npurotoBnexHsin 1:11 (1+10) pacteop
KOHBblOraTa.
(3eneHbIn UBET)

3aknenTtb CTPUMbI MEHKOW, MHKYO6upoBaTb 30 MuH npu Temnepatype 37°C

MpombITh NyHkM 5 pa3 npurotoBreHHbIM 1:20 (1+19) NpOMbIBHBIM PacTBOPOM
TWEEN (300 pl B nyHKy)

B nyHku ctpunos BHecTy no 100 pl [SOLN
MHkybunpoBaTb B TeyeHne 30 MUH B TEMHOTE Npu Temnepartype 18-25°C

B nyHkn ctpmnos BHecTn no 100 pl
(NponcxoauT 3MeHeHue LBeTa ¢ ronyboro Ha XenTbli)

MN3ameputb onTuyeckyto nnotHocTb (Ol) Ha cnekTpodoToMeTpe npu
450/620-695 nm

YYET PE3YJIbTATOB AHAJIU3A
Nc = (Nc1 + Nc2 + Nc3)/3;

CO =Nc +0,3;
IP. =0D__/CO

sample sample’

Nc - CpepaHee 3HayeHune Ol 3-x [CONTROL[—]
CO - YpoBeHb rpaHu4Horo 3HayeHus (Cut off)
IP - lHaekc nonoxuTtenbHocT obpasua

sample

MHTEPNPETALUUA PE3YNIbTATOB

IP g > 11 MONOXUTESNbHbLIV
09<IP_ <11 | HEOMNPEAENEHHbI

P <0,9 OTPULIATENLHBLIN

sample
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