Vitrotest® SARS-CoV-2 IyG Tko39

ELISA test-kit for the qualitative and semiquantitative determination of IgG 96 tests
antibodies to SARS-CoV-2

1. INTENDED USE

The test-kit «Vitrotest SARS-CoV-2 IgG» is an enzyme linked immunosorbent assay (ELISA) for
the qualitative and semiquantitative determination of IgG antibodies to SARS-CoV-2 coronavirus in
human serum or plasma. The test-kit might be applied for the ELISA using both automatic pipettes
and standard equipment as well as open system automated ELISA analyzers.

2. CLINICAL VALUE

COVID-19 is an infectious disease caused by a new SARS-CoV-2 coronavirus which had not
previously been detected in humans.

The viral infection leads to the development of a respiratory flu-like disease with symptoms such
as cough and fever. In more severe cases pneumonia can develop. The average incubation period
of the COVID-19 is 6.5 days, but it can range from 3 to 21 days.

Coronavirus SARS-CoV-2 is an RNA-containing virus with a characteristic envelope with spikes
in the form of a “corona”. The main structural proteins of the virus include the nucleocapsid protein
and transmembrane S (spike) protein with a receptor-binding domain (RBD), which binds to human
cell receptors ACE2, causing infection of the mucosal epithelial cells. Both proteins are highly
immunogenic antigens for humans.

Specific antibodies (IgM, 1gG, IgA) against the virus appear 7-11th days from the moment of
infection and/or contact of the body with the virus. Anti-SARS-CoV-2 IgM antibodies can be detected
beginning from day 4 of the first symptoms of the disease. Specific antibodies are detected in less
than 40% of patients with COVID-19 during the first week of the onset of symptoms. The levels of
these antibodies increase rapidly and are detected in almost all patients by the end of the second
week of clinical manifestations. On the 20th day, from the onset of the symptoms of the COVID-19,
specificlgG are detected in almost 100% of patients (except for individuals with immunosuppression).

According to some scientific data, there is a clear correlation between the severity of the disease
and the level of specific IgG in the blood in the second week of clinical manifestations.

3. PRINCIPLE OF THE TEST

Determination of IgG antibodies specific to SARS-CoV-2 in the test-kit «Vitrotest SARS-CoV-2
IgG» is based on a solid phase, indirect ELISA in a two-step incubation procedure. Microwells are
coated with the nucleocapsid recombinant antigens of SARS-CoV-2. During the first incubation
step, the specific antibodies to SARS-CoV-2, if present in the sample, are bound to the solid
phase precoated antigens. The wells are washed to remove unbound antibodies. A secondary
antibodies (anti-IgG), which are conjugated to horseradish peroxidase (HRP), are added next
and bind to the immune complexes on the solid phase. Unbound components are removed by
washing. Antigen-antibody complexes are revealed by addition of chromogen solution containing
3,3'5,5'- tetramethylbenzidine (TMB) and hydrogen peroxide. After 30 minutes the reaction has
been stopped, the absorbance values are read using a spectrophotometer at 450/620-695 nm.
The colour intensity is proportional to the amount of the specific antibodies present in the sample.

4. MATERIALS AND EQUIPMENT
4.1. Composition of the test-kit

Microplate (12 strips x 8 wells)

ELISA STRIPS 3;/(3“65 Each well is coated with the recombinant antigens
SARS-CoV-2. The wells can be separated.
[PREDILUTION PLATE] lifiui Microplate for preliminary dilution of sera

Positive control

CONTROLJ +] 1x0.3 ml Solution of conjugated specific antibodies with
preservative (pink).

Negative control

CONTROL| ] 0.5 ml Albumin solution with preservative (yellow).
Sample prediluent

[SAMPLE PREDILUENT] 1x20 ml Buffer solution with detergent and preservative (brown-
green).

y
&
e R 2BRand preservative (yellow).

Sample diluent

SAMPLE DILUENT 1x12 ml Buffer solution with
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Conjugate solution (ready to use)

Buffer solution of monoclonal antibodies to human IgG
[CONJUGATE SOLUTION] | 1x12 mi conjugated to HRP with stabilizers and preservative
(violet).

[TMB SOLUTION] TMB solution (read'y'to use) )
TMB SOLUTION a2 mi TMB, H,0,, stabilizers and preservative (colourless).

Washing solution Tw20 (20x concentrated)

[wASH TWEEN]20X] x50 ml 20X concentrate of PBS buffer with Tween-20 and NaCl
(colourless)
STOP SOLUTION %12 ml Stop Solution (ready to use)

0.5MH,SO, (colourless).
Adhesive films (2), sera identification plan (1) and instruction for use.

4.2. Material required but not provided
— Variable volume automatic pipettes (10ul-1000ul) and disposable pipette tips;
— plate reader (single wavelength 450 nm or dual wavelength 450/620-695 nm);
— volumetric laboratory glassware (10-1000ml);
— distilled/DI water;
— incubator thermostatically controlled at 37°C;
— automatic/semiautomatic plate washer;
— appropriate waste containers for potentially contaminated materials;
— timer;
— absorbent paper;
— disposable gloves;
— disinfectants;
— protective clothes.

5. PRECAUTIONS AND SAFETY

5.1. Precautions
The ELISA assays are time and temperature sensitive. Strictly follow the test procedure and do not modify it.
— do not use expired reagents;
— do not use for analyses and do not mix reagents from different lots or from test-kits of different
nosology as well as other manufacturer’s reagents with Vitrotest® kits;

Note: it is possible to use [WASH TWEEN]20X]} [TMB SOLUTION] [SAMPLE PREDILUENT] and
STOP SOLUTIONY| from other Vitrotest® ELISA kits.

— close reagents after use only with appropriate caps;

— control the filling and full aspiration of the solution in the wells;
— use a new tip for each sample and reagent;

— avoid exposure of kit reagents to direct sunlight;

—[TMB SOLUTION] must be colourless before use. If [TMB SOLUTION]is blue or yellow it cannot
be used. Avoid any contact of [TMB SOLUTION| with metals or metal ions. Use glassware
thoroughly washed and rinsed with distilled/DI water;

— never use the same glassware for [CONJUGATE SOLUTION]and [TMB SOLUTION]

The manufacturer is not responsible or liable for any incorrect results and/or incidents taking place as a result of
any violation of the instruction. The manufacturer is not responsible for visual readings of samples (without using a
plate reader).

5.2. Safety
— all reagents included in the kit are intended for in vitro diagnostic use only;

— the test-kit is designed for use by qualified personnel only;

— protective clothes, disposable gloves and safety glasses must be worn at all times while
performing analysis;

— never eat, drink, smoke or apply cosmetics in the assay laboratory;

— never pipette solutions by mouth;

— positive and negative controls do not contain components of human origin;

— 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;

— the solid waste must be inactivated by autoclaving at 121°C for 1 hour;

— dispose of inactivated waste in accordance of national laws and regulations;

— do not autoclave the solutions that contain sodium azide or sodium hypochlorite;
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— some components of the test-kit contain low concentrations of harmful compounds and
| irritatjon of the skin and the m . In the case of contact of
STOP SOLUTION| or [CONJUGATE SOLUTION| with skin or mucosa, the place of contact
should be immediately rinsed with large amounts of water;
— in case of spilling of solutions that do not contain acid, e.g. sera, rinse the surface with
disinfectant, then dry it with absorbent paper. In other case acid first must be neutralized by
sodium bicarbonate and then wiped out as described above.

6. STORAGE AND STABILITY

Reagents are stable until stated expiration date on the label when stored refrigerated (2-8°C). Do
not freeze. The kit should be shipped at 2-8°C. Single transportation at the temperature up to 23°C
for two days is acceptable.

7. SPECIMEN COLLECTION

The fresh serum or plasma samples can be stored for 3 days at 2-8 °C, or frozen for longer periods
at-20 —-70°C. Frozen samples must be thawed and kept at room temperature for at least 30 minutes
before use. Do not use preheated samples. Mix thawed samples thoroughly to homogeneity. Avoid
repeated freezing/thawing. Samples containing aggregates must be clarified by centrifugation
(3000 rpm for 10-15 min). Do not use hyperlipeamic, hyperhaemolysed or contaminated by
microorganisms serum specimens. The presence of bilirubin up to concentration of 0.21 mg/ml
(361.8 uM/l), haemoglobin up to concentration of 10 mg/ml and triglycerides up to concentration of
10 mg/ml (11.3 mM/I) are allowed.

8. REAGENT PREPARATION

Itis very important to keep all test components for at least 30 min at room temperature (18-25 °C) before the assay!

8.1. preparation

Before opening the bag with ELISA STRIPS, keep it at room temperature for 30 minutes to avoid
water condensation inside the wells. Open the vacuum bag and take out the necessary number of
the wells. Once opened the bag with the remaining strips must be resealed with zip-lock immediately
and kept refrigerated at 2-8°C for no more than 3 months.

8.2. Washing solution preparation

Check the [WASH TWEEN]20X] for the presence of salt crystals. If crystals have formed, re-
solubilise by warming at 37°C, until crystals dissolve (15-20min). Dilute the [WASH TWEEN]20X] 1:20
(1+19) with distilled/DI water before use. For example, 4 ml concentrate + 76 ml water is sufficient for
8 wells. Once diluted it is stable at 2-8°C for 1 week.

8.3. Predilution of samples and controls

Predilute patient samples and controls 1:10 with [SAMPLE PREDILUENT] immediately before test.
Dispense 90 pl of[SAMPLE PREDILUENT]in the wells of[PREDILUTION PLATE], add 10 pl of samples
and controls. Gently mix the content in the wells. After addition of the sample colour of the sample
prediluent changes from brown-green to blue.

After dilution and transfer of the samples, the used [PREDILUTION PLATE]| wells must be
disinfected by soaking in a disinfectant solution or by autoclaving.

The procedure for dilution of samples and controls should be carried out immediately before
analysis.

9. ASSAY PROCEDURE

91. Prepare the necessary number (the number of specimens and controls) of the wells
m (see 81). Place the wells into the frame. Wells with the controls must be included
in every test.

9.2. Complete the sera identification plan.

9.3. Prepare washing solution (see 8.2.).

9.4. Predilute patient samples and controls (see 8.3).

9.5. Dispense 90 pl of [SAMPLE DILUENT|into each well.

9.6. Add 10 pl of prediluted controls_and patient samples to the wells in the following order: A1 —
, B1, C1and D1 — , other wells — patient samples. The final dilution
in the wells is 1:100. Pipette gently to avoid foaming. The colour of the sample diluent changes
from yellow to green.

9.7. Cover strips with an adhesive film and incubate for 30 min at 37°C.

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

— aspirate the contents of all wells into a liquid waste container and add immediately a minimum of
300 pl of diluted Washing solution to each well;

— soak each well for 30 seconds between each wash cycle;

— aspirate again. The residual volume must be lower than 5pl;

— repeat the washing step 4 times;

— after the final washing cycle, turn down the plate onto an absorbent paper and tap it to remove
any residual buffer.
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9.9. Dispense 100 pl of [CONJUGATE SOLUTION] per well. Cover strips with a new adhesive film,
incubate for 30 min at 37°C.

9.10. Remove and discard the adhesive film and wash all wells five times as described above (see
9.8).

911. Dispense 100 pl into all wells. Do not touch the walls and bottoms of the wells
to avoid contamination.

912. Incubate the strips for 30 minutes at room temperature (18-25°C) in the dark. Do not use adhe-

sive film in this step.
913. Add 100 pl [STOP SOLUTION|to each well in the same order and at the same rate as for

TMB SOLUTION|.

9.14. Read the optical density (OD) of the wells at 450/620-695 nm using a microplate reader within
5 minutes after adding the . Pay attention to the cleanness of the plate bot-
tom and absence of bubbles in the wells before reading.

Measurement in the single-wave procedure at 450 nm is possible. Reserve blank well to adjust

spectrophotometer in such analysis. Only [TMB SOLUTION] and [STOP SOLUTION] must be added
in blank well.

10. CALCULATION AND INTERPRETATION OF RESULTS
10.1. Calculation of results

Calculate the mean absorbance value for 3 negative controls (Nc), Cut off value (CO) and Sample
Index of Positivity (IP

),
sample:
Nc=(Nc1+Nc2+Nc3)/3;, CO=Nc+0.3; |IP =0D /CO

sample sample
10.2. Validation of the test
The test run may be considered valid provided the following criteria are met:

CONTROLJ +] 0D =1.200
CONTROL[ -] OD<0.150

CONTROL[ -] Nc x 0.5 <Necn < Nc x 2.0

If one of the negative control absorbances does not match the above criteria, this value should be
discarded and a mean value should be calculated using the other two values. If more than one nega-
tive control absorbance does not meet the criteria, the test is invalid and must be re-tested.

10.3. Interpretation of results

P > 1 POSITIVE
09< IP_ . <11 DOUBTFUL*
P e <09 NEGATIVE

*If the result is doubtful, repeat the test. If it remains doubtful, collect a new serum sample.
Using IPsample allows performing semiquantitative comparative analysis of the level of specific anti-
bodies in dynamics in paired sera obtained from patients with an interval of 2-4 weeks.

11. PERFORMANCE CHARACTERISTICS

11.1. Specificity and sensitivity

The specificity of the test-kit «Vitrotest SARS-CoV-2 IgG» was evaluated using 304 samples of hu-
man serum obtained during 1-6 months in 2019 (before the COVID-19 pandemic). IgG to SARS-CoV-2
was not detected in all tested samples, the specificity was 100%.

For sensitivity determinaties 27 serum samples of patients who have recovered from COVID-19 in-
fection were evaluated. IgG antibodies to SARS-CoV-2 were detected in all tested sera in the «Vitrotest
SARS-CoV-2 IgG» test-kit.

11.2. Accuracy

Intra assay repeatability

Coefficient of variation (CV) was calculated by measuring 2 samples with various specific antibody
levels in 32-replicate determinations using 1 lot of the test-kit.

Serum No. opb_.. P CV, %
27 0.966 2.99 54
30 2.684 8.31 4.6
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Inter assay reproducibility
Coefficient of variation (CV) was calculated by measuring 2 samples with various specific antibody
levels in 4 ELISA performances during 4 days, in 8-replicate determinations.

Serum No. ODmean IPmean CV’ %
27 0.937 2.89 5.4
30 2.642 8.14 4.0

12. LIMITATIONS OF THE PROCEDURE

If the test sample was obtained in the first days after infection IgG antibodies may not be detected.
Therefore, a negative result of the test for IgG antibodies to SARS-CoV-2 does not exclude the infec-
tion of the patient with the virus. In the presence of clinical manifestations of the disease it is recom-
mended to repeat the test at least in two weeks.

Negative test results in immunosuppressed individuals should also be interpreted with caution.

The final diagnosis cannot be established solely on the basis of serological test results. The diag-
nosis should take into consideration clinical history, symptomatology, as well as the results of other
laboratory tests (including PCR).

13. TROUBLESHOOTING

Possible causes Solutions

High background in all wells

Clean the washer head, then rinse it with 30%

Contaminated washer ethanol and distilled water

Low quality water or contaminated water Use distilled/DI with resistivity > 10 MQ-cm.
Using contaminated glassware Use clean glassware

Using chlorine based disinfectants Use disinfectants without chlorine

Using contaminated tips Use new tips

Increased time of incubation or temperature Follow incubation regimen according to instruc-
regimen was changed tion for use

High background in a few wells

TMB solution was added more than once Add TMB solution once

Pipette shaft was contaminated with conjugate

solution Clean the pipette; pipette the liquids carefully

One the channels of the washer was contam-

inated Clean the washer channel, clean the washer

OD of the positive control below normal

Conjugate solution/tmb solution was prepared Run ELISA repeatedly, prepare conjugate solu-
improperly or not added tion / TMB solution properly

Follow incubation regimen according to the

Reduced incubation time in one of the stages instruction for use

Visual colour intensity of the wells does not correspond to optical density

The optical beam or another component of the

e e P Test the absorbance reader’s performance
reader is misaligned or malfunctioning P
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Vitrotest® SARS-CoV-2 IgG TK039

NMMyHOepMeHTHasa TecT-cuctema AN Ka4eCTBEHHOMO U MONYKONNYEeCTBEH-
HOro onpefeneHns aHtnuTen knacca IgG k kopoHasupycy SARS-CoV-2

1. HASHAYEHUE

VIMMyHOepmeHTHaa TecT-cncTema «Vitrotest SARS-CoV-2 IgG» npeaHasHaveHa ANa KayecTBeH-
HOrO M MOYKOMYECTBEHHOIO onpeaeneHns aHtuten knacca lgG k kopoHasupycy SARS-CoV-2 B
CbIBOPOTKE UK NMlasMe KPOBW YesioBeka.

TecT-Habop MOXET ObITb NPUMEHEH Kak A5 NPOBeAEHNS UMMYHOEPMEHTHOro aHanunsa (MPA) ¢
MCNONb30BaHMEM aBTOMATUYECKUX MMNETOK N CTaHAapTHOro 060pyAOBaHNUA, Tak U ANA NOCTaHOBKM
Ha aBTOMaTM4YeCKOM MMMYHOMEPMEHTHOM aHanM3aTope OTKPHLITOro TMna.

2. KNMHMUYECKOE 3HAYEHUE

KopoHaBupycHasa nHpekuma COVID-19 — nHdekunoHHoe 3a6oneBaHne, KOTOPOe BbI3bIBAETCH
HOBbIM KOpPOHaBMpycomM SARS-CoV-2, KOTopbIi paHee y Ntoaen He BbISBAANCS.

BnusHne 31Oro BMpyca NpMBOAUT K Pa3BUTUIO PECNMPaToOpHOro rpunnonogo6Horo 3abonesa-
HMS C TaKMMU CUMNTOMaMU Kak Kallenb, MXopaaka, B 601ee TaxXenblx Cyyasx pasBMBaeTCs nye-
BMOHMSA. CpeaHuii nHKkyb6aunoHHbld neprnod npu COVID-19 coctaBnseT 6,5 cyTok, a ero KpanHue
rpaHuubl - oT 3 40 21 CyTOK.

KopoHaBupyc SARS-CoV-2 asngaetcs PHK-cogepXallnMm BMPYCOM C xapakTepHOl 060104KOW
C OTPOCTKaMu B BUAE «KOPOHbI». K OCHOBHbBIM CTPYKTYPHbIM 6€nKkam BUpYyca nNpuHagnexar 6enok
Hykneokancuaa v TpaHcmembpaHHblli S (spike)-6enok ¢ peuentopcea3biBatlownm gomeHom (RBD),
KOTOPbIi CBA3bIBAETCS C peuenTopamu kKnetok yenoseka ACE2, Bbi3biBad MHpULUMPOBaHWE snuTe-
NIMANbHBIX KNETOK CIN3NCTON 060N04KN AblxaTeNbHblx NyTer. O6a 6enka ABNATCA BbICOKOMMMYHO-
FeHHbIMW @aHTUreHamu AN YenoBeka.

B opraHnsme nHdurunpoBaHHoOro Yyenoseka cneunduyeckue aHtutena (IgM, IgG, IgA) npoTus Bu-
pyca nosBnsioTrca Ha 7-11-i AHM C MOMeHTa nonajaHns/KoHTakTa opraHnama ¢ Bupycom. Anti-SARS-
CoV-2 IgM aHTuTena MoryT 6biTb O6HapyXeHbl HauMHaga C 4 AHA OT NepPBbIX CUMNTOMOB 60NEe3HN. Y
nauneHtos ¢ COVID-19 B TeueHne nepBoil Hegenw NOSBAEHNS CUMNTOMOB Cneunduyeckme aHTu-
Tena BbIABNAOTCA MeHee veM y 40% nauneHTOoB. YPOBHU 3TUX @HTUTEN ObICTPO YBENNYMBAIOTCA U K
KOHLY BTOPOW HeAeNn KNNHNYECKMX NPOSBAEHWI BEIABNSIOTCA NOYUTH Y BCex. Ha 20 aeHb oT nossne-
Hua cumntomoB COVID-19 cneundunyeckne IgG obHapyxmBatotca npaktndeckun y 100% nauneHToB
(Kpome nu € UMMYHOCYNpeCCHei).

[10 HEKOTOPBLIM Hay4YHbIM AaHHBIM OTMEYaEeTCS YeTKas KOPPeNnauns Mexay TaXeCTblo 601e3HU U
ypOBHeM cneunpunyeckunx IlgG B KpOBKU Ha BTOPOI Heaene KANHUYECKUX NMPOABIEHWNN.

3. MPUHLAIMT AHATTU3A

Onpepenexve aHtuten knacca IgG, cneunduyHbix K SARS-CoV-2, B TecT-cucteme «Vitrotest
SARS-CoV-2 IgG» 6a3npyeTca Ha npuHuMne «Henpamoro» tBepaodasHoro VIOA B AByxX3TanHoM!
NMHKyOaumun. B nyHkax nnaHwerta 3acopOnpoBaHbl PEKOMOMHAHTHbIE @HTUIEHbl HyK/leoKacnaa Ko-
poHaBupyca SARS-CoV-2. Bo Bpems nepBoro atana uHkybaunu nccieayembolx o6pasuoB B NyHKax
VM®OA-nnaHwerta, cneunduryHble K 6enky SARS-CoV-2 aHTutena, ecnim oHn NpUCyTCTBYIOT, CBA3bIBA-
IOTCA C aHTUreHamun Ha TBepaolt hase. [Nocne oTMbIBaHNSA HECBA3AHHBIX KOMMOHEHTOB B NIyHKW A0-
6aBNAeTCs KOHbOraT aHTUBUAOBBLIX aHTU-IgG MOHOK/IOHANbHbBIX @aHTUTEN C MEPOKCUAA30M XPeHa,
KOTOPble CBA3bLIBAIOTCA C MMMYHHbBIMW KOMMEKCaMU Ha TBepAoi hase. HecBA3aHHbIE KOMMOHEHTbI
yOANaTCA BO BPEMSA OTMbIBaHWS. KOMNIEKChl aHTUreH-aHTUTeNo BblgBNAOT AoOaBNeHNeM pacTBO-
pa xpomoreHa, cogepxatiero 3,3, 5,5-tetpametnndensnanH (TMB) n nepekuncb Bogopoaa. lNocne
30-T1 MUHYTHO MHKYOaUMK peakums oCTaHaBAMBaeTCs 1 onTnuyeckas naoTHOCTb (Of1) B nyHKax on-
pepenserca Ha cnekTpodotomeTpe npu AnviHe BonHbl 450/620-695HM. 3HaueHne Of1, nonyyeHHoe
Ang obpasua, N03BONAET BbIABUTb HANNYne unm otcyTcTeme aHtnten kK SARS-CoV-2. IHTeHCUBHOCTb
XENTOW OKPacKun NPONopuUnoOHanbHa KONMYecTBy aHTUTeN B oopasue.

4. MATEPWAJTbl U OBOPYJOBAHUE

4.1. CocTaB Habopa

96 aHanusos

196 WOA-nnaHwer (12 cTpunoB no 8 nyHok)

B kaxpon nyHke nnaHweTa 3acopoupoBaHbl peKomMou-

ELISA STRIPS yHOK HaHTHble aHTureHbl SARS-CoV-2. JTyHKn MOXHO oTae-
naTh.

|PREDILUTION PLATE| 3/?/(2”63 MnaHwer ansg npeaBapuTENBHOIO Pa3BEAEHNS CbIBOPOTOK
[on0XNUTeNbHBIA KOHTPONb

CONTROL 1X0,3 M1 | PacTBOp KOHBIOFMPOBAHHbBIX CREUNPUUYECKUX MOHO-
KNIOHAMbHbBIX @HTUTEN C KOHCEPBAHTOM (PO30BbIN)
OTpuuaTeNbHbIA KOHTPONb

CONTROL| -] 1x0,5mn PacTtBop anbbyMMHa C KOHCEPBAHTOM (KEnNTbIi).
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PactBOp ANs NpesBapuUTeNbHOrO pa3BefeHns CbIBOPOTOK

[SAMPLE PREDILUENT]| 1x20 ml | BydepHblii pacTBOp C AETEPreHTOM U KOHCePBAHTOM (KO-

pUYHEBO-3€/1eHbIN).

SAMPLE DILUENT 1x12 Mn | BydhepHblii pacTBOp C OeTepreHToM U KOHCepBaHTOM

PacTeop Ans pa3sefeHna CbiIBOPOTOK

(>kenTbli).

PacTBOp KOHBIOraTa (roTOB K UCNOMIb30BaHMIO)

[CONJUGATE SOLUTION] | 1x12 mn

BythepHbIi pacTBOp MOHOK/OHaNbHbIX @aHTUTEN K IgG Ye-

noBeka, KOHBIOMMPOBaHHbIX C MePOKCMAA30M XpeHa, Co
cTabunmnsatopamum N KOHCepBaHTOM (pnoneToBsbIi).

TMB SOLUTION 1x12mn |PactBop TMB, H,O, crabunnsartop, KoOHCepBaHT

PactBop TMb (roToB K MCNONb30BaHMIO)

(6ecuBeTHbIN).

PactBop ans npombiBaHus Tw20 (20X KOHLEHTpaT)

[wASH TWEEN]20X] 1x 50 mn | 20-T1 KpaTtHbIR KOHLEHTPAT hocdaTHoro bydepa ¢ Teu-

HoM-20 1 NaCl (6ecuBeTHbI).

CTon-peareHT (roTOB K UCMO/Ib30BaHUI0)
STOP SOLUTION 12 M1 | pactBop 0,5 M H,SO4 (6ecuBeTHbIN).

Knerikasg nnexka (2), 6naHk BHeceHns npoo (1) U MHCTPYKUMSA MO MPUMEHEHMUIO.

4.2.

,ﬂOI‘IO)‘IHMTGI‘IbeIe PeakKTuBbI, Matepuanbl 1 o6opyp,oaaHme
ABTOMaTUYECKME NUNETKN NepeMeHHOoro o6bema Ha 10-1000 MK 1 HAKOHEYHUKU K HUM;
cnekTpodoTomeTp (pnaep) 4na MukponnaHwetoB Ha 450/620-695 Hw,

MepHas nabopatopHaga nocyga (10-1000 mn);

LEeVNOHU3MPOBaHHasA UK ANCTUNNMPOBAHHAs BOAA;

TepmocTart Ha 37°C;

aBTOMaTUYeCKuii Nnn NonyaBTOMATUUYECKK NPOMbIBATE b N1aHLLETOB (BOWEP);
KOHTeWHepbl 419 OTXOAOB NOTEHUMANbHO 3apaxeHHOro Matepuana;

Tarnmep;

hunnsTpoBanbHaa 6ymara;

OfHOPa30Bble NepyaTky;

Ae3nHduumMpyoLLme CpeacTsa;

3alnTHaa ogexaa.

5. MPEAOCTEPEXEHNA U TEXHUKA BE3OIMACHOCTH

51,

MpepoctepexeHus

CobnioaeHne BpeMeru nHKy6aUmu 1 TeMnepaTypbl SBASETCS 4Pe3BbIYAAHO BAXHbIM 715 KOPPEKTHOrO pe3y/brara
NDA.

He MCMONb30BaTb KOMMOHEHTbI TECT-CUCTEMbI MO OKOHYaHWNIO CPOKa rOAHOCTH;
He MCNONb30BaTb NMPU aHaM3e U He CMeLIMBanTe KOMMOHEHTLI Pa3HbIX CEPUA, KOMMOHEHTHI
N3 TECT-CUCTEM Pa3MYHbIX HO30/TOM WA MW PeareHTbl APYrux NPOM3BOANTENEN B COYETaHMN
c Habopamu Vitrotest®;

pumeyanme: nonyckaercs ncnonbosarme [WASH TWEEN]20X] [TMB SOLUTION] [STOP SOLUTION]

MlSAMPLE PREDILUENT] apyrux cepuil.

NMOC/e NCMO/b30BaHNA peareHTa 3akpblBaTb KaXablli (h1akOH CBOEN KPbILKOW;

BO BPEMSA MPOMbIBAHUA KOHTPOMMPOBATL HAMOMHEHME 1 MOMHYIO acnvpaunio pacTBopa u3
NYHOK;

KaX/[bliA pa3 MCMoNb30BaTb HOBbI HAKOHEUYHWK MUNETKN ANA BHeCeHns o0pasLoB uav pea-
reHTOB;

n36eratb NONAAaHNSA NPAMbIX COMHEYHbIX /TyYel Ha peareHTbl TeCT-CUCTEMbI;
ﬂOI‘I>KeH ObITb 6eCLUBETHLIM Nepencnonb3oBaHneM. ECnpactBop okpallieH
B CUHWUIA UM XKENTbIV LiBET ero He/lb34 UCMOMb30BaTh. VI36eratb KOHTaKTa
C MeTannamu Waun noHamu meTannos. [ina paboTel MCNONb3YWTe TONbKO YUCTYIO, TLATeNbHO
BbIMBITYIO AUCTUNNNPOBAHHOK BOAON NOCyay;
HM B KOEM C/lyyae He MCMonb30BaTh OAHY U Ty xe nocyay ans [CONJUGATE SOLUTION] u

lpousBoaunTesib He HeCeT OTBETCTBEHHOCTH 30 /I00bIe HEKOPPEKTHbIE PE3y/IbTATh M HEONAronpyUsTHbIE C/Ty4au,
BO3HUKLLNE BCAIEACTBAE HAPYLLIEHWI BbILIEYKA3AHHbIX NPeaoCcTepexeHui. [lpon3soanTess He HeceT 0TBETCTBEHHOCTH
30 BU3YA/IbHBIA yYET Pe3Y/IbTATOB aHA/IM3A (6€3 NCOMb30BAHUS CIEKTPOMOTOMETA).

52

Pepakuuns

TexHnka 6€30NacHOCTH

BCe peareHTthbl Haéopa npeaHasHa4dYeHbl TO/1bKO Ang in vitro ONAarHOCTUKWM n MOFyT MCNOJ/1b30-
BAaTbCA TO/TbKO KBaI‘IMCbVILLMpOBaHHbIM nepcoHanowm,

NOCTAaHOBKY aHannsa npoBOAUTb TO/IbKO B 3aU_l,l/ITHOl7I ogexnae, 0AHOPA30BbIX Nep4aTkax u
3aWNTHBIX OYKaXx;

He gonyckaeTcd NpuHnMatb nuuly, NTb, KYpPUTb UKW NONMb30BATLCA KOCMEeTUKON B KOMHaTe
BbINMO/THEHUA TECTQ,
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— He nnnetnpoBaTb PACTBOPbLI PTOM;

— MONOXUTENbHbIA U OTpVILLaTe/'IbeIW KOHTPOMN He cogepXxaT KOMMOHEHTOB 4Ye/nnoBe4YeCKoro
NPOUCXOXAEHNS;

— Xunakne oTxodbl cnegyet MHaKTMBMPOBATL, HanpuMep, paCcTBOPOM NepekKncm sogopoaa B KO-
HEeUYHOW KOHLUEHTpauun 6% B TedeHne 3 4aCcoB NP KOMHATHOKW TeMnepaType, Uan rmnox1opu-
TOM HaTpua B KOHEeYHOW KOHUeHTpauunmn 5% B TeueHne 30 MWUHYT, UK APYTMN pa3peLlleHHbl-
MU Ae3MHMULUMPYIOLLIMMU CPeACTBaMY,

— TBepAble 0TXoAbl CAefyeT MHAKTUBMPOBATbL MyTeM aBTOK/aBMPOBAHMA MpU Temnepatype
121°C B TeueHune 1vaca;

— YTUAN3aumnto MHAKTMBUPOBAHHbLIX OTXOA0B NPOBOANTbL COMrTaCHO ,CLeVlCTBy}OLLI,eMy HaunoHannb-
HOMY 3aKOHOAATENbCTBY;

— He aBTOKﬂaBMpyVITe pacTtBOpLI, cogepxalne asng Hatpua Uan rtnoxa10pUT HATPUA,

— HEeKOTOpble KOMMOHEHTbl TeCT-CUCTeMbl codepXaT HU3KKMe KOHLUeHTpauun BpedHblX Be-
LIeCTB M MOTYT Bbl3BaTb pPasfpaKeHWe KOXW W CAU3NUCTbIX o6onodek. MMpu nonagaHum
[TMB SOLUTION], [STOP SOLUTION] # [CONJUGATE SOLUTION] Ha cnmsucTsie 060104Ku 1
KOXY HeO6XOﬂVlMO HeMeO/TeHHO NPOMbITb MOpPaXeHHoe MeCTo 60NbWWM KONUYECTBOM BOAbI,

— B C/lyyae pa3bpbi3rnBaHMa pacTBOPOB, HE COAEPXALMX KUCNOTY, HanpuMep, CbiIBOPOTOK,
o6paboTaTh MOBEPXHOCTL Ae3UHMULMPYIOLLMM CPEACTBOM, @ 3aTEM BbiTEPEeThb HAaCy X0 (n/lb-
TpOBanbLHOW 6yMaroii. B opyrom ciyyae KUCAoTy cHadana Heo6X0AMMO HellTpanM3oeaTb pa-
CTBOPOM GuKapGoHaTa HaTPUS, @ 3aTeM BblTepeTb MOBEPXHOCTb, KaK OMMCaHO Bbille.

6. XPAHEHWE N CTABU/IBHOCTb

PeareHTbl TeCT-CUCTEMbI CTAOWU/BbHBI B TEYEHWE CPOKA NOAHOCTH, yKa3aHHOroO Ha 3TUKETKe, ecu
nx xpaHutb npu 2-8°C. He gonyckaeTtcsd 3amopa)xuBaHue TecT-CUCTEMbl. TpaHCNopTMpoBaTh Ha-
60p npu Temnepatype 2-8°C. JlonyckaeTca ogHOKpaTHas TpaHCNopTMpPOBKa Npu TemnepaType He
Bbllwe 23°C B TeUeHne ABYX CYTOK.

7.110ATOTOBKA OBPA3LIOB

OO6pasLbl CbIBOPOTKN UK Na3mbl KPOBU XpaHnTb Npu Temnepatype 2-8°C He 6onee 3 CyTokK
nocne 3abopa. Ansa 6onee ANNTENbLHOMO XpaHeHs 06pasLbl XPaHWUTb B MOPO3UIBHOM Kamepe npu
Temnepatype ot -20 go -70°C. 3amMopoXxeHHble 06pa3ubl nepeg UCNonb30BaHMEM HeEOBX0AMMO
pPasMOpPO3UTb 1 BblAep>XaTb MPY KOMHATHOW Temnepatype B TeueHne 30 MUHYT. He ncnonb3oBatb
nporpeTble o6pasuebl. [locne pasmopaxuBaHus oopasubl cnedyeT nepemeware ANA AOCTUXKEHNS
oaHoOpoAHOCTH. M3beraTtb NMOBTOPHOIO 3aMOPaxXWBaHUA-OTTanBaHUAa nccnegyemMblx oopa3uos. B
C/lyyae NOMYTHEHUSA CbIBOPOTKM (M1 Na3mMbl) 0CBO6OANTL 06pa3eL, OT HEPACTBOPUMBIX BK/OUE-
HUIA LeHTpudyrnposaHmem npm 3000 06./MUH. B TeueHne 10-15 MnHyT. He ncnonb3soBatb 06pa3ubl
CbIBOPOTOK (MM NNa3Mbl) C BbIPaXEHHOW NMNuAEMUeni, reMonnM3omMm, a Takxe 6akTepranbHblM Npo-
pactaHueM. Ha pe3ynbTaTel aHan1sa He BAngeT npucytcteue B obpasue 6uMnmpyorHa B KOHLEH-
Tpaumn go 0,21 mr/mn (361,8 Mkmonb/n), reMornobuHa B KoHUeHTpauuu 4o 10 Mr/mn v Tpurnnuepm-
00B B KOHUeHTpauun go 10 mr/mn (11,3 mmons/n).

8. MOArOTOBKA PEATEHTOB

OueHb BOXHO BbIAEPXATH BCE PEAreHTbl TECT-CUCTEMbI TP KOMHATHOM Temneparype (18-25°C) B revenmne 30 muHy T
nepes ncrnob30BaHueM!
8.1. MoprotoBka NOA-nnaHweta

[Onsa npegynpexaeHua KOHAeHcauuy BoAbl B /lyHKax HEoOXOAMMO OTKPbIBaThb
TONbKO Mocne BblaepxmneaHma 30 MUHYT NPY KOMHATHOM TemnepaTtype. [10TOM packpbiTe BaKyyM-
HYIO yNaKoBKY, OTAeNNTb HEOOXOAMMOE KOMMYECTBO NIYHOK, @ OCTasibHble Cpasy e TaTenbHo
yMNaKoBaTh C BNaronornoTUTeemM u XpaHUTh /10THO 3AKPbLITbIMU HA 3AMOK (zip-lock) npu Temnepa-
Type 2-8°C. XpaHeHune TakMM 06pa3oM ynakoBaHHOro naaHweTta obecneynBaeTt ero ctabuibHO-
CTb B TeyeHune 3 mecsLeB.

8.2. MpuroTtoBneHne pacTBopa Ang NPOMbIBaHUS

[Nns NpuroToBieHWa pacTBopa AN NPOMbIBaHWA passecTu koHueHTpat [WASH TWEEN]20X]
1:20 (1+19) AUCTMNNMPOBAHHOK UNN AENOHU3NPOBAHHOM BOAON, 3aTeM nepemellaTs. Hanpumep,
4 Mn KOHUeHTpata + 76 Mn BOAbl, YTO 4OCTATOYHO ANg 8 NyHOK. B cnyyae Hananumsa Kkpuctannos B
KOHUEeHTpaTe pacTBopa ANA NPOMbIBaHUA, NporpeTtsb iakoH npu 37°C 40 NOMHOro pacTBOPEHNSA
kpuctannos (15-20 MuH.). Pa3BeaeHHbIn pacTBOP MOXHO XpaHuTb npu temnepartype 2-8°C He 60-
nee 7 CyToK.
8.3. MNpenBaputensHoe pa3BefeHne 06pasLOB U KOHTPONEN

Wccnegyemble  o6pa3ubl M KOHTPOMAM  nNpeaBaputenibHO  pasBeante B 10 pas3
[SAMPLE PREDILUENT] [na storo B Heo6xoauMmoe KOAW4ecTso nyHok [PREDILUTION PLATE]
(komnnekTyeTcst B Habope) BHecute no 90 Mk [SAMPLE PREDILUENT] 1 aoGasbTe no 10 Mkn 06-
pasLOB W KOHTponei. MNpun BHeceHMn o0Opas3LOB v KOHTPO/IEN OCTOPOXHO MUNETUPYiTe CMeCh,
npv 3TOM LBeT pacTBopa 4715 NpeABapuUTeNbHOro pasBeAeHns CbIBOPOTOK AOMKEH N3MEHUTLCH C
KOPUYHEBO-3€/1€HOIr0 Ha CUHWI.

Mocne paseeaeHnsa U nepeHoca 06pasLoB NCNoNb30BaHble NyHki [PREDILUTION PLATE] He-
o6xoaAnMO o6e33apasnTb NyTemM 3aMaynmBaHuea B Ae3nHduuMpytollem pacTBope Wau aBTOKIa-
BMpoBaHunewm. lNpoueanypy pasBeaeHna oOpa3LoB U KOHTPOelh cneayeTr NpoBOANTb Henmocpea-
CTBEHHO Nepes aHann3om.
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9 ﬂPOLl,ED,YPA AHATIU3A

MoAroToBNUTL HEOBXOANMOE KOANYECTBO AYHOK ANS aHanM3a (KoaMyecTBo
nccnegyemblx 06pasLoB 1 YeTbipe NyHKU ANS KOHTPONel), BCTaBUTb UX B paMky IDA-nnaHweTa.
JIYHKWN C KOHTPONAMU 06A3aTe/IbHO BK/IKOYATh B KaXAyto MOCTAHOBKY aHanmsa.

9.2. 3anonHuTtb 6naHk BHeCeHNd Npoo.

9.3. lNpUrotoBMUTL PAcTBOP ANS NPOMbIBaHMS COrIacHO NMyHKTY 8.2.

9.4. TpoBecTn NpeaBapuTensHoe pa3BeaeHe 00pasLOB N KOHTPOEN B COOTBETCTBUM C MYHKTOM
8.3.

9.5. BHecTu BO BCe NyHKM nnaHweta no 90 mMkn

9.6. BHectn B nyHkn no 10 wMkn neBameano paseeueHHblx KOHTOI‘IeI/I N nccnenyemblx
00pasuoB: B lyHKY Al — B nyHkn B1, C1m D1 — . B octanbHbie
NYHKW - nccnegyemble obpasubl. OCTopo>KHo nuneTMpoBaTb CMeCb B nyHKax He ponyckas
neHoobpazoBaHud. [py BHeCeHUn 06pasLoB NMPOUCXOAUT M3MEHEeHWe LBeTa pacTteBopa A4
pa3BeAeHUs CbIBOPOTOK C XKENTOro Ha 3€NeHbIN.

9.7. 3aknewTb CTpUMbl KNeKon NneHkor N nHkybuposaTb B TeueHne 30 MUHYT Npu Temnepatype
37°C.

9.8. Mo OKOHYaHUK MHKYOaLMK OCTOPOXHO CHATb KNEWKYIo MAEHKY WM NMPOMbITb YHKM NATb Pas C
MCNOMb30BaHMEM aBTOMAaTMYECKOrO MpPOMbIBATENA WAM 8-KaHaNbHOW NUNETKWU CnedyoLmMm
ob6pa3om:

— YOANUTb COAEPXKMMOE TYHOK B KOHTEHEP ANA XWUAKWUX OTXOA0B;

— HanoHUTb NyHKK He MeHee YeM no 300 MKN PacTBOPOM 415 NPOMbIBaHUSA, OCTaBUTb HE MeHee
yem Ha 30 cekyHg;

— acnupupoBaTb PacTBOP M3 /IYHOK, OCTATO4YHbIN OObEM pacTBOpa MOCne acnupauuy Ha BCex
3Tanax NPOMbIBaHWA AO/MKEH COCTaBNATL He 6onee 5 MKn;

— MOBTOPUTb NPOoLEedypYy NPOMbIBaHWS elle YeTbipe pasa;

— nocne nocnegHel acnvpauuMn n3oaBUTbLCA OT NUWHEN BNaru, NOCTyKMBaa MNAHWETOM Mo
dunneTpoBansHoOn dymare.

9.9. B nyHkn BHectn no 100 mkn [CONJUGATE SOLUTION]. CTpunbl HaKpbITb HOBOW KeiKo
NNEHKOM 1 MHKyObrpoBaTb B TeueHne 30 MuHyT npu 37°C.

9.10. Mo oKOoHYaHMN NHKYOaLMN OCTOPOXHO CHATL KENKY0 NAEHKY U MPOMbITh NYHKN NATb pas, Kak
onucaHo B nyHkTe 9.8.

911. He kacaacb AHa 1 CTEHOK NIYHOK niaHweta, BHectn no 100 Mkn B YHKW.

912. MIHky6upoBaTb CTpunbl B TedeHne 30 MUHYT B TEMHOM MeCTe Mpu KOMHaTHOW TemnepaTtype 18-
25°C. He ncnonb3oBath KNEMKYIO NIEHKY Ha AaHHOM 3Tane.

913. Ina ocTaHOBKW (hepMeHTaTMBHOK peakumnm BHecCTn B AyHkM no 100 mkn |STOP SOLUTION],
NpPUAEPXMBaACH TOW e NoCneaoBaTeIbHOCTW, YTO U Npu BHeCeHN [TMB SOLUTION|

914. NamepuTb Ha cnekTpodoTtomeTpe Ol B KaXAaol NyHKe npv AAWHE BOJHbI -695 HM
B TeyeHne 5 MMHYT nmocne ocCTaHOBKM peakumn. O6paTtute BHUMaHWE Ha YUCTOTY HapyXHOM
NOBEPXHOCTUN [AHA STYHOK W OTCYTCTBME My3bIPbKOB.

Yuer pe3y/ibTatoB aHA/IM3a MOXHO MPOBOANTL B OAHOBO/IHOBOM pexXume npu A/mMHe BO/HbI 450

HM, B 3TOM C/ly4ae cregyer OCTaBUTb JIYHKY /151 YCTAHOB/IEHNST O/IQHKA (B TAKYIO /TYHKY BHOCUTH

T0716k0 [TMB SOLUTION|# [STOP SOLUTION.

10. YHET PE3YJIbTATOB Y UX UHTEPMNPETALINA
10.1. Yyet pe3ynbTaToB aHanm3a
Paccuntathb cpeaHee 3HaueHne Ol oTpuuatensHoro KoHTpons (N ), ypoBeHb rpaHnyHOro
3HauveHus (Cut off - CO) 1 nHaeKc no3nTMBHOCTM o6pa3ua (IPsample),
Nc =(NcT+Nc2+Nc3)/3; CO=Nc+03; IP =0D /CO; rpe OD - 0orn

sample sample sample o6Gpasua
10.2. locTOBEPHOCTL Pe3yNbTaToB aHanm3a
ﬂaHHbIe Tecta CUHMTaTCA AOCTOBEPHBIMU, €C/T OHM OTBEeYatoT cneaytouinm TpeGOBaHVIﬂMi

CONTROLJ +] 0D =1.200
CONTROL[ -] OD<0.150
CONTROL[ -] Nc x 0.5 < Ncn < Nc x 2.0

Ecnn ogHo 13 3HadeHuii Ol oTpuuatenbHOro KOHTPOAA BbIXOAWUT 3a npefesbl yKa3aHHoro
Bbllle nHTepBana, ero OTépaCblBaDT N pacCcynTbiBatOT CpeaHee Nc no ocTtanbHbIM 3Ha4yeHuam Ol
oTpMUaTEeIbHOIrO KOHTPOMA. Ecnu 6onee O[HOrO N3 3Ha4YeHUN ornl OoTpMLUATENTbHOIO KOHTPONA He
OTBEYAIOT YKa3aHHbIM TPeOOBaHUAM, TO TECT CUYMTAETCA HEKOPPEKTHbIM 1 TpebyeT NOBTOPHOIO
aHasimsa
10.3. UHTepnpeTaumsa pe3ynbratoB

sompte > 11 MONOXUTE/bHbIN
09<Ip_ <11 HEOMPEAE/EHbIN*
IP e <09 OTPULIATE/TbHbIN
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*HeonpeneneHHble o6paslbl pekoMeHayeTCs UccnefoBaTs NoBTOpHO. Ecin pesynbTaTel CHOBa
6yayT B Npedenax HeonpeaeneHHblx, cieayeTt NpomM3Becty 3a6op HOBOro o6pasua.
Mcnonb3oBaHne — MHAEKCA  MO3WTMBHOCTM  MO3BOMAET  MPOBOAUTL  MOMYKONMYECTBEHHbIN
CPaBHUTE/bHbIV aHANN3 YPOBHS CNeUndMUIECKUX aHTUTEN B AMHAMMKE B MAaPHbLIX CbIBOPOTKAX KPOBH,
NOMYYEHHBIX C MHTEPBA/IOM B 2-4 Heaenw.

11. ANATHOCTUYECKUE XAPAKTEPUCTUKN TECTA
11.1. CneundnyuHOCTb 1 YyBCTBUTENILHOCTD

CneunpunyHocTb TecT-cuctemsl «Vitrotest SARS-CoV-2 IgG» oueHmBanu Ha 304 o6pa3uax CbiBO-
POTOK KPOBW Ntoaeit, koTopble Oblv NoAyYeHbl B TeveHne 1-6 mecaues 2019 roga (4o Hayana
nanaemmn COVID-19). Bo Bcex uccnegyembix oopasuax IgG k SARS-CoV-2 He BbISBNEHO, cneun-
hunyHocTb coctasmnna 100%.

[pn onpegeneHnn 4yBCTBUTENBHOCTM Ha 27 obpa3lax CbiIBOPOTOK KPOBW peKOoHBaNecLeHTOB
COVID-19, y Bcex Obinn o6Hapy>xeHbl aHTuTena knacca IgG k SARS-CoV-2 B TecT-cucteme «Vitrotest
SARS-CoV-2 1gG».

11.2. TouHOCTb

[loBTOPSIEMOCTH PE3Y/ILTATOB B NPEAEAX 0A4HOM MOCTAHOBKY aHa/m3a (Intra assay repeatability)

KoathpuumneHt sBapuaunm (CV) ang 2 CbIBOPOTOK C Pas3HbIM YPOBHEM CneunpuUyYecknx aHtuTen
oueHvBanu B 32 NOBTOPax Ha OAHOW CEpPUN TECT-CUCTEMBI.

N° cbiBOPOTKHM oD, P, CV, %
27 0.966 2.99 54
30 2.684 8.31 4.6

BocnponzBoanmocts pe3ybTaros MeXAy pa3myHeIMy NOCTAHOBKAaMM aHa/m3a (Inter assay reproducibility)
KoadppurumeHT Bapnaumnm (CV) 4ng 2 CbiIBOPOTOK C pa3HbiM YPOBHEM Cneumnhnyecknx aHTuTen
oueHnBanu B TeyeHune 4 gHelt B 4 nocTaHOBKaxX aHann3a, No 8 MOBTOPOB B KaXZOM aHanuse.

N° cbiBOpPOTKM oD, IP, CV, %
27 0.937 2.89 5.4
30 2.642 8.14 4.0

12. OTPAHWYEHMSA AHAJTU3A

B cnydae, ecnu nccnepyemelii o6pasel nosydeH B nepsBble AHW Nocie MHMUUUPOBAHKS, TO
aHTuTena knacca IgG mMoryT He BbIiBNATLCA. [MO3TOMY OTpuLaTenbHbI pe3ynbTaT nccrefoBaHus
aHTuTen knacca IgG k kopoHasupycy SARS CoV-2 He nckaYaeT MHPMUMPOBAHUA NauneHTa BU-
pycom. Mpun HanMUnmM KNMHUYECKUX CUMNTOMOB HEOOXOAMMO NPOBECTM NMOBTOPHOE TECTUPOBAHME
nauneHTa yepes 1-2 Hegenw.

Tak>Xe C OCTOPOXHOCTLIO CeyeT UHTePnpeTMpoBaTh OTpMUaTeIbHble pe3y/bTaThl UCCedoBa-
HWUIA Y UL C UMMYHOCYNPECCUEA.

OKoHYaTe bHbI ANarHo3 He MOXeT ObiTb YCTAHOB/EH TO/IbKO HA OCHOBaHWUW pe3y/bTaToB ce-
posiormyeckoro Tecta. [pu yCcTaHOBAEHUN AnarHo3a c/efyeT yunuTbiBaTh 3NUAeMUoIornyeckuii
aHaMHe3 nauneHTa, KNIMHNYEeCKNe NposBieHns 3a60neBaHns, a TakxXe pe3ynbTaTel Apyrux nado-
paToOpHbIX TeCToB (B YacTHocTu, MLIP nccnegosaHms).

13. MPOBJIEMbI, KOTOPbIE MOI'YT BO3HMKHYTb IMPW NMPOBEAEHUN UDA U
CIMOCOBbl UX'YCTPAHEHUA

Bo3moxHbie mpnunHel Croco6ebl ycTpaHeHns npobiem

Beicoknit poH B JIYHKGX BCEero f/1axLuera
[MpoYnCTUTL FONOBKY NPOMbIBaATENSA M MPOMbITh
3arpsA3HeHHbIn NpoMbIBaTENb 30% pacTBOpPOM 3TM/IOBOIO CAMpPTa, 3aTeM
AUCTUNNMPOBAHHOW BOAOM
Mcnonb30oBaTth OYULLIEHHYIO BOAY C YAEbHbBIM
conpotusnexHunem =10 MQ-cwm.

Hn3koe kayecTBO MM 3arPA3HEHHOCTb BOAbI

Vicnonb3oBaHKe N10X0 BbIMbITOW MOCyAbl Mcnonb3oBaTtb XMMUYECKM YNCTYIO nNocyay
Vicnonb3oBaHue Ae3nHMUUMPYIOLWNX CPeacTs, He ncnonbsosatb xopcogepxatune
coaepXallinx xaop nesnHuumpylowme cpeactea
Vicnonb3oBaHue 3arpsa3HeHHbIX

HAKOHEYHMKOR Mcnonb3oBaTtb HOBbIE HAKOHEYHUKMN
YBenmyeHo BpemMs MHKyoaunm nam naMeHeH [MpraepxmnBaTbCa pexunma nHKyobaumm
TemnepaTrypHbIi pexnm COMNacHO NHCTPYKLUMW MO MPUMEHEHMIO
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Bbicoknit hoH B OTAE/bHBIX PSAAX

[NoBTOpHOE BHECeHWe pacTBopa TMb Pactsop TMB BHOCUTL 0AWH pa3
3arpsiaHeHne KoHyca aBToMaTuyHoOM NuneTkn  MpoYnCTUTb NUNETKY U OCTOPOXHO HabnpaTb
pacTBOPOM KOHblorata pacTBop

[MpoYnCTNTL KaHaN NPOMbIBaTENS, MPOMbITh

rPA3HEH OAMH U3 KaHAaNoB NPOMbIBaTENS
3arpasHeH o 3 KaHanoB nNpo arten BOwep

3rnaqenne Ol no0XNTEIbHOrO KOHTPO/ISI HUXE YCTAHOBAEHHOM rPAaHULIbI

HenpaBwnbHO NPUIrOTOBNEH UK He BHECEH
OOMH U3 peareHToB (KOHblOraT unu pactTBop

[MoBTOpHO NpoBecTn MDA, 06paTtntb

TMB) BHMMaHNE Ha MPUTOTOB/IEHNE STUX PeareHToB
CokpallleHo BpeMs nHKybaunu Ha OA4HOM KX [MpoBOANTL MHKYBALWIO COMNACHO MHCTPYKLUWK
3TanoBs No NPUMEHEHUIO

WHTEHCMBHOCTb OKPALUMBAHUS JIYHOK He oTBeqaert nosy4erHon Of1
CMeLlleH onTuYeckuii nyy [MpoBEepPUTE KOPPEKTHOCTL PAabOThl puaepa
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Vitrotest® SARS-CoV-2 1gG
ASSAY PROCEDURE

Keep all reagents and specimens for at least 30 min at 18-25°C before use

Dispense 90 ul of [SAMPLE PREDILUENT| (brown-green colour) into the wells of
and add 10 pl of controls and the samples

(colour changes from brown-green to blue)

Dispense 90l of [SAMPLE DILUENT] (yellow colour) into the wells of [ELISA STRIPS]
and 10ul prediluted samples and controls:

A1 —[CONTROLT+],

B1, C1, D1 - [CONTROL[ -],

E1and other wells — patient samples

(colour changes from yellow to green)

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

Rinse the wells 5 times with diluted 1:20 (1+19) washing solution Tween-20 (300ul
per well)

Add 100pl of [CONJUGATE SOLUTION] into the wells
(green colour)

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

Rinse the wells 5 times with diluted 1:20 (1+19) washing solution Tween-20 (300pl
per well)

Add 100pl of into the wells

Cover wells with an adhesive film, incubate for 30 min in the dark at 18-25°C

Add 100l of

(colour changes from blue to yellow)

Determine the optical density (OD) at 450/620-695nm

CALCULATION INTERPRETATION

Nc = (Nc1+ Nc2 + Nc3)/3; POSITIVE
CO=Nc+0.3; IPsampIe >11
|Psample:ODsample/CO; 09< |P <11 DOUBTFUL

Nc- 0D, for 3[CONTROL[-]

sample

CO - Cut off, IP- Index of Positivity IPsampIe <09 NEGATIVE
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