Vitrotest® SARS-CoV-2 IgM K034

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

1. INTENDED USE

The test-kit «Vitrotest SARS-CoV-2 IgM» is an enzyme linked immunosorbent assay (ELISA) for the
qualitative determination of IgM 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, IgA, IgG) 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 virus, specific IgG 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 IgM antibodies specific to SARS-CoV-2 in the test-kit «Vitrotest SARS-CoV-2
IgM» is based on “IgM-capture” solid phase ELISA in a two-step incubation procedure. Microwells
are coated with monoclonal antibodies to human IgM. During the firstincubation step, IgM antibodies
will be bound to the solid phase precoated monoclonal antibodies. The wells are washed to remove
unbound components. Recombinant antigens of SARS-CoV-2 (S1 and nucleocapsid), which is
conjugated to horseradish peroxidase (HRP), is added next and binds to the specific IgM captured
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

1x96 Microplate (12 strips x 8 wells)
ELISA STRIPS wells Each well is coated with monoclonal antibodies to
human IgM. The wells can be separated.
Positive control
CONTROLJ +] 1x0.3 ml Solution of conjugated specific antibodies with
preservative (pink).
Negative control
CONTROL] - 1x0.5 ml Albumin solution with preservative (yellow).
Sample diluent
SAMPLE DILUENT xi2 ml Buffer solution with detergent and preservative (violet).
Conjugate solution (ready to use)
Buffer solutio recombinant antigens of SARS-CoV-2
[CONJUGATE SOLUTION] | 1x12 mi conjugate ith stabilizers and preservative
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[TMB SOLUTION] TMB solution (ready'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 mi 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 SOLUTION)| 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] s 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;

— some components of the test-kit contain low concentrations of harmful compounds and
could cause irritatjon of the skin and the mucosa. 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.
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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/I), haemoglobin up to concentration of 10 mg/ml and triglycerides up to concentration of
10 mg/ml (1.3 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.

9. ASSAY PROCEDURE

91. Take out from the protective bag the support frame and the necessary number of the wells (the
number of specimens + 4 for controls). 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 842.?.
9.4. Dispense 90 pl of [SAMPLE DILUENT|into each well.
9.5. Add 10 pl of controls and patient samples to the wells in the following order: A1 —
, B1, C1and D1 — [CONTROL :| other wells — patient samples. Pipette gently to avoid foaming.
The colour of the sample diluent changes from violet to blue.
9.6. Cover strips with an adhesive film and incubate for 30 min at 37°C.
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 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.
9.8. Dispense 100 pl of[CONJUGATE SOLUTION] per well. Cover strips with a new adhesive film,
incubate for 30 min at 37°C.
9.9. Remove and discard the adhesive film and wash all wells five times as described above (see
9.8).
910. Dispense 100 l into all wells. Do not touch the walls and bottoms of the wells
to avoid contamination.
9. Incubate the strips for 30 minutes at room temperature (18-25°C) in the dark. Do not use adhe-

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

TMB SOLUTION|.

913. 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.
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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=(Ncl+Nc2+Nc3)/3; CO=Nc+0.2; IP

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

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

oD /CO

sample sample’

Py > 11 POSITIVE
09< IP, <1 DOUBTFUL®
e <09 NEGATIVE

*If the result is doubtful, repeat the test. If it remains doubtful, collect a new serum sample.

11. PERFORMANCE CHARACTERISTICS

11.1. Specificity and sensitivity

The sensitivity of the «Vitrotest SARS-CoV-2 IgM» was evaluated using 52 blood samples from COV-
ID-19 patients confirmed by PCR (1-10 days after hospitalization). Specific IgM antibodies were detected
in 36 samples, 6 of which were negative for IgG antibodies to SARS-CoV-2.

In the study of 273 human serum samples that were obtained during the first half of 2019 (before the
COVID-19 pandemic), the specificity of the «Vitrotest SARS-CoV-2 IgM» test-kit was 99.3%.

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. oD, P CV, %
85 0.899 4.03 3.0
19 1.719 7.71 3.6

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’ %
85 0.887 3.95 3.3
19 1.704 7.58 3.4

12. LIMITATIONS OF THE PROCEDURE

If the test sample was obtained in the first days after infection IgM antibodies may not be detected.
Therefore, a negative result of the test for IgM 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 in week using «Vitrotest SARS-CoV-2 IgM», «Vitrotest SARS-CoV-2 IgA» and
«Vitrotest SARS-CoV-2 1gG» test-kits.

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).
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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 S Test the absorbance reader’s performance
reader is misaligned or malfunctioning P
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Vitrotest® SARS-CoV-2 IyM TKO34

NMMyHOepMeHTHana TecT-cucTema AN Ka4eCTBEHHOMO onpeaeneHns aHTu-
Ten knacca IgM k kopoHaBupycy SARS-CoV-2

1. HASHAYEHUE

VIMMyHOepmeHTHaa TecT-cnctema «Vitrotest SARS-CoV-2 IgM» npegHasHaveHa Ans KadecTBeH-
HOro onpeaenexHuns aHTuTen knacca IgM k kopoHasupycy SARS-CoV-2 B CbIBOPOTKE WK Nna3me
KpOBW YenoBeka.

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. KNMHMYECKOE 3HAYEHUE

KopoHaBupycHas nHdekuns COVID-19 - 370 nHeKunoHHoe 3a60/1eBaHve, Bbl3biIBaEMOE HOBbIM
KopoHaBmpycoM SARS-CoV-2, KOTOpbIA paHblue y Atoaen He oOHapyXXnBancs.

BnusHue atoro BMpyca NpMBOAMUT K Pa3BUTUIO PECNMpPaTopHOro rpunnonogo6Horo 3abonesa-
HMS C TaKMMU CUMNTOMaMK Kak Kallenb, MXopaaka, B 601ee TaxXenblx Cyyasx pasBMBaeTCs nye-
BMOHMSA. CpeaHuii nHKkybaunoHHbld neprnod npu COVID-19 coctaBnseT 6,5 cyTok, a ero KpaiHue
CpoKM - 0T 3 40 21 CyTOK.

KopoHaBupyc SARS-CoV-2 asngaetcs PHK-cogepXalnMm BMPYCOM C xapakTepHOl 060104KOW
C OTPOCTKaMu B BUAE «KOPOHbI». K OCHOBHbBIM CTPYKTYPHbIM 6€nkam BUMpYyca nNpuHagnexar 6enok
Hykneokancuaa u TpaHcmembpaHHblli S (spike)-6enok ¢ peuentopceasbiBalownm gomeHom (RBD),
KOTOPbIi CBA3bIBAETCS C peuenTopamu knetok yenoseka ACE2, Bbi3biBad MHpULUMPOBaHWE snuTe-
NIMANbHBIX KNETOK CIN3NCTON 060N04KMN AblxaTeNbHblx NyTer. O6a 6enka ABNATCA BbICOKOMMMYHO-
FeHHbIMW @aHTUreHamu AN YenoBeka.

B opraHnsme nHduurpoBaHHoOro Yenoseka cneunduyeckme aHtutena (IgM, IgA, IgG) npoTus Bu-
pyca nosBnsioTcs Ha 7-11-i AHM C MOMeHTa nonagaHus/KoHTakTa opraHvnama ¢ Bupycom. Anti-SARS-
CoV-2 IgM aHTuTena MoryT 6biTb O6HapyXeHbl HauMHada ¢ 4 AHA OT NePBbIX CUMNTOMOB 60NEe3HN. Y
nauneHtos ¢ COVID-19 B TeueHne nNepBoil Hegenw NOSBAEHNS CUMNTOMOB Crneunduyeckme aHTu-
Tena BbISBNSAIOTCH MeHee YyeM y 40% naumneHTOB. YPOBHMN 3TUX aHTUTEN ObICTPO YBENNUYMBAIOTCA U
K KOHLLY BTOPOW Heaenu KANHUYeCKMX NposBAeHui BoIaBASIOTCS Nodtn y BceX. Ha 20 aeHb ot no-
aBnernda cumntomoB COVID-19 Bupyc cneunduyeckne IgG o6HapyxusaoTcs npaktnyeckn y 100%
nauneHToB (KpOMeE NNL, C UMMYHOCYNPEeCCUe).

10 HEKOTOPBLIM Hay4YHbIM AaHHBIM OTMEYaEeTCs YeTKas KOPPEeNnauns Mexay TaXeCTblo 601e3HU U
ypOBHeM cneunpunyeckunx lgG B KpOBKU Ha BTOPOI Heaene KANHUYECKUX NPOABIEHWNN.

3. NPUHUWIT AHATTN3A

Onpepenenne aHtuten knacca IgM, cneundunydrbix K SARS-CoV-2, B TecT-cucteme «Vitrotest SARS-
CoV-2 IgM» 6a3unpyetcs Ha npuHumne «lgM-3axsata» TBepaoasHoro NOA B AByx3TanHomn HkyOa-
unun. B nyHKax nnaHweta 3acopOvpoBaHbl MOHOK/IOHANbHbBIE aHTUTeNa, CneunduyHble K UMyHO-
rnobynuHam knacca IgM yenoseka. Bo Bpemsa nepBoro atana nHky6aumm nccnegyemoix o6pasuos
B NyHKax NOA-nnaHweTa MMyHOrnoOynHbl Knacca IgM, npwu ycnoBumn NpucyTcTBmA B 06pasuax,
CBA3bIBAIOTCA C MOHOK/IOHANbHBLIMW aHTUTUTENAMK Ha TBepAOH (ha3e. [1ocne OTMbIBaHWA HECBSA-
3@HHbIX KOMMOHEHTOB B NIYHKW A008BNAETCA CMECb KOHBIOraTOB PEKOMOUHAHTHBIX aHTUIEHOB
Bupyca SARS-CoV-2 ¢ nepokcnaasoi XxpeHa, KoTopble CBSA3bIBAOTCS CO cneumduyeckrmmn IgM B
cocTaBe 00Pa30BaHHbIX UMMYHHbIX KOMMIEKCOB Ha TBEPAON (ha3e. HecBA3aHHbIE KOMNOHEHTHI
YyOANATCA BO BpEMSA OTMbIBaHUA. VIMMYHHble KOMNNEKChl BbIABNSIOTCA foOaBNeHWEeM pacTBOpa
XpoMmoreHa, cogepxatlero 3,3, 5,5'-tetpametnnbensunanH (TMB) n nepekncs Bogopoaa. lNocne
30-T1 MUHYTHOM MHKYOaLmMK peakuns ocTaHaBIMBaeTCs U ontuyeckas nnoTHocTb (Of1) B nyHkax
onpependetcd Ha cnekTpodoTomeTpe npv AnunHe BonHbl 450/620-695HM. MIHTEHCMBHOCTE XENTOW
OKpacku NPONOpLMOHanbHa KOIMYECTBY aHTUTeN B o6pasLe.

4.1. CocTaB Habopa

96 aHanusos

196 U®A-nnaHwer (12 ctpunos no 8 nyHok)
B kaxaow nyHke nnaHweta 3acopOoMpoBaHbl MOHOKNO-
ELISA STRIPS JyHOK HanbHble aHTUTenNa, cneunduyHblie K UMMyHOrnoBynu-
Ham knacca IgM yenoseka. JTyHKn MOXHO OTAeNATb.
MonoxuTenbHbIA KOHTPONb
CONTROL] +] 1x0,3 Mn | PacTBOp KOHBIOMMPOBAHHLIX CNEUUPUYECKUX MOHO-
KNOHaNbHbIX @HTUTEN C KOHCEePBaHTOM (PO30BbIN)
_ OTleU,aTeﬂbelﬁ KOHTPO/1b
CONTROL| -] 1%0,5 mn PacTtBOp anbbyMuHa C KOHCEPBAHTOM (KenNTbIN).
PacTBop ans pa3BeAeHNs CbiIBOPOTOK
SAMPLE DILUENT 1x 12 mn | BydhepHbli pacTBOp C OETEPreHTOM W KOHCEpPBaHTOM
((broneToBbIN).
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PacTBOp KOHBIOraTa (roTOB K UCMOMIb30BaHMUIO)

[CONJUGATE SOLUTION] | 1x 12 mn

BydepHblit pacTBOp peKOMOUHAHTHBLIX aHTUIE€HOB BUPY-

ca SARS-CoV-2 ¢ nepokcnaasoit XxpeHa, co ctabunmsa-
TOpaMu N KOHCEePBAHTOM (3e/1eHbli).

TMB SOLUTION 1x12 mn | PactBop  TMB, HZOZ, CTabunnNnM3aTop, KOHCepBaHT

PactBop TMB (roTOB K MCNONb30BaHMIO)

(6ecuBEeTHbIN).

PacTtBop ans npombiBaHng Tw20 (20X KOHLEHTpaT)

[WASH TWEEN]20X] 1x 50 mn | 20-T1 KpaTHbLIA KOHUEHTPAT thocdaTHoro Oytepa ¢ Teu-

HoM-20 1 NaCl (6ecuBeTHbI).

CTon-peareHT (roTOB K NCMO/Ib30BaHUI0)
STOP SOLUTION X12Mn | pacteop 0,5 M H,S04 (6ecuBeTHbIi).

Knelikas nneHka (2), 6naHk BHeceHus Npoob (1) U MHCTPYKLMS MO NPUMEHEHWIO.

4.2.

[lononHutenbHbIe peakTuBbl, MaTepPUanbl U 060pyaOBaHNE

— ABTOMaTtn4yeckue nunetkn nepemeHHoro oovema Ha 10-1000 MK U HAKOHEYHWUKK K HUM,;
cnekTpotoTomMeTp (puaep) Ana MkponnaHweTtoB Ha 450/620-695 Huw,

MepHas nabopatopHas nocyga (10-1000 mn);

AEVOHU3MPOBaHHAas UM ANCTUNNNMPOBAHHANA BOAS;

TepmocTat Ha 37°C;

aBTOMaTUYECKWA MM NONyaBTOMATUYECKUA NPOMbIBaTE b NNAHLLETOB (BOLED);
KOHTEWHepb! ANA OTXOA40B NOTEHUMANbHO 3apaXeHHOro MaTepurana;

Tanmep;

huneTpoBanLHas oymara;

OAHOPa30Bble NepyaTKy;

Ae3nHduumpyoLme cpeacTsa;

3almTHaa ogexaa.

5. MPEAOCTEPEXEHNA U TEXHUKA BE3OIMACHOCTH

5.1.

MpenoctepexeHus

CobnioaeHne BpeMerun nHKyGaumu 1 Temneparypbl BASETCS 4Pe3BbIYaiHO BAXHbIM 4715 KOPPEKTHOrO pe3y/brara

NDA.
He MCNOoNb30BaTb KOMMOHEHTbI TECT-CUCTEMbI MO OKOHYaHMIO CPOKa FOAHOCTY;

He MCnonb30BaTh NPK aHann3e u He CMeLIMBaiTe KOMMOHEHTbI Pa3HbIX CEPUii, KOMMOHEHTHI
13 TeCT-CUCTEM Pa3/INYHbIX HO30/TOTUA UM peareHTbl APYrux NPOn3BOAUTENER B COUETaHNM
c Habopamu Vitrotest®;

Mpumeyanne: nonyckaercs ncnonbsosanme [WASH TWEEN]20X] [TMB SOLUTION] [STOP SOLUTION]

MISAMPLE PREDILUENT] apyrux cepuil.

NMOC/e NCMOMb30BAHNA peareHTa 3aKpblBaTh KaXAblVi (h1AKOH CBOEW KPbILLIKOH;

BO BPEMA MPOMbIBAHNA KOHTPOMMPOBATL HAMOMHEHNE W MOJHYI0 acnMpaumnio pactBopa 13
NYHOK;

KaXAbl pas UCNoMb30BaTb HOBbIM HAKOHEUHMK NMUNETKN AN BHECEHNA 00pasLoB Uv pea-
reHTOB;

n36erarb NONAAaHNSA NPAMbIX COMHEYHbIX /TyYel Ha peareHTbl TeCT-CUCTEMbI;
uon>¢<eH OblTb 6€CLUBETHbIM Nepe ncnonb3osaHneM. EcipactBop okpallex
B CUHWUIA UNN XKENTbIV LiBET ero He/lb349 UCMNO/Mb30BaTh. VI36eratb KOHTaKTa
C MeTaniamMu Unu noHamu metannios. ng paGoTbl UCMOMb3YNTE TOLKO YMCTYIO, TLLATENNBHO
BbIMbITYIO AUCTUNIMPOBAHHOM BOAOW MOCYAY;
HU B KOEM C/lyYae He UCMoNb30BaTh OAHY W Ty e nocyay ans [CONJUGATE SOLUTION] n

TMB SOLUTION|

Ipon3BoanTeNb He HeCeT OTBETCTBEHHOCTH 30 /00bIE HEKOPPEKTHBIE PE3Y/IbTAThI M HeG/AroNpPUsTHbIE C/yYaM,
BO3HUKLLINE BCIEACTBAE HAPYLLICHNI BbILLICYKA3AHHBIX MPEA0CTEPEXeHmit. [IDoN3BOANTE b HE HECET OTBETCTBEHHOCTH
30 BUSYQ/IbHBIN yHET PE3y/IbTATOB GHA/M3A (6€3 NCMOMb30BAHNS CMIEKTPOMHOTOMETPA).

5.2.

Pepakuuns

TexHuka 6e30nNacHOCTH

BCe peareHTbl Habopa NpeaHa3HayvyeHbl TONbKO A4 in Vitro ANarHOCTUKK 1 MOTYT UCMOMNb30-
BATbCA TO/TbKO KBa}'Il/ICbVILLMpOBaHHbIM nepcoHanowm;

MNOCTAaHOBKY aHannsa npoBOAUNTb TO/IbKO B 3aLl_l,l/lTHOl7| ogexnae, 0AHOPA30BbIX Nep4aTkax u
3aUWNTHbBIX OYKaXx;

He JonyckKaeTCcd NpuHnMaTtb nuily, NiTb, KYpPUTb UM NONIb30BATLCA KOCMETUKON B KOMHaTe
BbINMO/THEHUNA TECTQ,

He NMMNeTnpPoBaTb PacTBOPbLI PTOM;

NONOXUTENbHbLIA 1N OTpI/ILI.aTe/'IbeIW KOHTPO/IM He coaep>xaT KOMMOHEHTOB 4Ye/sioBe4dYeCKoro
npouncxoxageHna,

XNAKWE OTXOA4bl CnefyeTt MHaKTUBMPOBATb, Hanpumep, pacTBOPOM Nepekncn BoAOPOAA B KO-
HEeYHOoWm KOHUEeHTpaunn 6% B Te4yeHue 3 4acoB npu KOMHAaTHOM Temnepartype, uan runoxnopu-

3
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TOM HaTPUSA B KOHEYHOW KOHUEHTpaumnn 5% B tedeHne 30 MUHYT, UK APYrUMKU pa3pelleHHbl-
MU Ae3NHMULNPYIOWNMU CpeacTBamu;

— TBepAble OoTXoAbl cnegyetr MHAKTUBMPOBATb MyTeM aBTOK/1AaBUPOBAHUA MpU TeMnepartype
121°C B TeyeHue 1 yaca;

— YTUAN3aumnto MHAKTMBUPOBAHHbLIX OTXOA0B NpPOBOANTbL COrMIaCcHO ,Cl,el7ICTB\/DOLLI,eMy HauMoHanb-
HOMY 3aKOHOAATE/IbCTBY;

— He aBTOK/aBWpyiTe pacTBOpbIl, CoAepKallme a3ua HaTPUA UK TUNOXI0PUT HAaTPUS;

— HEeKOTOpble KOMMOHEHTbl TeCT-CUCTeMbl COAepXaT HU3KKMe KOHUeHTpauun BpedHblX Be-
WectTB M MOIyT BbI3BaTb pa3gpaXeHune KOXW U CIAN3UCTbIX 060/104eK. |_|pl/I nonagaHum
[TMB SOLUTION], [STOP SOLUTION] v [CONJUGATE SOLUTION] Ha cnusucTeie 060/104KN U
KOXY HGOGXOD,VIMO HeMed/IeHHO NPOMbITb MOPa>XeHHoe MeCTo 60MbLWMM KONMUYECTBOM BOAbI;

— B C/ly4ae pa30pbi3ruBaHNa pacTBOPOB, HE COAEepXallunX KWUCIOTY, HanpuMmep, CbiIBOPOTOK,
06paboTaTb NOBEPXHOCTb AE3NHMUUMPYIOLWMM CPEeACTBOM, @ 3aTEM BblTEPETb HACYXO (PU/b-
TpoBabHOM Oymaron. B apyrom cnyyae KMCnoTy cHavana HeoOXoAMMO HENTPann3oBaTb pa-
CTBOpPOM GMKapéoHaTa HaTpu4, a 3aTeM BblTepeTb NOBEPXHOCTb, KakK ONMMCaHoO Bhlle.

6. XPAHEHWE N CTABU/IBHOCTb

PeareHTbl TeCT-CUCTEMbI CTAOWU/IbHbI B TEYEHWE CPOKA MOAHOCTH, yKa3aHHOro Ha 3TUKETKe, ecnu
nx xpaHutb npu 2-8°C. He gonyckaeTtcs 3amopa)xuBaHue TecT-CMCTeMbl. TpaHCnopTMpoBaThb Ha-
6op npu Temnepatype 2-8°C. [lonyckaeTcst O4HOKPATHas TPAHCMOPTUPOBKa Npy TemnepaTtype He
Bblwe 23°C B TeYeHmne ABYyX CYTOK.

7.1TOArOTOBKA OBPA3LIOB

O6pasLubl CbIBOPOTKN MK NNa3mbl KPOBK XpaHuTb Npu Temnepatype 2-8°C He 6onee 3 cyToK
nocne 3abopa. [Anga 6onee oNTENBHOrO XpaHeHNs 00pa3Lbl XPaHUTb B MOPO3U/IbHOM KaMepe npu
Temneparype ot -20 go -70°C. 3amMopoXeHHble 06pa3ubl nepes UCNonb30BaHWEM HEOOX04MMO
Pa3MOpPO3UTb U BblAEPXaTb NPU KOMHATHON Temnepatype B TedeHne 30 MUHYT. He ncnone3osats
nporpeTble o6pasubl. [locne paamopaxuBaHus o6pasubl cnedyeT nepemellate ANa AOCTUXEHNS
OAHOPOAHOCTU. N36eraTb MOBTOPHOIO 3aMOpaXMBaHWSa-OTTanBaHUA nccnegyembix o6pasLos. B
C/ly4ae NOMYTHEHMWA CbIBOPOTKM (MW NNa3mbl) 0CBO6OANTL O6pa3eL, OT HEPACTBOPUMbIX BK/IOYE-
HWUA ueHTpudyrnposarmem npy 3000 06./MUH. B TedeHne 10-15 MuHyT. He ncnone3oBaTtb o6pasubl
CbIBOPOTOK (MM NNa3Mbl) C BbIpaXeHHOW NMNUAEMUEN, reMOM30M, a Takxe 6akTepuanbHbiM Npo-
pacTtaHveM. Ha pe3ynsTaTbl aHannsa He BAMAET NpUCYTCTBrE B oOpa3sue OuIMpyouHa B KOHLEH-
Tpaumn go 0,21 mr/mn (361,8 MkmMonb/n), remornobuHa B KoHUeHTpauuu o 10 Mr/mn n Tpurnnuepm-
0B B KOHUeHTpauuun o 10 mr/mn (11,3 mmons/n).

8. MOArOTOBKA PEATEHTOB

O4eHb BaOXHO BbIAEPXATb BCE PEAreHTbl TECT-CUCTEMbI TP KOMHATHOM Temneparype (18-25°C) B rederune 30 MuHy T
nepes ucnosib30BaHnem!

8.1. Moarotoeka N®A-nnaHweTa

Ona npenynpexaeHns KoHaeHcauun Bodbl B IyHKax HEOOXOAMMO OTKPbIBaTb
TONbKO Mocne BblaepXuBaHusg 30 MUHYT NPU KOMHATHOW TemnepaTtype. MoToM packpbiTb BakyyM-
HYIO YNaKOBKY, OTAENNTb HEOOXOAMMOEe KOMMUYECTBO /IYHOK, @ OCTa/lbHble Cpa3y Xe TlWaTeslbHO
yMnakoBaTb C BNaronornoTMTenem U XpaHuTs N10THO 3AKPbITLIMU HA 3AMOK (zip-lock) npu Temnepa-
Type 2-8°C. XpaHeHune TakMM 06pa30oM ynakoBaHHOro naaHweTta o6ecneynBaeTt ero ctabuibHO-
CTb B TeUeHue 3 MecsLues.

8.2. MpuroTtoBneHmne pacTeopa Ans NPOMbIBaHMUS

[Na NpuUroToBfeHWsa pacTBopa ANd NPOMbIBaHWA passecty koHueHTpat [WASH TWEEN]20X]
1:20 (1+19) AMCTMNNNPOBAHHOK UM AENOHM3MPOBAHHOM BOAONM, 3aTeM nepemeluatb. Hanpumep,
4 MN KOHLeHTpaTa + 76 Mn BOAbl, YTO AOCTATOYHO ANdA 8 NyHOK. B cnyvae Hanuuma Kpuctannos B
KOHLIEHTpaTe pacTBopa ANs NPOMbIBaHUA, NporpeTb iakoH npu 37°C 40 NOMHOIro pacTBOPEHNS
kpuctannos (15-20 MuH.). Pa3BeaeHHbIn pacTBOP MOXHO XpaHUTb Npu Temnepatype 2-8°C He 60-
nee 7 CyTOK.

9. MPOLEAYPA AHAJTN3A

91. TMoAroToBUTL HEOBXOAMMOE KOMMYECTBO /YHOK ONS aHanM3a (KoM4YecTsBo
nccnenyembix 06pasLoB 1 YeTbipe NYHKU ANS KOHTPONEN), BCTaBUTL UX B pamky MMDA-nnaHLweTa.
JIYHKM C KOHTPONSAMM 06A3aTeNLHO BK/IOYATh B KaX/Aylo MOCTaHOBKY aHanM3a.

9.2. 3anonHuTtb 6naHk BHeCeHNd Npoo.

9.3. TMpUrotoBMUTL PACTBOP ANS NMPOMbIBaHMS COMJ1aCHO NMYHKTY 8.2.

9.4. BHeCTV BO BCe NyHKM MnaHLweTa no 90 Mkn A

9.5. BHecTu B NyHKM No 10 MKA KOHTDOAEN W UCCAedyeMbix 06PasLoB: B NyHKy Al — [CONTROL] + ],
B nyHkn B1, C1n D1 —. B octanbHble nyHku - uccnegyemble o6pastbl. OCTOPOXHO

nuMneTMpoBaTb CMeCb B JlyHKax, He gonyckas neHoobpasoBaHus. [Mpu BHeceHun o6pas3uos
NPOVCXOANT U3MEHEHWE LiBETa pacTBOPa 419 pa3BeAeHNs CbIBOPOTOK C (PMONETOBOrO Ha CUHWIA.
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9.6. 3aknewnTb CTpUMbl KNEeKon NAEeHKOoW N MHKyOupoBaTb B TeueHne 30 MUHYT npu Temnepatype
37°C.

9.7. Tlo OKOHYaHUW MHKyOaLun OCTOPOXHO CHATb KAENKYI MAEHKY WU MPOMbITb IYHKU NATb pas C
MNCNOMb30BaHMEM aBTOMATMYECKOrO MPOMbIBATENA MAM 8-KaHaNbHOW NUNETKWU CneadyowmMm
ob6pasom:

— YOanUTb COAEPXMMOE TYHOK B KOHTEMHEP ANS XUAKUX OTXOAO0B;

— HanoHUTL NyHKK He MeHee YeM nNo 300 MKN PacTBOPOM 415 NPOMbIBaHUSA, OCTaBUTL HE MeHee
yem Ha 30 cekyHg;

— acnupupoBaTb PacTBOP W3 NIyHOK, OCTATOYHbI 0OBbEeM pacTBopa MoCne acnupauun Ha BCex
3Tanax NPOMbIBaHWA AO/MKEH COCTaBNATL He 6onee 5 MKn;

— MOBTOPUTb NPoLEedypy NPOMbIBaHWS elle YeTblpe Pa3a;

— nocne nocnegHen acnupauum ns3baBUTbCS OT NUWHER BAarn, NOCTykKuBas MAaHLWeToM Mo
hmnbTpoBanLHOM ymare.

9.8. B nyHku BHecT no 100 mkn [CONJUGATE SOLUTION]. CTpunbl HakpbiTs HOBOW KNEKOM
NAEHKOM N MHKYOMpoBaTb B TedeHne 30 muHyT npu 37°C.

9.9. Mo OKOHYaHUW MHKYOaLWM OCTOPOXHO CHATb KNEMKYIO NNEHKY U MPOMbITb IYHKM NATE Pa3, Kak
onucaHo B NyHkTe 9.7.

910. He Kacasch Ha 1 CTeHOK NlyHOK nnaHLeTa, BHecTv no 100 Mkn B NTYHKU.

9M. MHkybuposaTb CTpunbl B TedeHne 30 MUHYT B TEMHOM MeCTe Mpu KOMHaTHOW TemnepaTtype 18-
25°C. He ncnonb3oBath KAeWKyto NAIeHKy Ha AaHHOM 3Tane.

9.12. Ina ocTaHoBKWM (hepMeHTaTUBHOM peakumn BHecTU B NyHKM no 100 mkn |[STOP SOLUTION|,

npUOepXMBasaCh TOM e NoceaoBaTeIbHOCTH, YTO U Npu BHeceHn [TMB SOLUTION|
913. MamepuTb Ha cnektpodotomeTpe Ol B KaXAow NyHKe npv AAWHE BOJHBI -695 HM
B TeyeHne 5 MWHYT noc/ie OCTaHOBKM peakumn. O6paTuTb BHUMAHME Ha YUCTOTY HapyXHO
NOBEPXHOCTMN AHA /TYHOK Y OTCYTCTBME My3bIPbKOB.
Yuer pe3y/1ibTatoB GHA/IM3A MOXHO MPOBOANTL B OAHOBO/IHOBOM PEXUME Mpu A/IMHE BO/THbI 450

HM, B 3TOM C/lydde Clieflyel OCTABUTL JIYHKY A/1F YCTAHOBIeHUS O/IaHKA (B TAKyo /lyHKY BHOCHTb
70/16K0 [TMB SOLUTION|# |STOP SOLUTION ;

10. YYET PE3YJIbTATOB Y UX MHTEPMNPETALINA
10.1. Yuet pesynbratoB aHann3a

PaccunTtatb cpeaHee 3HaueHne Ol oTpuuatensHoro KoHTpons (N ), ypoBeHb rpaHn4HOro
3HauveHus (Cut off - CO) n nHaekc nosmTmBHoCT o6pasua (IP

Nc =(Nc1+Nc2 +Nc3)3; CO=Nc+02; IP
10.2. locTOBEPHOCTL Pe3yNnbTaToB aHanm3a
ﬂaHHbIe Tecta CUHMTatTCA AOCTOBEPHBIMU, €C/T OHM OTBeYatoT cneaytounm Tpe@OBaHV]ﬂMi

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

Ecnn ogHo 13 3HayeHwuii Ol oTpuuaTenbHOro KOHTPOAS BLIXOAWT 3a Npeaesbl yKasaHHOro
BbILLE MHTepBana, ero oTépackiBaloT U paccunTbiBatloT cpegHee Nc no ocTanbHbIM 3HayYeHnam Of1
oTpuLaTeNbHOro KoHTpons. Ecnn 6onee ogHoro 13 3HaveHuit Ol oTpuUaTeNbHOrO KOHTPO/S He
0TBEYaloT yKasaHHbIM TPeOoBaHUSAM, TO TECT CUMTAETCSH HEKOPPEKTHbIM ¥ TpebyeT MOBTOPHOrO

sample)’

oD /CO; rpe OD

sample sample’

on

sample - o6pasua

aHasnmsa
10.3. UnTepnpetaumnsa pesynbratoB
IP g > 11 MONOXWTENbHbIA
09<IP <1 HEOMPEAE/EHbIN*
P, e < 0-9 OTPULIATE/IbHbIIA

*HeonpepgenerHble 06paslbl peKoMeHayeTCs UCCnefoBaTb NOBTOPHO. Ecnn pe3ynstaTbl CHOBA
OyayT B Npefenax HeomnpeaeneHHblx, CriefyeT Nnpovssecty 3a60p HOBOro o6pasuia.

1. ANATHOCTUYECKME XAPAKTEPUCTUKW TECTA

11.1. CneundnyHOCTb 1 YYBCTBUTENBHOCTD

[pn oueHKe YyBCTBUTENbHOCTU TecT-cucTembl «Vitrotest SARS-CoV-2 IgM» Ha 52-x o6pa3uax
CbIBOPOTOK KPOBW Ntofeit ¢ noaTeepxaeHHbIM MUP anarHosom COVID-19 (Ha 1-10 4eHb C MOMEHTa
rocnutanusaunn) cneumdpuryeckmne aHtutena knacca IgM 6binn o6HapyxeHbl B 36 o6pa3uax, 6 13
KOTOPbIX OblIv OTpuULaTeNbHbIMW Ha aHTUTeNa knacca IgG kK SARS-CoV-2.

B pesyneraTte nccneposarHna 273 o6pa3LoB ChIBOPOTOK KPOBU MIIOAEN, KOTOPbIe OblAn Nosy-
YeHbl B TeyeHue nepBoro nonyroausa 2019 (go Havana naHaemun COVID-19), cneundunyHoCcTb
TecT-cucTemsbl «Vitrotest SARS-CoV-2 IgM» coctasuna 99,3%.
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11.2. ToyHoCTb

[loBTOPSIEMOCTH PE3Y/ILTATOB B MPEAEAX 0AHOM MOCTAHOBKM aHam3a (Intra assay repeatability)

KoatppuumeHt Bapuaumm (CV) ana 2 CbIBOPOTOK C Pa3HbiM YPOBHEM CneunduyecKnx aHTUTen
oueHvBanu B 32 NOBTOPax Ha OAHOW CEpUN TECT-CUCTEMBI.

N° cbIBOpOTKM oD, IP, CV, %
85 0.899 4.03 3.0
19 1.719 771 3.6

BocnponzsoanmocTs pesynbTaros MexAy pas/imyHeIMyu nOCTAHOBKAaMM aHam3a (Inter assay reproducibility)
KoadppurumeHT Bapnaumnm (CV) onsa 2 CbiIBOPOTOK C pasHbiM YPOBHEM Cneumpnyecknx aHTuTen
oueHVBanNu B TedeHne 4 AHel B 4 NOCTaHOBKaxX aHannsa, No 8 NOBTOPOB B KaX/A0OM aHannse.

N° cbiBOpOTKM ODcp |PCp CV, %
85 0.887 3.95 3.3
19 1.704 7.58 3.4

12. OTPAHWUYEHMSA AHATTN3A

B cnyuvae, ecnun nccnepyemblii o6pasel noyyeH B NepBble AHKW Nocne MHPULMPOBAHKUS, TO
aHTUTeNa knacca IgM MoryT He BbliaBNATECA. [T03TOMY OTpuLaTeNbHbI pe3ynbTat MccneoBaHns
aHTUTEN Knacca IgM k kopoHasupycy SARS CoV-2 He ncknovaeT MHdrunpoBaHma nauneHTa su-
pycom. [Mpn HanMYMM KNMHUYECKNX CUMNTOMOB HEOOXOANMO NMPOBECTH NOBTOPHOE TEeCTUPOBaHME
nauveHTa yepes 1 Hegento B TecT-cuctemax «Vitrotest SARS-CoV-2 IgM», «Vitrotest SARS-CoV-2
IgA» n «Vitrotest SARS-CoV-2 IgG».

Tak>e C OCTOPOXHOCTbLIO CeyeT UHTEPNpPeTUPOBaTh OTpULATeIbHbIE Pe3y/bTaThl UCCNea0Ba-
HWUIA Yy NKL C UMMYHOCYNPECCHUen.

OKOHYaTe NbHbIM AMarHO3 He MOXeT OblTb YCTAHOB/EH TO/IbKO Ha OCHOBAHWW pe3ynsLTaTtos ce-
poniornyeckoro tecta. lpu ycTaHOBNEHUN AnarHosa cnegyer yuntbiBaTb 3NnAEMUONOrn4eckuii
aHaMHe3 nauneHTa, K/IMHUYeCKne NpoaBIeHNs 3a00NeBaHns, a Takxe pe3yneTaTtel Apyrux n1aco-
paTOpHbIX TeCToB (B YacTHocTu, MLIP nccnegosaHus).

13. MPOBJIEMbI, KOTOPBIE MOT'YT BO3HWUKHYTb MPU MPOBEAEHNN UDA U
CNOCOBbI UX YCTPAHEHNSA
Bo3moxHbie npu4nHel CriocoGebl ycTpaHeHus npobniem

Bbicoknit hoH B /1yHKAX BCErO M/IQHLIETA

[MpoYnNcTnTL rONOBKY NPOMbIBATENS M MPOMbITH
3arpA3sHeHHbIn NpoMbiBaTeb 30% pacTBOPOM 3TMNOBOrO CNNPTa, 3aTEM
OVUCTUNIMPOBAHHOM BOOOW

Mcnonb30BaTb OYMLLEHHYIO BOAY C YAENbHbIM
conpotusnexHunem > 10 MQ-cwm.

Huskoe kayecTBO UNKn 3arpAa3HeHHOCTb BOAbI

Mcnonb3oBaHMe NaoXo BbIMbITOW NOCyAbl VIcnonb3oBaTh XMMUYECKMN YNCTYIO MOCYyay
Mcnonb3oBaHune aesnHpUUMpYoLWNX cCpeacTs, He ncnonb3oBaTth X1IOPCOAepXaLyme
cofepXalumx xaop Ae3nHpuumMpyollMe cpeacTsa
Mcnonb3oBaHune 3arpsasHeHHbIX
HAKOHEUHIKOB VIcnonb30BaTh HOBbIE HAKOHEYHUKU
YBenmM4eHo BpeMa MHKyOaLUmumn unm nuameHeH MpyaepxuBaTbCa pexnMa MHKyGaumum
TeMnepaTypHbIi pexmm COrNacHO MHCTPYKLMK MO MPUMEHEHMIO
Bbicoknit hoH B OTAE/IbHBIX PAAAX

[NoBTOpHOE BHeceHue pactBopa TMb Pactsop TMB BHOCUTL 0AWH pa3
3arpsisHeHne KoHyca aBToMaTuyHOM NuneTkn  MpoYnCTUTb MUNETKY U OCTOPOXHO HabnpaTb
pacTBOPOM KOHblorata pacteop

[MpOYNCTUTL KaHa/ NPOMbIBATENS, MPOMbITh
3arpsisHeH ofVH V3 KaHanoB NpoMbIBaTENS Bgﬁepc aHan npo arens, npo

3Hayerne OF1 n0A0XNTE/IbHOrO KOHTPO/IS HUXE YCTAHOB/ICHHOM rPAHMLIbI

HenpaBW/IbHO NPUIrOTOBIEH UM HE BHECEH

[MoBTOopHO NpoBecTn MDA, o6patnTb
?ﬁAMB: V13 PEareHToB (KoH®IoraT uu pacTeop BHMMaHMe Ha NPUrOTOB/IEHME 3TUX PeareHToB

Pepnakuns 3 10/12



CokpallleHo BpeMa UHKYOaLn Ha OAHOM KX [MpoBOAUTL MHKYGALIMIO COMTaCHO MHCTPYKLIK

3Tanos no NpUMEHeHNo
WHTEeHCUBHOCTb OKPALUNBAHNA JIYHOK HE oTBeYaer ﬂOﬂyquHOﬁ or
CMelleH onTuYeckuin nyy [MpoBepuTb KOPPEKTHOCTL PaboThl puaepa
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Vitrotest Bioreagent LLC, 18B Boychuka street, 56, Kiev, 01103, Ukraine
OOO "ButpotecTt bBuopeareHT", yn. boruyka M. 186, 56, r. Knes, 01103, YkpauHa
tel.: +38(044)222-76-72,
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Vitrotest® SARS-CoV-2 IgM
ASSAY PROCEDURE

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

Dispense 90ul of [SAMPLE DILUENT| (violet colour) into the wells of [ELISA STRIPS|in

the following order:

EJEJP_'PUU Al —[CONTROL[ +]
B1, C1, D1 —[CONTROL[ -],
E1and other wells — patient samples
(colour changes from violet to blue)

ﬂ3c7 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)

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

Jil3c7 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 (300l
per well)

660600

YYYY
WO Add 1004l of [HESOLUTION] into the wells

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

EJEJﬂUU Add 100 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+0.2; IPsampIe >11
|Psample:ODsample/CO; 09< |P <11 DOUBTFUL

sample

Nc-OD, _ for 3[CONTROL[-]
CO - Cut off, IP- Index of Positivity IPsampIe <09 NEGATIVE
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