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Vitrotest® Anti-Trichinella TK067

ELISA test-kit for the detection of antibodies to Trichinella spiralis 96 tests

1. INTENDED USE

The test-kit «Vitrotest Anti-Trichinella» is an enzyme linked immunosorbent assay (ELISA) for the
detection of IgG antibodies to Trichinella spiralis 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

Trichinosis is a helminthiasis caused by a nematode Trichinella spiralis. Trichinellas are small,
thread-like worms covered with a striped cuticle. The length of a mature male is 1.2-2 mm with a
thickness of 0.04-0.05 mm.

Transmission occurs by ingestion of meat containing encapsulated trichinella larvae. During di-
gestion under the action of the gastric juice larvae release from capsules penetrate the submucosal
layer of the small intestine, adhere to the mucosa and begin to proliferate. Soon after fertilization
of females, the males die and the females start producing larvae, which enter the blood and lym-
phatic vessels through tissue mucosa, spread throughout the body and settle in striated muscles.
Thereafter this capsule is impregnated with calcium salts leading to calcification. The larvae remain
viable for many years.

The incubation period of human trichinosis lasts 10-25 days. Trichinosis is characterized by fever,
myalgia, facial swelling, skin rash, blood eosinophilia, and in severe cases — by damage to internal
organs and central nervous system.

The diagnosis of trichinosis is based on clinical signs, epidemiological history, serological tests
(complement fixation tests, the reaction of indirect hemagglutination) and ELISA. The latter method
is recommended by OIE for serological diagnosis of trichinosis.

The most specific and successful method to confirm infestation is the detection of IgG antibodies
to trichinella antigens in the blood. These antibodies could be determined from 2-3 to 4-6 weeks
after the eating of contaminated meat. Specific IgE class antibodies are present in the blood during
the acute stage of the disease, however, they are rarely detected due to the short period of their
circulation in the bloodstream. During the early stage of invasion, specific antibodies might be still
undetectable. Therefore, another sample should be taken in 1-2 weeks to confirm or reject suspect-
ed trichinosis. Seroconversion usually occurs 2-5 weeks after infection depending on the infectious
dose. Assessment of antibody dynamics is a very informative marker of therapy effectiveness. In
cases of ineffective or untimely therapy, specific antibodies are detected for up to 20 years if trichi-
nosis is effectively treated in the first two weeks after infection, antibodies disappear within a year.

3. PRINCIPLE OF THE TEST

«Vitrotest Anti-Trichinella» ELISA is a solid phase, indirect ELISA method for detection of IgG
antibodies to Trichinella spiralis in a two-step incubation procedure. Microwells are coated with
T. spiralis larva antigens. During the first incubation step, the specific antibodies to T. spiralis, if
present, will be bound to the solid phase precoated antigens. The wells are washed to remove
unbound antibodies, leaving only the specific antigen-antibody complexes. Secondary antibodies
(anti-IgG) which are conjugated to horseradish peroxidase (HRP) added next and bind to the immune
complexes on the solid phase. Unbound components are removed by washing. Chromogen solution
containing 3,3',5,5'- tetramethylbenzidine (TMB) and hydrogen peroxide is added. TMB is catalysed
by the HRP to produce a blue colour product that changes to yellow after adding stop solution.
Absorbance at 450/620-695nm is read using a plate reader. The density of yellow colouration is
directly proportional to the amount of the antibodies present in the sample.

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

196 Microplate (12 strips x 8 wells)
ELISA STRIPS I Each well is coated with T. spiralis larva antigens. The
wells wells can be separated.
Positive control
CONTROLJ +] 1x0.3 ml Solution specific antibodies to T. spiralis and preserv-
ative (pink)
Negative control
CONTROL| -] 1x0.5 ml Negative human serum with preservative (yellow).
Sample diluent
SAMPLE DILUENT 1x12 ml Buffer solution with detergent and preservative
(brown-green).
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Conjugate solution (ready to use)
Buffer solution of monoclonal antibodies to human IgG
conjugated to HRP with stabilizers and preservative

[CONJUGATE SOLUTION] | 1x12 ml

(green)
TMB solution (ready to use)

TMB SOLUTION X12 ml TMB, H,0,, stabilizers and preservative (colourless).
Washing solution Tw20 (20x concentrated)

[wASH TWEEN]20X] 1x50 ml 20X concentrate of PBS buffer with Tween-20 and
NaCl (colourless)
Stop Solution (ready to use)

STOP SOLUTION 1x12 ml
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] 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]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;

— 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 control does not contain of human origin components;

— negative control of test-kit «Vitrotest Anti-Trichinella» was tested and found negative for anti-
HIV1/2, anti-HCV, anti-T.pallidum antibodies and HBsAg. Nevertheless, all controls and patient
samples should be regarded and handled as potentially infectious;

— 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 could cause irritation of the skin and the mucosa. In the case of contact of
[TMB SOLUTION], [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
(3000rpm for 10-15min). 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 TWEENJ20X] 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

9.1. 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.

. Complete the sera identification plan.

. Prepare washing solution (see 8.2.).

. Dispense 90 pl of into each well.

. Dispense 10 pl of controls and patient samples into the wells in the following order:
A1 —[CONTROL[ #], B1, C1and D1—[CONTROL] -], other wells — patient samples. Mix gently to
avoid foaming. The colour of the sample diluent changes from brown-green to blue.

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

At the end of the incubation period, remove and discard the adhesive film and wash the well 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 5 pl.

— 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. Atthe end of the incubation period, remove and discard the adhesive film and wash the wells

five times as described above (see 9.7).

9.10. Dispense 100 ul [TMB SOLUTION]into all wells. Do not touch the walls and bottoms of the wells

to avoid contamination.

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

adhesive film in this step.
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912. Dispense 100 ul [STOP SOLUTION|into all wells in the same order and at the same rate as for

TMB SOLUTION|.

9.13. Read the optical density (OD) of the wells at 450/620-695 nm using a microplate reader within

5 minutes after adding the [STOP SOLUTION] 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

samp\e)’

Nc = (NcT+ Nc2 + Nc3)/3;
CO=Nc+0.3;
OD /CO

sample sample’

P

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

CONTROLJ +] OD >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
negative control absorbance does not meet the criteria, the test is invalid and must be re-tested.

10.3. Interpretation of results

e > 1 POSITIVE
09< P <11 DOUBTFUL*
P, <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

In the study of the specificity of the test-kit «Vitrotest Anti-Trichinella» using 316 negative human
serum samples confirmed in other commercial test-kit for antibodies to T. spiralis, specificity was 100%.
11.2. Accuracy

Intra assay repeatability

Coefficient of variation (CV) was calculated by measuring 3 samples with various specific antibody
levels in 32-replicate determinations using 1 lot of the test-kit.

Serum No. oD, P CV, %
2K 2.267 7.0 4.9
4K 1.098 3.4 6.3
6K 0.514 1.6 1.9

Inter assay reproducibility
Coefficient of variation (CV) was calculated by measuring 3 samples with various specific antibody
levels in 4 ELISA performances during 4 days, in 8-replicate determinations.

Serum No. oD, P CV, %
2K 2.332 6.66 3.2
4K 1.055 3.01 4.5
6K 0.499 1.42 12.0
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12. LIMITATIONS OF THE PROCEDURE

A positive result in the test-kit «Vitrotest Anti-Trichinella» indicates the presence of specific anti-
bodies IgG to Trichinella spiralis. The presence of the antibodies in newborn infants cannot be held
as proof of Trichinella spiralis invasion.

Indeterminate results might indicate the invasion of Trichinella spiralis in anamnesis.

A negative result in the «Vitrotest Anti-Trichinella» test-kit indicates either the absence of IgG
antibodies to Trichinella spiralis in the sample tested, or that the concentration of specific antibod-
ies is below the detection threshold of the test. Specific antibodies may not be detected during the
early clinical manifestations of the invasion. In this case, it is recommended to repeat the test with
new samples obtained in 1-2 weeks.

Diagnosis of an infectious disease should not be established on the basis of a single test result. A
precise diagnosis, in fact, should take into consideration as well as clinical history, symptomatology
and serological data. It is impossible to completely eliminate cross-reactions of antibodies and anti-
gens of other helminths. It is recommended to verify positive samples with western blot.

13. TROUBLESHOOTING

Possible causes Solutions

High background in all wells

Clean the washer head, then rinse it with 30%
ethanol and distilled water

Contaminated washer

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
reader is misaligned or malfunctioning
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Vitrotest® Anti-Trichinella TK067

VIMMyHOhepMeHTHada TecT-cuctema AN BbIABNEHUA aHTUTEN K 96 aHann308
Trichinella spiralis

1. HASHAYEHUE

VIMMyHOepmMmeHTHaa TecT-cuctema «Vitrotest Anti-Trichinella» npegHasHayeHa ANA BbIABIEHUA aH-
TnTen knacca lgG k Trichinella spiralis B CblIBOPOTKE UK Nna3me KPOoBK Yenoseka. TecT-Habop MoOXeT
ObITb MPUMEHEH KaK ANa NpoBeAeHNd UMMYHOMEPMEHTHOrO aHanusa (MIPA) ¢ ncnonb3oBaHMeM aB-
TOMAaTUYECKMX MUMETOK W CTaHAaPTHOro 060PYAOBaHUA, Tak ¥ ANS NOCTAHOBKM Ha aBTOMATUYECKOM
UMMYHOEPMEHTHOM @HaNU3aTope OTKPBLITOro TUNa.

2. KIMHUYECKOE 3HAYEHWE

TpUXMHENNES - FeNbMUHTO3, KOTOPbIV BbI3biBaETCS Hematogo Trichinella spiralis. TpuxuHennel - men-
Kne, NOYTU HUTEBUAHBIE FeNbMUHTLI, MOKPbITEIE NONEPEYHO-N0N0CATON KYTUKYNOM.

3apaxeHne NPouCXoanT Npy ynoTpesneHnn MACca, COLEPXALLEro XNBbIE MHKANCYIMPOBaHHbIE M-
YUHKM TPUXMHENN. B npouecce nuLLeBapeHns Noa AeCTBUEM XeNyA0UHOrO COKa NMNUMHKIM OCBOOOX-
[al0TCA U3 Kancyn, NPOHUKAIOT B MOACAV3UCTbINA CNOIM TOHKOMO KMLLEYHUKE, 3aKPenasaiTCsa Ha CAu3u-
CTOV 060M04Ke, HAYMHAIOT Pa3MHOXaTbCH. [1ocne OnNoLOTBOPEHNSA CaMLbl MOr1OaI0T, CAMKW HaUYMHAIoT
NPOAYLMPOBaTh IMYNHOK, KOTOPBIE 3 TKaHW C/IM3UCTON 060N0YKM KMLLIKM NONaAaloT B KPOBEHOCHbIE
W UM aTYecKue cocyabl U PasHOCATCA NO BCEMY OPraHn3My, 0CaxaaloTcs B MonepeyHo-nonocarom
MyckynaType. Bnocneactsuu, BOKpYr MMYUHKK (hOPMUPYETCH COeAMHUTENBHOTKAHHAs Kancyna, KOTo-
pas BNOCNEACTBUM UMMPETHUPYETCS CONAMY KanbLus, YTO NPUBOAMT K OOLI3BECTBAEHMIO. JINUNHKM
0CTalOTCH XM3HECNOCOOHBIMY MHOTO flET.

MNHKyOaUVOHHbBIA Nepuoa nNpy TpUxuHennese Yyenoseka npogomkaercs 10-25 anel. TpuxuHennes
XapakTepusyeTcs ANXOPaLKOW, MUaNrvel, OTeKoM nuua, KOXHbBIMK BbICBINAHUAMY, 303UHODUNE
KPOBW, @ NpW THKENOM NPOTEKaHWM - MOPaXeHeM BHYTPEHHUX OPraHOB U LeHTPanbHON HepBHOM
CUCTEMBI.

[lnarHocTuka TpUXMHeNNe3a OCyLEeCTBASETCS Ha OCHOBE KNMHNYECKO KapTUHBI, SNMAeM1onornye-
CKOr0 aHaMHe3a, CEPONOrMYEeCKNX MCCNeLOBaHNM, TaKUX Kak: peakLmnsa CBA3bIBAHUS KOMMNIEMEHTa, pe-
aKLMA HeNPAMON remarraiioTUHALMY, UMMYHOMEPMEHTHBIA aHanu3. INocneaHnii MeTos peKoMeHayeTCs
MexayHapoaHeIM SnnU300TnYeckrM biopo AN Ceponornyeckoit AMarHoCTMKM TpUXMHeNnesa.

Hanbonee cneunduyHbIM 1 ycneLwHbiM METOAOM ANA NOATBEPXAEHUS MHBA3MU ABNSETCS BbIABNE-
Hve aHT1Ten knacca IgG K aHTUreHaMm TPYUXUHEN B KPOBW, KOTOPbIE MOTYT ONpPeaenaTbCs B Anana3oHe
ot 2-3 00 4-6 Hefenb C MOMeHTa ynoTpebneHuns 3apaxeHHoro Maca. Cneunduyeckne aHTuTena Knac-
ca IgE npucyTCTBYIOT B KPOBYW B OCTPOVA CTaauy 60NE3HW, OAHAKO, PEAKO BbIABSIOTCH, YTO CBA3AHO C
KOPOTKMM NepUOAOM WX LIMPKYNALNN B KPOBAHOM pycne. B Hayane KNMH1YeCKnX NPOsBAEHNA MHBa3WK
cneunduyeckue aHTMTENa MOrYT BOOOLLE He NPOSBNATLCS. [103TOMY NpU NOAO3PEHUN Ha TPUXMHEN-
Nnes3 U NoNyYeHUn OTpULAaTeNbHOMO pe3ynbTata MCCneaoBaHNa NPOBOASAT NOBTOPHO Yepes OAHY-ABe
Heaenn. CepokoHBepCHS 0ObIYHO MPOVCXOANT B TeHeHue BTOPOW-NATON Hefenu WH(ULMPOBaHUS W
3@BUCKT OT NONYYEHHOW NaUMEHTOM MHMEKLMOHHOW A03bl. OueHKa AVHAMWUKW aHTUTEN006pa30Ba-
HUSA ABNSETCA AOCTATOYHO MH(OPMATHBHBIM KpUTEpHeM 3hMeKTMBHOCTY NPOBOAVMON Tepanum - Npu
HE3(MEKTUBHONM 1N OTCPOYEHHOW Tepanuu cneunduyeckne aHTuTena BoigBnaoTca rogamu (oo 20
nert), B cnyyae ah(HEKTUBHOMO NEYEHNS B NepBble ABEe HEeAeNM NOCNe UHMULMPOBAHNS aHTUTENa WC-
4e3al0T B TeYeHue roaa.

3. TIPUHLIMIT AHAJTU3A

Beigsnenune antuten knaca IgG, cneunduydrblix K Trichinella spiralis, B Tect-cucteme «Vitrotest Anti-
Trichinella» 6a3upyeTcs Ha NpuHUMNEe «HenpsmMoro» TeepaodasHoro VIOA npu AByX3TanHON NHKy6a-
unn. B nyHkax nnaHwerta 3acopOupoBaHbl aHTUreHbl MYMHOK T. spiralis. Bo Bpema nepBoro artana
NHKyGaunn nccneayemblx 06pasuoB B nyHkax MIOA-nnaHweTa NpOVCXOAMNT CBSA3bIBaHME, NPU YCNOBUN
NPUCYTCTBMA B 06pasuax, cneunduyHbix K T. spiralis aHTUTeN C aHTUreHamu Ha TBepaoi dase. Mocne
OTMbIBaHNA HECBA3AHHbBIX KOMMNOHEHTOB B TYHKM 400ABNSETCA KOHBIOraT aHTUBMAOBLIX aHTU-1gG Mo-
HOK/IOHAMbHbLIX @aHTUTE/ C NEPOKCMAA30M XPeHa, KOTOPbIe CBSA3bIBAIOTCS C MMMYHHbBIMW KOMMIEKCaMu
Ha TBepaoWi thase. [1ocne oTMbIBaHUA HECBA3AHHbBIX KOMMNOHEHTOB B /TYHKW BHOCKUTCS PaCcTBOP XPOMO-
reHa 3,3', 5,5'-TeTpametrnnéensmamnHa (TMb) ¢ nepekuncbio Bogopoaa. TMb okucnaetca nepokcnaason
XpeHa B NMPUCYTCTBUM NMepekncK Bogopoaa, o6pasys NpoayKT ronyboro UBeTa, KOTOpbli MeHaeTcs
Ha »XenTbli Npu gobaBneHun cton-peareHTa. Ontnuyeckasa naotHocTb (Of) o6pa3uos onpeaensdertcs
Ha cnekTpooTomeTpe Npu AnvHe BoAHbl 450/620-695HM. VIHTEHCUBHOCTb XENTOM OKPACcKun NpsmMo
NponNopUMOHaNbHa KONMYeCTBY aHTUTEN B 0OpasLe.

4. MATEPUAJTbl U OBOPYJOBAHUE

4.1. CoctaB Habopa

196 NOA-nnaHwer (12 cTpunos no 8 NyHOK)

ELISA STRIPS X B kaxpgon nyHke nnaHweta 3acopOvpoOBaHbl aHTu-
JIYHOK reHbl MMUNHOK T.spiralis. JIyHK MOXHO OTAENATb.
MonoxuTenbHbI# KOHTPO/b

CONTROLJ +] 1x0.3 Mn PactBop MMMYHOrno6ynnHoB, cneunduyeckmnx K
T. spiralis ¢ KOHCEepBaHTOM (PO30BbIN).
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CONTROL[ -] 1x0.5 mn OTpuuatenbHasa CbIBOPOTKa KPOBW YenoBeKa C KOH-

OTpuuaTenbHblii KOHTPOsb

cepBaHTOM (XenTbli).

SAMPLE DILUENT 112 Mn BythepHbIi pacTBOp C AETEPreHTOM U KOHCEPBaHTOM

PacTBOp AN pa3BefieHus CbIBOPOTOK

(KOpUYHEBO-3€MEHbIN).

PacTBOp KOHBlOraTa (roToB K MCNO/b30BaHMI0)

[CONJUGATE SOLUTION] | 1x12 mn

BydepHblli pacTBOP MOHOK/IOHANbHbIX aHTUTen K 1gG

yenoBeka, KOHbIOMMPOBaHHbLIX C MEPOKCUAAa30Mi xpe-
Ha, CO cCTabunmM3aTopamMm U KOHCEPBAHTOM (3ENEHbIN).

TMB SOLUTION 1x12 mn Pactsop TMbB, H,O,, crabwuinsatop, KOHCepBaHT

PactBop TMB (roTOB K MCNO/Mb30BaHUIO)

(6ecuBETHbIN).

PactBop ans npombiBanus Tw20 (20X KOHLEHTpaT)

[WASH TWEEN[20X] 1x50 mMn 20-T KpaTHbIi KOHLUEeHTpaT doctatHoro Oydepa ¢

TBnHOM-20 1 NaCl (6ecuBeTHbIN).

CTon-peareHT (rOTOB K UCMO/Mb30BaHUIO)
STOP SOLUTION X12 mn Pactsop 0,5 M H,S04 (6ecugeTHbiii).

Knetikag nnexka (2), 6naHk BHeceHns npoo (1) U MHCTPYKLMA MO NPUMEHEHWIO.

4.2.

JononHuTeNnbHbIe peakTHUBbI, MaTepuassl U 060pyAOBaHMe

ABTOMaTUYECKME NUNETKN NepeMeHHOoro o6bema Ha 10-1000 MK 1 HAKOHEYHUKU K HUM;
cnekTpodoTomeTp (pnaep) Ana MukponnaHwetoB Ha 450/620-695 Hw,

MepHas nabopatopHaa nocyga (10-1000 mn);

AEVIOHW3MPOBaHHas UM ANCTUNNMPOBAHHAA BOAS;

TepmocTat Ha 37°C;

aBTOMaTUYECKWIA UK NONYyaBTOMATUYECKU NPOMbIBaTENb NNAHLLETOB (BOWep);
KOHTEeWHepb! ANA OTXOA40B NOTEHUMANbHO 3apaXXeHHOro Matepurana;

Tanmep;

dhunnsTpoBanbHaa 6ymara;

OAHOPa30Bble NepyaTky,;

Ae3nHguumpyoLlme cpeacTea;

3alMTHaa ogexaa.

5. MPEAOCTEPEXEHNA U TEXHUKA BE3OIMACHOCTH

5.1

MpepnoctepexeHus

CobniogeHne BpemeHn MHKyﬁGUMM n Temneparypbl 4B/5eT1CA 4PEe3BbIYANHO BAXHBIM [/151 KOPPEKTHOIO pesynbrara
NOA

He MCMONb30BaTb KOMMOHEHTbI TECT-CUCTEMbI MO OKOHYaHWNIO CPOKa rOAHOCTY;
He MCMNo/b30BaThb NPW aHannse u He CMeLLBaiTe KOMMNOHEHTbI Pa3HbiX CePUiA, KOMMOHEHTHI
N3 TECT-CUCTEM Pa3IMYHbIX HO30/TOM WA MW PeareHTbl APYruX NPoM3BOANTENER B COYETaHMN
c Habopamu Vitrotest®;

[pumeyanne: gonyckaercs ucnonb3osanne [WASH TWEEN]20X] [TMB SOLUTION] # [STOP SOLUTION]
Apyrux cepui.

noc/ne NCNONb30BaHWS peareHTa 3akpbiBaTb KaXAblh (/1akOH CBOE KPbILWKOM;

BO BPEMS MPOMbIBAHWA KOHTPONMPOBATb HAMOMHEHME N MOMHYIO acnupaunio pacTesopa 13
NYHOK;

KaX bl pa3 MCnonb30BaTh HOBLIN HAKOHEUYHUK MMNETKK ANA BHeCeHns o6pa3LoB nin pea-
reHTOB;

n3beratb NonagaHusa NPAMbIX COMHEUHbIX TyYei Ha peareHTbl TeCT-CUCTEMbI;
ﬂOI‘I>KeH ObITb 6eCLBETHLIM NEpeancnonb3oBaHnem. ECm pacTBop oKpalleH
B CUHUIA UM XKENTbIN UBET €ro HeMlb3s UCMOoMNb30BaTh. M136eratb KOHTaKTa
C MeTannamu unn noHamu metannos. Ana paboTbl MCNOAb3YNTE TONbKO YUCTYIO, TLATeNbHO
BbIMbITYIO AUCTUIIMPOBAHHOM BOAOW NOCyaYy;

HM B KOEM C/lyyae He MCMonb30BaTh OAHY U Ty xe nocyay ans [CONJUGATE SOLUTION] n
TMB SOLUTION}

lpoussoaunTeib He HeCeT OTBETCTBeHHOCTH 30 /I00bIe HEKOPPEKTHbIE PE3y/IbTATH M HEONAronpyUsTHbIE CTy4au,
BO3HUKLLNE BCAICACTBAE HAPYILIEHWI BbILIEYKA3AHHbIX MPeaocTepexeHui. [lpon3soanTesis He HeceT 0TBETCTBEHHOCTH
30 BU3YQ/IbHBII yYET PEe3Y/IbTATOB AHA/IM3A (0€3 NCMOb30BAHUS CIEKTPOMOTOMETA).

5.2.

TexHnka 6e30nNacHOCTH

BCe peareHTbl Haéopa npegHasHa4yeHbl TO/IbKO A4 in vitro ONArHOCTUKKN U MOTYyT NCNONb30-
BATbCH TONBbKO KBaJ‘IVleMLLV]pOBaHHbIM nepcoHanowm,

NOCTAHOBKY aHaMn3a NpoBOANTb TOMTbKO B OAHOPA30BbIX Mep4aTKax v 3alnTHbIX O4KaX;
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— He JonycKaeTcsd NpUHUMaTh AULLY, NUTb, KYPUTb WAKM NOMNb30BaTbCA KOCMETUKON B KOMHaTe
BbIMNO/THEHNA TECT];

— He nuMneTMpoBaTb PACTBOPbLI PTOM;

— NONOXUTENbHbLIA KOHTPO/b HE COAEPXMUT KOMMNOHEHTOB YENOBEYECKOro NPOUCXOXAEHWUS;

— oTpuLaTtenbHbIi KOHTPOb TecT-cuctemsbl «Vitrotest Anti-Trichinella» npotectuposaH 1 HahgeH
oTpuuaTensHbiM Ha aHTuTena k BUYY2, BI'C n Treponema pallidum n HBsAg, ogHako paboTtaTb
C HUM ¥ nccnepgyembliMy o6pasLuamu cneayer kak ¢ NOTEHLMaNnbHO ONacHbIM MHPEKLMOHHBIM
matepuanom;

— XUWAKNE OTXOAbl CNeayeT MHaKTMBUPOBaTb, HanprumMep, PaCTBOPOM NEPEKNCH BOAOPOAA B KO-
HEUYHON KOHLUEeHTPauun 6% B Te4eHne 3 4acoB NPW KOMHATHON TeMnepaType, NN rMnoxa0pu-
TOM HaTPUS B KOHEYHOW KOHUEeHTpaumnn 5% B tedeHne 30 MUHYT, UAW APYrUMK pa3peLleHHbl-
MU A€3UNHMDUUMPYIOWMMN CPeacTBaMY;

— TBepAble OTXoA4bl CNnefyeT MHaKTUMBMPOBATb MyTEM aBTOKNABMPOBAHWA NpU Temnepatype
121°C B Te4eHune 1yvaca;

— YTUIN3aUMIO MHAKTUBUPOBAHHbLIX OTXOA0B NPOBOAUTL COM/lTaCHO AEUCTBYOWEMY HaLMOHa b
HOMY 3aKOHO4ATENbCTBY;

— He aBTOK/NaBMpyiTe pacTBOPLI, COAepXallme asna HaTPUA UM TUNOXI0PUT HATPUS;

— HEeKOTOpble KOMMOHEHTbl TEeCT-CUCTEMbI COAEPXAT HW3KME KOHLEHTpauunm BpeaHbixX Be-
LeCTB M MOryT Bbl3BaTb pa3fpakeHne KOXW W CAn3ncTblx ob6onodek. MMpu nonagaHuu
[TMB SOLUTION], [STOP SOLUTION] v [CONJUGATE SOLUTION] Ha CMsncTbie 060/104KN 1
KOXY HeOOX0ANMO HeEMeANEHHO NPOMbITb MOPaxeHHoe MeCTo 60/MbLUWMM KOMYECTBOM BOAbI;

— B C/lyyae pa306pbi3rnBaHUa pacTBOPOB, HE COAEPXALLMX KUCAOTY, HanpuMep, CbiIBOPOTOK,
06paboTaTb NOBEPXHOCTL AE3NHMDULMPYIOLLMM CPEACTBOM, @ 3aTEM BblITEPETL HACYXO (PUNb-
TpoBanbHOM 6ymaron. B apyrom cnyyae KMCnoTy cHavana HeoOXoAMMO HENTPann3oBaTb pa-
CTBOPOM OnKapOoHaTa HaTpKa, @ 3aTEM BbITEPETb MOBEPXHOCTb, KaK ONMUCaHO BbILLE.

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. TpaHCNopTMpoBaTh Ha-
6op npu Temnepatype 2-8°C. [lonyckaeTcs O4HOKPaTHas TPAHCMOPTUPOBKa Npy TemnepaTtype He
Bblwe 23°C B Te4eHmne ABYyX CYTOK.

7.110AArOTOBKA OBPA3LIOB

O6pasLubl CbIBOPOTKN MM NNa3mbl KPOBK XpaHUTb Npu Temnepatype 2-8°C He 6onee 3 cyTokK
nocne 3abopa. [Anga 6onee oNTENBHOIO XpaHeHNs 00pa3Libl XPaHUTb B MOPO3W/IbHOM KaMepe npu
Temnepatype ot -20 go -70°C. 3amMopoXeHHble 06pa3ubl nepes UCNonb30BaHWEM HEOOX04MMO
Pa3MOpPO3UTb U BblAEpXaTb NPU KOMHATHON Temnepatype B TedeHne 30 MUHYT. He ncnone3osatb
nporpeTble o6pasubl. [locne paamopaxuBaHus o6pasubl cnedyeT nepemellate ANa AOCTUXEHNS
OAHOPOAHOCTU. N36eraTb MOBTOPHOrO 3aMOpaXMBaHWS-OTTanBaHUa nccnegyembix o6pasLos. B
C/ly4Yae 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-
pactaHveMm. Ha pe3ynsTaTbl aHannsa He BAMAET NpUCyTCTBrE B oOpa3sue OUIMpyouHa B KOHLEH-
Tpaumn go 0,21 mr/mn (361,8 MkMonb/n), remornobuHa B KoHUeHTpauuu o 10 Mr/mn n Tpurnnuepm-
0B B KOHUeHTpauuun o 10 mr/mn (11,3 mmons/n).

8. M0ArOTOBKA PEATEHTOB

O4eHb BAXHO BbIACPXATb BCE PEAreHTbI TECT-CUCTEMbI IPU KOMHATHOM Temnepartype (18-25°C) B reyerne 30 MuHyT
nepes ncrnob308axHnem!

8.1. Moarotoska NDA-nnaHwerta

Onsa npegynpexaeHns KoHAeHcaummn BoAbl B IyHKax HEOOXO0AMMO OTKpbIBaTb TOMbBKO MOC/Ae
Bolaepxunsanna 30 MUHYT NPy KOMHATHOW Temnepatype. [MoTOM packpbiTh BakKyyMHYIO ynakoB-
Ky, OTAENUTb HEOOXOAMMOE KOMMYECTBO NTYHOK, @ OCTaslbHble CPasy Xe TWaTeNbHO ynakoBaTb C
BNaronornoTuTenem n XpaHuTb MI0THO 3AKPLITLIMA HA 3AMOK (zip-lock) npn Temnepatype 2-8°C.
XpaHeHne TakM 06pa30oM yNnakoBaHHOMO nnaHweTta o6ecneynBaeT ero CTabunbHOCTb B TeYeHne
3 mMecaues.

8.2. MpuroTtoBneHmne pacTeopa Ans NPOMbIBaHMUS

[Na NpuUroToBneHWs pacTBopa A9 NPOMbIBaHWA passecty koHueHTpat [WASH TWEEN]20X]
1:20 (1+19) AMCTMNNNPOBAHHOK UM AENOHM3MPOBAHHOK BOAONM, 3aTeM nepemellatb. 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. TlMoarotoBUTb HEOOXOAMMOE KOMUYECTBO JIYHOK AN aHannsa (KOAM4YecTBO Uccneayemblx
00pasuoB W YeTbipe YHKW ANA KOHTPOen), BCTaBuTb nx B pamky VIOA-nnaHwerta. JlyHkn ¢
KOHTPONAMK 06A3aTe/IbHO BK/OUATL B KaX Ayt MOCTaHOBKY aHa/M3a.
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9.2. 3anonHuTtb 6naHkK BHeCeHNd Npoo.

9.3. lNpurotoBMUTL PacTBOpP ANS NPOMbIBaHMS COr1acHO NMyHKTa 8.2.

9.4. BHecTtnt BO BCe NiyHKW NnaHweTa no 90 mkn .

9.5. BHectu B nyHKkKM no 10 MK KOHTpONel 1 nccnegyembix 06pasLoB: B 1yHKy Al — ,
B NyHku B1, C11a D1 —[CONTROL[— ] B OCTanbHbIe NyHKM - MccneayeMble 06pasLibl. OCTOPOXHO
nMnNeTMpoBaTb CMeCb B J/lyHKax, He Aonyckas neHoobpasoBaHus. [pu BHeceHun o6pas3uos
NPONCXOANT N3MEHEHWE LiBETA PACTBOPA B IyHKaxX C KOPUYHEBO-3€/1EHOMO Ha CUHUA.

9.6. 3aknenTb CTPUMbI KNEWKO NNEHKON 1 MHKyGupoBaTb B TeveHre 30 MUHYT Npu TemnepaTtype
37°C.

9.7. Mo OKOHYaHUW MHKYOaLMK OCTOPOXHO CHATb KNEWKYK MAEHKY M MPOMbITb IYHKM NATb pas C
MCNOMNb30BaHMEM aBTOMaTUYECKOrO MPOMbIBATENA WKW 8-KaHaNbHOM MUNETKW CAeaylowmnMm
o6paszom:

— yOanuTb CoOAepXMMOoe NYHOK B KOHTEHEP AN XUAKMUX OTXOA0B;

— HanoSIHWUTb NlyHKW He MeHee YeM no 300 Mk pacTBopa A9 NPOMbIBaHWS, OCTaBUTb HE MeHee
yem Ha 30 cekyHg;

— acnupupoBaTb PacTBOP M3 /IYHOK, OCTaTOYHbIM OObeM pacTBOpa Mocne acnupaumy Ha BCex
3Tanax NPoOMbIBaHWA AO/IKEH COCTaBNATL He 6onee SMKIT;

— MOBTOPUTb NPoLedypy NPOMbIBaHWS elle YeTblpe Pa3a;

— nocne nocnegHelt acnvpaumMn n30aBUTLCA OT JIMWIHEW Bnaru, NOCTykKMBas MAaHWETOM Mo
huneTpoBanbHoO bymare.

9.8. B nyHku BHectn no 100 mkn [CONJUGATE SOLUTION]. CTpunbl HakpbiTb HOBOWM KNeikoi
NAEeHKOM N MHKyOupoBaTb B TedeHne 30 muHyT npwu 37°C.

9.9. o OKOHYaHWUM NHKYBaLMK OCTOPOXHO CHATb KNEWKYIO MAEHKY ¥ MPOMbITE IyHKU NSTh Pas, Kak
onucaHo B NyHKTe 9.7.

9.10. He kacasicb AHa 1 CTEHOK /TYHOK niaHLweTa, BHecTu no 100mkn B NIyHKW.

9M. NHKyOuMpoBaTb CTpUMbl B TedeHne 30 MUHYT B TEMHOM MecTe Npu KOMHATHON Temnepatype 18-
25°C. He ncnonb3oBaTh KAEWKyIo NAIEHKY Ha AaHHOM 3Tane.

912. ng OCTaHOBKM (hepMEHTATUBHON peakumm BHecCTW B NyHku no 100 mkn [STOP SOLUTION
NPUAEPXMBAACH TON e NOCNe[oBaTeNbHOCTH, YTO U Npu BHeceHn [TMB SOLUTION|

913. Nameputb Ha puaepe OF1 B Kaxaon NyHKe npu AnvHe BonHbl 450/620-695 HM B TeueHune 5
MWHYT NOC/ME OCTaHOBKM peakuun. [Jo NpoBeAeHUS W3MEPEHWS HeOoOXOAMMO yoeanTbCa B
UMCTOTE HaPY>KHOW NOBEPXHOCTU AHA /TYHOK 1 OTCYTCTBUM My3bIPbKOB.

YyeT pe3ynsraTtoB aHanam3a MOXHO MPOBOAUTE B OAHOBO/IHOBOM PEXUME Npu A/IMHE BOMHbI 450 Hw,

B 3TOM C/lyYae cneayeT OCTaBUTb JIYHKY AN YCTaHOBNEHMA OnaHKa (B Takyto TYHKY BHOCUTb TONbKO

[TMB SOLUTION] 1 [STOP SOLUTION])).

10. YYET PE3Y/IbTATOB U UX UHTEPMPETALMNA

10.1. Yuet pe3ynbratoB aHannsa

Paccuntatb cpegHee 3HauyeHne Ol oTpuuatelbHOro KOHTPOs (NC), YPOBEHbL MPAHUYHOIO 3HAYEHUA
(Cut off - CO) 1 MHAEKC NO3UTMBHOCTM 06pa3ua (IPsample),

Nc = (Nc1+ Nc2 + Nc3)/3;

CO=Nc+03;
=0OD /CO; rme OD - 0on

|Psamp\67 sample sample obpasua

10.2. locToBEPHOCTb Pe3ybTaToB aHaNn3a
[aHHble TecTa CUMTAIOTCA AOCTOBEPHBLIMM, €C/IM OHM OTBEYAIOT CedyioLmMM TPeGoBaHNAM:

CONTROLJ +] OM=1.200
CONTROL[ -] OrM<0.150

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

Ecnn ogHo w3 3HaueHwuii O oTpuLaTeNbHOro KOHTPOMSA BbIXOAMT 3a npedesbl yKa3aHHOoro
BbllLE MHTEepBana, ero oTépachkiBaloT U paccunTbiBaloT cpeaHee Nc no ocTanbHbIM 3HaYeHnam Ol
oTpuLaTensHOro KoHTpons. Ecnn 6onee ogHoro 3 3HaveHnit Ol oTpuLaTeNbHOrO KOHTPONS He
0TBEYaloT yKa3aHHbIM TPebOoBaHNSAM, TO TECT CUMTAETCS HEKOPPEKTHbIM 1 TpebyeT NMOBTOPHOro
aHanusa.

10.3. UHTepnpeTaumsa pe3ynbratoB
P o > 11 MONIOXUTEIbHbBIN
09< IP_ . <11 HEOMPEAE/IEHbIA*
IP e <0-9 OTPULIATE TbHbI

* HeonpeneneHHble o6pasLbl peKOMeHAyeTCst nccnenoBatb NOBTOPHO. Ecnn pesynbTaTtel CHOBa
OyadyT B npefenax HeomnpeaeneHHblx, cnenyeT nponssect 3a60p HOBOro o6pasua.
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1. ANATHOCTUYECKME XAPAKTEPUCTUKW TECTA

11.1. CneundnuHOCTb 1 YyBCTBUTENBHOCTD
Mpn unccnepoBaHum 316 oTpuuatenbHbIX Ha aHTuTena K Trichinella spiralis CbIBOPOTOK
npeaBapuTENbHO MPOBEPEHHBIX B APYrOM KOMMEPYECKOM Habope, nokasaTtesb CreunguyHoCTH
coctasun 100%.
11.2. TouHoCTb
[MoBTOPSIEMOCTH PE3Y/ILTATOB B IPEAENaX 0OAHOM MOCTAHOBKM aHanu3a (Intra assay repeatability)
KoathpurumneHT sapraunm (CV) Ana Tpex CbiIBOPOTOK C Pa3HbIM YPOBHEM CMeLnpUYecKnx aHtmten
oueHvBanu B 32 NOBTOPax Ha OAHOW CEpPUN TECT-CUCTEMBI.

N° cbiBOPOTKM on, P, CV, %
2K 2.267 7.0 4.9
4K 1.098 34 6.3
6K 0.514 1.6 1.9

Bocnpon3soaumocTb pe3ybiatoB MEXAY PasndHbIMU MOCTAHOBKaMu aHanun3a (Inter assay reproducibility)

KoapprumeHT Bapuaunn (CV) ana Tpex CbIBOPOTOK C Pa3HbIM YPOBHEM cneunduyeckmnx ax-
TUTEN OUEHMBaNN B TEYEHME YeTbipex AHEN B YeTbipex NOCTaHOBKax aHannsa, No 8 NOBTOPOB B
Kaxx4oM aHanuse.

N° cbiBOpOTKM oncp |PCp CV, %
2K 2.332 6.66 3.2
4K 1.055 3.01 4.5
6K 0.499 1.42 12.0

12. OTPAHWYEHMSA AHATIN3A

[NMonoxnteneHbIn pe3ynetaT B TecT-cucteme «Vitrotest Anti-Trichinella» aBngertca cBUAETENLCTBOM
Hanuuna y nauneHTa aHTuTen knacca lgG, cneunduynbix K Trichinella spiralis. Hanuune aHtuten storo
Knaccay HOBOPOX/AEHHbIX He 9BNAETCA AOKa3aTeNbCTBOM nHBa3uu Trichinella spiralis.

HeonpeneneHHble pes3ynsraTbl MOryT CBMAOETENbCTBOBATbL 00 WHBa3uu Trichinella spiralis B
aHamHese. B TakoM cnyvae pekoMeHOyeTCs MOBTOPHO 4Yepes OAHy-ABEe Heaenu noayunts u
NPOBEPUTL 0OPa3Libl CbIBOPOTOK OT NALUMEHTOB C KNMHUYECKMMU NPU3HAKaMK TPUXMHENNE3a.

OtpuuateneHbli pe3ynbrat B TecT-cucteme «Vitrotest Anti-Trichinella» csugetensctByer 06
OTCYTCTBUM B Uccnegyemom obpasue aHtuten knacca IgG, cneunduynbix k Trichinella spiralis, v
KOHUEHTPaLUns cneumnguyecknx aHTUTeN H1xe npegena YyBCTBUTENIbHOCTH aHanu3a.

OKOHYaTeNbHbIi AnarHO3 He MoXeT OblTb YCTaHOBMEH TOMbKO Ha OCHOBAHWW pe3ynbraToB
ceponorunyeckoro Tecta. [pu ycTaHOBNEHUN AnarHo3a CneayeT yunTbiBaTb Pe3y/bTaThl KOMMIEKCa
NabopaTOPHbIXMMHCTPYMEHTANBHBIXUCCNEA0BAHNIA, & TAKXKE KNIMHNYECKME NPOABNEHNSA3a00/1€BaHUSA.
Henb3d MNONHOCTBIO WCKAIOUUTE MNEepekpecTHble peakunn C aHTuTenamy K aHTUreHam Apyrux
reNbMUHTOB. [NA UCKIIOYEHUS NOXHOMONOXUTENbHOIO pe3y/ibTata PeKOMEHAYeTCA MpPOBOAUTL
BePUPUKALMOHHbBIE NCCNEA0BAHNSA NONOXUTENBHBIX 00Pa3LOB METOAOM UMMYHOONOTTUHIa.

13. MPOBJIEMbI, KOTOPbIE MOT'YT BO3HMKHYTb MPW NPOBELEHUU NDA U
CNOCObbl UX YCTPAHEHNA
Bo3MOXHbIe npuynHbI Crioco6sl ycTpaHerus npobaem
Bbicokuii (hoH B /lyHKAX BCEro MaQHLIETa

[MpoYNCTUTL FONOBKY NMPOMbIBATENS Y MPOMbITh
30% pacTBOPOM 3TUNOBOrO CNNPTa, 3aTeEM
OVCTUNMPOBAHHOM BOOOW

3arpsisHeHHbI NpoMbIBaTE b

Mlcnonb3oBaTtb OUYNLLEHHYIO BOAY C YAENbHbIM

Hu3koe ka4yecTBO UM 3arpA3HEHHOCTb BOAbI conpoTuenenren = 10 MQ-cu.

Vicnonb3oBaHme N10X0 BbIMbITOWN nocyasbl

Mcnonb3oBaTb XMMUYECKN HYNCTYIO nocyny

Mcnonb3oBaHne AesvHMUUMPYoWMX CpeacTs,
coaepxaLmnx xaop

He ncnonb3oBaTh xopcoaepxalimne
AesnHpuumpyiolme cpeacTea

Vicnonb3oBaHue 3arpAs3HeHHbIX
HAaKOHEe4YHNKOB

Mcnonb30oBaTh HOBbIE HAKOHEYHNKN

YBENMUYEHO BpeMA MHKYOaLMN NN USMEHEH
TeMNepaTypHbIA Pexmnm

MpnaepxuBatbCa pexunma MHKyobaunm
COMNACHO MHCTPYKLMM NO NPYMEHEHWMIO
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Bbicokuii hoH B 0T4€/1bHbIX PSAAX

[NoBTOpHOE BHeCeHMe pacTBopa TMb PactBop TMB BHOCKTL OAMH pa3

3arpasHeHne KoHyca aBTOMaTUYHOM nuneTk  [1poYnCTUTL NUMETKY 1 OCTOPOXHO HabupaTb
pPacTBOPOM KOHblOraTa pacTsop

[MpoYnCTNTL KaHaN NPOMbIBaTENS, MPOMbITh

3arpﬂ3HeH OANH N3 KaHanoB NpoMbIBaTENA Bowep

3rnaqenne Of1 nonoXxnTebHOrO KOHTPOJIA HUXE YCTAHOB/IEHHOW TPAHMLIbI

Hel'lpaBMﬂbHO npuroToBneH nan He BHeCeH

[MoBTOpHO NpoBecTn MDA, o6patntb
OAMH M3 peareHToB (KOHboraTt uan pacTeBo i
TﬁAB) P ( P P BHMMaHWEe Ha NPUrOTOB/IEHNE STUX peareHToB

CokpallleHo BpeMs MHKybalumm Ha O4HOM 1X [MpoBoAnTb MHKYBaLMIO COrNacHO NHCTPYKLUMN
3Tanos N0 NPUMUHEHWMIO

VIHTeHCHBHOCTb OKDPALUMBAHNS TYHOK He 0TBe4aeT nosy4eHHoi Of]

CMelLeH onTuyeckuii nyy [poBepUTb KOPPEKTHOCTL PaboThl puaepa
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Temperature limitation / TemnepaTypHblii

| number/Homep no kat r
Catalogue number / Homep no katanory avanasoH

Consultinstructions for use / O6patutech k
WHCTPYKUMWN MO NMPUMEHEHNIO

In vitro diagnostic medical device /
MeanumnHckoe nsgenne Ansa AMarHoCTUKn
in vitro

Batch code / Koa napTumn

Use by / icnonb3oBaTb A0
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Caution, consult accompanying documents

/ OcTtopoxHo! O6paTutech K UHCTPYKLUUM NO ﬁ? Keep away from dlvrect sun light/ He

) AONyCKaTb BO3AeNCTBUA CONTHEYHOrr o CBeTa
npUMeHeHunto
Contains sufficient for <n>tests / Authorized representative in the Euro-

CoaepXnMoro 4ocTaTo4Ho Ans (n-) pean Community / YNONHOMOYEHHbI
KONMyecTBa TeCToB npeactasutens 8 EC

Mark of conformity to the technical regu-

lations / 3Hak COOTBETCTBUSA TEXHUHECKNUM

pernameHTam

SRS MERELH

TY Y 24.4-36555928-001:20M
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For questions and suggestions regarding the kit, contact the manufacturer:

C Bonpocamu 1 noxenaHusmMm no paéote Habopa o6pallaiTecs K NPOU3BOANTENIO:

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,
e-mail: info@vitrotest.ua, www.vitrotest.ua
Vitrotest Sp. z O.0.
Grunwaldzka Al. 472, Gdansk, 80-309, Poland
tel.: +48-88-2950379, e-mail: info@vitrotest.pl
Pepakuns 2 112
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Vitrotest® Anti-Trichinella
ASSAY PROCEDURE

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

Dispense 90ul of [SAMPLE DILUENT|into the wells

(brown-green colour)

Dispense 10ul of controls and samples into the wells:
A1 —[CONTROL[+]

B1, C1, D1 —[CONTROL]-],

E1and other wells — patient samples

(colour changes from brown-green to blue)

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)

Add 100p! 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
(300l per well)

Add 100l of into the wells

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

Add 100p of

(colour changes from blue to yellow)

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

CALCULATION INTERPRETATION

Nc = (Nc1+Nc2 + Nc3)/3; P iy POSITIVE
>

CO=Nc+0.3; sample ~

IP ampte=OD e 09< P . <11 DOUBTFUL

Nc-0D, ,, for 3

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