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renew or modify the registration of medical devices on the territory of the Republic
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TOBAPVCTBA 3 OBME>XXEHOR BIAMNOBIAAJIBHICTHO
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KOpuaunyHa agpeca: Byn. boiuyka, 18-b, kB. 56, M. KuiB,
01103, YkpaiHa
Appeca BupobHuyrtea: By/n. KypopTHa, 11, m. Kuig, 04075, YkpaiHa

Kog EZIPTIOY 42149820

CTOCOBHO
PO3pP06/IEHHA Ta BUPOOHMLTBA TECT-CUCTEM IMYHODEPMEHTHUX

BIAMNOBIOAE B/IMOI'AM
AOCTY EN 13013485:2018
(EV 150 13485:2016, HOT; 130 13485:2016, HOT)

Ceptudpikat Ne 1IA.C.378-19 B PeecTpi OpraHny ceptudikadii
3apeecTpoBaHuii " 25 " nuctonaga 2019 poky
YMHHUI ao " 24 " nuctonaga 2022 poky

3acTyrnHUK KepiBHUKa
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ACTY EKI180/LUC 17021-1 oo -
«Mocnyrn / CepTudikaliss cuctem ynpassiiHHSA»



™ ® TOB «BITPOTECT BIOPEATEHT"
Appeca: 01103, m. Kuig, Byn. boiuyka, 6ya. 18-b, ke. 56
Vlt rote st lneHtudbikauinnui kop: 42149820
IMH: 421498226554

ten.: +380 67 329 84 25 +38044 2227672
www.itrotest.ua e-mail: info@vitrotest.ua

DECLARATION OF CONFORMITY

NeUA-TK051
Vitrotest Bioreagent LLC
Manufacturer: State registration Ne 42149820
Legal address: M.Boychuka 18b, of.56, Kyiv 01103 Ukraine
Manufacturer’s address: Kurortnaya 11, Kyiv, 04075, Ukraine

Description of the product:

Name Catalog Number
ELISA test-kit for the determination of antibodies to Ascaris lumbricoides
; : ’ TKO51
«Vitrotest Anti-Ascaris»
Classification: o _ )
According to medical devices technical regulation Is not a part of A and B lists, is not a device for Self-testlng,
for in vitro diagnostics, approved by Cabinet of not for performance assessment.

Ministers decree from 02.10.2013 Ne754

Annex 3 of medical devices technical regulation for in vitro
Conformity assessment procedure: diagnostics, approved by Cabinet of Ministers decree from
02.10.2013 Ne754

Vitrotest Bioreagent declares the execution of all demands regarding the device, that was mentioned
above,according to medical devices technical regulation for in vitro diagnostics, approved by Cabinet of Ministers decree
from 02.10.2013 Ne754, and the requirements of further regulations:

OCTY EN ISO 13485:2018

ACTY EN ISO 14971:2015

OCTY EN 13641:2015

ACTY EN ISO 15223-1:2018 (EN 1SO 15223-1:2016, IDT; ISO 15223-1:2016, Corrected version 2017-03, IDT)

OCTY EN ISO 23640:2015 (EN ISO 23640:2015, IDT; 1SO 23640:2011, IDT)

The declaration is made under sole responsibility of the manufacturer.
Date of issue: 31.10.2019

Validity of declaration till: 31.10.2024

Ihor Nikolaienko, Ph.D.

Director
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TOB «BITPOTECT BIQPEATEHT"

Anpeca: 01103, . Kuia, Byn. Boiuyka, Gyn. 18-, kB. 56
Inenrudpiicavisinmii kop: 42149820

IMH: 421498226554

Ten.: +380 67 329 84 25 +380 44 222 76 72
wwwvitrotest.ua e-mail: info@vitrotest.ua

Ha imyHocdepMeHTHY TeCT-CUCTEMY V1R BUSIBNEHHS aHTUTIN
Ao Ascaris lumbricoides «Vitrotest Anti-Ascaris»

Cepia:

0419

[lata BurotosneHHs: 2019-12-06

Howmep 3a katanorom Ta BapiaHT KOMNNeKTaLjii:

TKO51 96-1T

Crpok npugarHocri: 2020-12-06

KoMnnekTHicTb TecT-cucremu ta CTPOK NPUAATHOCTi KOMMOHEHTIB

] Konip, ki Ta 06’ <
i onip, xinbkicTs Ta 06°em Capin TRHOK
(a6o IHwl xapakrepucruku) , npupaarHocrti

I®A-nnaHwer ! w12 cTpunis no 8 nynox), uinickicts 0419 2021/02/28
BaKYYMHOI YrakoBKu 36epexeHo
= - - - F

Mo3nuTMBHWI KOHTPONL POXeBa piauKa, MIkponpoGipKa 3 uepeoHo 0419 202102/28
NOMapaHYeBoIo KPULLKOIO, 1x0,3 Mn

HeraTtusHuii KoHTponb Xoara piguwa, mikponpoGipka 3 senetolo 0319 2021/03/02
Kpuwikolo, 1x0,5 mn

PosuuH nnfa NPOMUBAHHSA Bes6apsHa piguHa, Ginwii ¢nakoH 3 Ginoto 0519 2021/05/21

Tween20 (20x) (koHueHTpaT) Kpuwikoto, 1x50,0 mMn

PosuuH gnsi posBegeHHs KopuuHeBo-3eneHa piguHa, 6invii ¢nakoH 3 0419 2021/02/22

CUPOBATOK CHHDbLOIO KPULLIKOIO, 1%x12,0 Mn

PO3UMH KoH'loraty 3enewa piguwa, Ginuit hnakoH 3 seneHoro 0419 2021/02/22
Kpuwikoto, 1x12,0 mn

PosumH TME besGapsHa piauHa, YopHuii nakoH 3 YOPHOIO 0319 2021/04/18
KpuLkoto, 1x12,0 mn

Cron-pearexT besGapsHa piavHa, Ginuii nakoH 3 YEepBOHOK 0519 2021/05/21
KpuLukoto, 1x12,0 mn

Kneiika nniBka Y HasBHOCTI 2 wr. X HeobmexkeHunin

bnaHk BHeceHHsi npo6 Y HasBHoCTi 1 eksemnnsp X HeobmexkeHui

IHCTPYKUis 1 eksemnnsap (pegakuisi 1) X HeobmexxeHui

LliarHocTuyuHI xapakTepuctuku Tect-cuctemu

Bumoru
Moxkazxuk PeaynbTaT KOHTPONIO HOpMaTMBHOT
LHloKyMmeHTauil
Ol" No3UTMBHOro KOHTPONIO (450/620 HMm) 2,763 OO 21,2 00
Or" HeraTMBHOIro KOHTPONIO (450/620 HM) 0,017 OO <0,15 00
HyTnmeicTb Ha BHYTPILLHBLOBUPOGHUYIK NaHeni CMPOBAaTOK 100 % 100 %
CreundIyHICTb Ha BHYTPIWHBGBMPOOHWUYINA naHen| CUPOBATOK 100 % 100 %

BUCHOBOK: iMyHOhepMeHTHa TecT-cucTeMa ANS BUSIBAEHHSI aHTUTIN Ao Ascaris lumbricoides
«Vitrotest Anti-Ascaris» cepii 0419 Binnosinae Bumoram TY.Y 24.4-36555928—-001:2011.

AuvpekTop TOB ,BITPOTECT BIOPEAIEHT”

Ko I.B.




Vitrotest® Anti-Ascaris TKOST

ELISA test-kit for the detection of antibodies to Ascaris lumbricoides 96 tests

1. INTENDED USE

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

Ascariasis is prevalent worldwide, especially in tropical and subtropical countries. The ascariasis
pathogen in humans, Ascaris lumbricoides is a roundworm of the Nematoda phylum. Adult ascaris
parasitizes in the small intestine, has a length of 15-40 cm, a diameter of 5 mm and produces 200
000 eggs per day.

Infections happen when a human swallows water or food contaminated with eggs which hatch
into juveniles in the duodenum and enter the blood stream. From there parasites go to the liver and
heart and enter the pulmonary circulation to break free in the alveoli, where they grow and molt. In
three weeks, the larva passes from the respiratory system to be coughed up, swallowed and thus
returned to the small intestine, where it matures to an adult male or female worm.

Often, no symptoms are visible with an A. lumbricoides infection. However, in the case of a
particularly severe infection bloody sputum, cough, fever, abdominal discomfort, intestinal ulcer
and the passing worms can be observed. Ascariasis is also the most common cause of Loffler's
syndrome worldwide. Accompanying symptoms include pulmonary infiltration and eosinophilia.

The presence of an infection can be identified by microscopy (detection of eggs in faces) and
serology (detection of antibodies by ELISA).

Most diagnoses are made by identifying the appearance of the worm or eggs in faeces. This
method is effective when the adult roundworms parasitize in the intestine. During the larvae
migration the efficiency of ascariasis diagnosis can be increased with ELISA for the detection of
antibodies to helminth antigens. The results of the serological analysis coupled with anamnesis and
clinical symptoms facilitate diagnosis of the Ascaris invasion at an early stage and enable therapy to
begin the before complications of the disease appear.

3. PRINCIPLE OF THE TEST

«Vitrotest Anti-Ascaris» ELISA is a solid phase, indirect ELISA method for detection of IgG
antibodies to Ascaris lumbricoides in a two-step incubation procedure. Microwells are coated with
A. lumbricoides antigens. During the first incubation step, the specific antibodies to A. lumbricoides,
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-lgG) 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 wells Each well is coated with A. lumbricoides antigens. The
wells can be separated.
Positive control
CONTROL 1x0.3 ml Solution of specific antibodies to A. lumbricoides with
preservative (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).
Conjugate solution (ready to use)
Buffer solution of monoclonal antibodies to human IgG
[CONJUGATE SOLUTION] | 1x12 m conjugated to HRP with stabilizers and preservative
(green).
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TVB SOLUTION 1512 ml TMB solution (ready to use)

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-1000pl) 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;

— 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

Edition 1

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-Ascaris» 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;

— 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
, [ISTOP 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
(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 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

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.

9.2. Complete the sera identification plan.

9.3. Prepare washing solution (see 8.2.).

9.4. Dispense 90 l of into each well.

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

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

9.7. Atthe 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. At the 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 pl into all wells. Do nottouch 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 thi
9.12. 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
bottom and absence of bubbles inthe 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).

Edition 1
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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

somple)

Nc =(Nc1+Nc2 +Nc3)/3; CO=Nc+0.3; |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
negative control absorbance does not meet the criteria, the test is invalid and must be re-tested.

oD /CO

sample sample’

10.3. Interpretation of results

P e 1 POSITIVE
09< P <11 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

Relative sensitivity of the «Vitrotest Anti-Ascaris» ELISA kit was 92 % while evaluating it by using
of 64 sera positive to Ascaris lumbricoides antibodies in other commercial test-kit.

In the comparative studies with other commercial test-kit using 224 negative sera for antibodies
to Ascaris lumbricoides specificity of the «Vitrotest Anti-Ascaris» was 93.3 %.

11.2. Accuracy

Intra assay repeatability

Coefficient of variation (CV) was calculated by measuring 3 samples with various specific antibody
levels in 24-replicate determinations using 1ot of the test-Kit.

Serum No. ODmea" Ime‘ CV, %
102L 0.636 1.83 5.3
133L 1.349 3.88 1.0
948 2.593 7.45 1.0

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. op .. P CV, %
102L 0.637 1.76 37
133L 1.329 3.67 25
948 2.539 7.01 25

12. LIMITATIONS OF THE PROCEDURE

A positive result in the «Vitrotest Anti-Ascaris» indicates the presence of specific antibodies IgG
to Ascaris lumbricoides. The presence of the antibodies in newborn infants cannot be held as proof
of Ascaris lumbricoides invasion.

Indeterminate results might indicate the invasion of Ascaris lumbricoides in anamnesis.

A negative result in the «Vitrotest Anti-Ascaris» test-kit indicates either the absence of antibodies
to Ascaris lumbricoides in the sample tested, or that the concentration of specific antibodies is
below the detection threshold of the test.

Edition 1 4/8



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

antigens of other worms.

13. TROUBLESHOOTING

Possible causes

Solutions

High background in all wells

Contaminated washer

Clean the washer head, then rinse it with 30%
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
regimen was changed

Follow incubation regimen according to instruc-
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

Reduced incubation time in one of the stages

Follow incubation regimen according to the
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

Test the absorbance reader’s performance

Edition 1
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SYMBOLS

E{E

<
o

@ o~ <>

Catalogue number
Consult instructions for use

In vitro diagnostic medical device

Manufacturer
Caution, consult accompanying documents
Contains sufficient for <n> tests

Temperature limitation

Batch code

Use by

Date of manufacture

Keep away from direct sun light / He gonyckaTtb BO3-4€CTBKSA CONHEYHOrO CBETa

Authorized representative in the European Community / YnonHomo4ueHHbli npeactasutens 8 EC

Mark of conformity to the technical regulations / 3Hak COOTBETCTBUSA TEXHUYECKUM pernaMmeHTam

TY Y 24.4-36555928-001:201
Inst_Anti-Ascaris_TK058_VO01

Edition 1st, 12.09.2019.

For questions and suggestions regarding the kit, contact the manufacturer:

= [rer]

Edition 1

Vitrotest Bioreagent LLC, 18B Boychuka street, 56, Kiev, 01103, Ukraine
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
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ASSAY PROCEDURE

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

f Dispense 90ul of [SAMPLE DILUENT] into the wells

(brown-green colour)

Dispense 10ul of controls and samples into the wells:

A1 —[CONTROL[+]

wel0g  PC - o]
E1and other wells — patient samples
(colour changes from brown-green to blue)

Ji[3c7 Cover wells with an adhesive film, incubate for 30 min at 37°C

0606666 Rinse the wells 5 times with diluted 1:20 (1+19) washing solution Tween-20
(300l per well)

ﬁ Add 100ul of [CONJUGATE SOLUTION] into the wells
(green colour)
Ji[3c7 Cover wells with an adhesive film, incubate for 30 min at 37°C

0600666 Rinse the wells 5 times with diluted 1:20 (1+19) washing solution Tween-20
(300l per well)

U@éUU Add 100pl of [TMB SOLUTION] into the wells

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

UBﬂUU Add 100ul of

(colour changes from blue to yellow)

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

CALCULATION INTERPRETATION

Nc = (Nc1+Nc2 +Nc3)/3; P POSITIVE
CO=Nc+03; sampe > 1

|Psamp\e:ODsamp\e/CO; 09< IP <11 DOUBTFUL

sample

Nc-O0D, _ for 3[CONTROL[-]
CO - Cut off, IP- Index of Positivity IPiympe <09 NEGATIVE




S

s0000

00000

290000
.

000000000000

A4 4560400

IMyHOopepMeHTHa TecT-cUCTEMa ANA  BUABMNEHHSA
aHTuTin po Echinococcus granulosus

[HCTPYKLifl 3 BUKOPUCTAHHS

1. Mpu3HayeHHs
KniHiyHe 3HayeHHs
MpuHuMN aHanisy

Martepianu Ta obnagHaHHs

2.
3.
4,
5. 3acTepexXeHHA Ta TeXHika 6e3neku
6. 36epiraHHsa Ta cTabinbHICTbL

7. NigroToBka 3pa3kis

8. MNigroTroBka peareHTiB

9. Npoueaypa aHanisy

10. O6nik pe3ynbTartiB Ta iX iHTepnpeTawis
11. [liarHOCTUYHi XapaKTepUCTUKU TECTY
12. O6MexeHHs aHani3y

Nitepatypa

YMOBHi no3Ha4eHHA

VD Ins in vitro giarHocTukn

REF | TKO066




TecT-cuctemu imyHodhepMEHTHI ANA AiarHOCTUKM iHdpeKUiHUX 3axBoptoBaHb TY.Y 24.4 — 36555928 — 001:2011

«Vitrotest Anti-Echinococcus»
IMyHohepMeHTHa TecT-cucTeMa ANA BUABNEHHA aHTUTIN Ao Echinococcus granulosus

1. Mpu3HayeHHn

ImyHodhepmeHTHa TecT-cuctema «Vitrotest Anti-Echinococcus» npusHaueHa ans BuseneHHs aHTuTin knacis IgG Ta IgA
po Echinococcus granulosus y cupoBartLji v niasmi KpoBi JTIOANHM.

TecT-Habip mMoxe OyTv 3acTOCOBaHMI K [Nl NpoBeAeHHs |PA 3 BUKOPUCTAHHAM aBTOMATUYHMX MINETOK Ta
CTaHgapTHOro obnagHaHHs, TaK i 451 NOCTAHOBKM HA aBTOMATUYHOMY iMyHODEPMEHTHOMY aHani3aTopi BiKPUTOrO TUmy.

2. KniHiuHe 3HayeHHA

EXiHOKOKO3 - XpOHiYHEe 3aXBOPIOBAHHSA MIOOMHW Ta TBapWH, WO BUKMUKAETLCH Napa3uTyBaHHAM NMYMHOK renbMiHTa
exiHokoka. 30yOHMKOM LbOro renbMIHTO3y 4acTiwe 3a BCe € nuunHka Echinococcus granulosus. EXiHOKOKO3 gocuThb
PO3MOBCIOMKEHNA Y BCbOMY CBITi, 0COBNMBO y NIBOEHHUX KpaiHax, TaMm, Ae NOLWpeHe TBApPUHHWLTBO, FOMOBHUM YWUHOM
BIBYApPCTBO.

ANus exiHOKOKa NOTPaNAKTL B OPraHiaM NMIOAUHN Yepe3 BpyaHi pyku BHACMIAOK KOHTaKTY 3 cobakamm (pigLle — kotamu).
TakoX He BUKIIOYEHE 3aPaKEHHS MPN BXMBaHHI HEMUTUX OBOMIB, Aria, PPYKTIB, BOAK, L0 3a0pyaHEHI SALSAMM reNbMIHTIB.

Y TpaBHOMY KaHani MpOMDKHOrO Xa3fiHa sile exiHOKOKa 3BiMbHAETHCA B 0OOMOHKM, i 3apomok (OHkocdepa)
3arnubnioeTses B Crin3oBy 0BONOHKY TOHKOI KWMLK, NPOHUKAKUM Yepes NiMdaTiyHi | BEHO3HI CyauHU B CUCTEMY BOPITHOI BeHu. B
pesynbTaTi LbOro OHKOCEepU NOTpannstoTb [0 BHYTPILLHIX OpraHiB, Ae BOHW, B OBinMbLIOCTI BUMaAKiB, 3aTPUMYKOTbCS i
PO3BMBAKOTLCA B EXIHOKOKOBI KiCTW. HaituacTille exiHOKOKOM ypaxaloTbes nevidka (B 44-85% sunagkis), nereti (10% sunagkis),
3HaYHO pifLle HUPKK, CenesiHka, rofoBHUIA MO30K, M'S131 TOLLO.

MMaTonoriyHnin BNAMB exiHOKOKa 3yMOBIeEHMI ceHcubinisallieto opraHiamy npogyktamu o6MiHy napasuta Ta MeXaHiyHUM
YLUKOZXKEHHAM YpaXeHUX OopraHiB Ta TkaHuH. Po3mipu kicT — Big 1-5 cM B JiaMeTpi O BENUKUX MIXYpiB, LIO MOXYTb MICTUTW MO
Kinbka NiTpiB pignHW. MexaHiyHWi BNNWB TaKoT KICTW NPU3BOANTL A0 NOPYLIEHHS (YHKLT ypaKeHOro opraHy, 1oro rineptpodii. B
TOV Xe Yac ceHcubinisallis opraxismy npogykTamv 0OMiHY napasuTta npu3BOANTb 40 POPMYBaHHS rinepyyTIMBOCTI HEralHoro Ta
CMOBIfbHEHOTO TUMy. EXIHOKOKO3 HEPIAKO NPU3BOAMTb A0 IHBANIBHOCTI, a B TSXKKMX BUNaaKax — 40 CMepTi.

[ns fiarHOCTMKK €XIHOKOKO3Y BUKOPWUCTOBYKOTb METOAM BisyanisaLlii KiCT: PeHTTeHOMOriYHI Ta YNbTPa3ByKOBi AOCHIMKEHHS,
KOMM'OTEPHY Ta MarHiTHO-pe3oHaHcHy Tomorpadito. TMyHKuiHa 6Gioncia KicTu BBaxa@eTbCst HebGe3nevyHow 4vepes MOXMMUBICTb
MOLUMPEHHS NapasuTiB B CYMiXHI TKaHWHMU.

3 ornsay Ha Te, WO eXiHOKOKO3 CYNpPOBOMKYETHCA (POPMYBaHHAM ryMOparibHOI iIMyHHOT BigMOBIAI, CYTTEBOTO 3HAYEHHS
HabyBae CepornoriyHa AiarHocTika, sika Mae NMPOBOAMTMCh 4O 3aCTOCOBYBAHHS iHBA3WMBHUX NpoLeayp. BUsBNeHHs B KpOBi aHTUTIN
creundiuHuX J0 aHTUrEHIB €XIHOKOKY — JOCTOBIPHWN MOKa3HMK iHBasii napas3uToM. PiBeHb iMYHHOI BignOBidi 3HAYHOW MipOH0
3anexuTb Bif OpraHHoi nokanisawii kict Ta ii mopdbonorii. 3okpema, KiCTW, NOKani3oBaHi B NeviHLj, YacTile iHayKyoTb iMyHHY
BiONOBIAb, aHiX KICTW B NEreHsx, MO3Ky Ta CenesiHui, y AesKUX HOCIIB KNCT 3 €XiHOKOKOM aHTUTINa He YTBOPHOTLCA. HU3bkui
BMICT @HTMTiN CNOCTEPIraeTbCs Ha NoYaTKy YTBOPEHHS KicT abo Ha ni3Hii HeonepabenbHin CTagiji 3axBOpOBaHHS.

Ha cborogHi ans BusBMEHHS aHTMTIN cneundivHnx go Echinococcus granulosus 3acTOCOBYHOTb METOAM HENpsSMOi
remMarmoTuHaLji Ta cryopecueHji, iMyHoepmeHTHOro aHanisy. Lli Metoam xapaktepusyloTbest YyTnueicTio B 60-90%,Tox
KpalLLoi iHGhopMaTUBHOCTI JOCAraloTh 3aCTOCOBYHYM KOMBIHALLII0 CEPONOriYHNX METOZIB.

JocuTb iHGhopMaTBHUMKM € CEpOonoriYHi METOAM | AN MOHITOPUHIY MicrsonepawiidHoro ctaHy nmalieHTa — nocTynose
3HKEHHS PIBHSA CneLmiYHnX aHTUTIN Yepe3 4-6 MiCALiB Nicns XipypriYHOro BUAANEHHS KICTU CBIAYMTb NPO YCMiLUHWIA pesyrbTaT
XipyprivyHOro BTpyyaHHs. Mpu peunansax yTBOPEHHS KiCT CrieumdiyHi aHTUTINa yTpUMYOTLCS Ha BUCOKOMY PiBHI pOKaMM.

3. MpuHumn ananisy

BusBnenHs antuTin fo Echinococcus granulosus B Tect-cuctemi «Vitrotest Anti-Echinococcus» 6a3yetbea Ha
MPUHLMNI «<HENPAMOro» TBepAOha3HOro iMyHoepMeHTHOro aHanisy (IOA).

TBepaoto ha3oio B TECT-CUCTEMI € CTpUNoBaHui |OA-NnaHwWweT 3 nonepeaHs0 3acopboBaHMMK B JyHKAX aHTUreHamm
Echinococcus granulosus. Mig Yac iHkybauii gocnimkyBaHux 3paskiB B nyHkax |®A-nnaHwerta BigbyBaeTbCs 3B'A3yBaHHS
cneumdiyHmx o Echinococcus granulosus aHTUTIN 3 aHTUreHOM Ha TBepgii dasi. Micns BigMUBaHHS HE3B'A3aHMX KOMMOHEHTIB B
NYHKM AOOAETbCA KOH'IOraT aHTuBMaoBuX (cneumdiyhmx 1gG Ta IgA) MOHOKMOHAmbHUX aHTWTIN 3 MEpPOKCMOA30K XPOHY, Lo
3B'A3yETHCA 3 IMYHHUMW KOMMNEKcaMu Ha TBepain asi. Hess'a3aHi KOMNOHEHTH BigMWUBAKOTLCA. Bisyanisayis yTBOPEHNX iMyHHNX
komnrekciB BioOyBaeTbC NpU BHECEHHI B MyHKM po3umHy xpomoreHy 3,3',5,5'-teTpametunbersuauy (TMB). B pesynbrari
peakLji po34nH B NyHKax, A€ YTBOPUIMCH iMyHHI KOMMeKcH, 3abapBioeTbCs B CHHIN konip. Peakyisa 3ynuHAETbCS A0AaBaHHAM
CTOM-peareHTy, Npu LbOMY CWHIN KoMip 3abapBReHWX JYHOK 3MIHIOETbCS Ha XOBTWW. Pe3ynbTaT aHanisy BM3HAYaeTbCs Ha
cnekTpodoTOMETPI NpK A0BXWHI XBUNi 450/620 HM.

4. Matepianu Ta oOnagHaHHs

4.1 Cknad Habopy

I®A-nnaHwem — 12 ctpunis no 8 nyHOK (3 MOXMMBICTIO BiJOKPEMIEHHS NYHOK), 3 IMMOBINI30BaHUMK aHTUreHamu
Echinococcus granulosus.
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MozumueHruii KoHmposb — 1 Mikponpobipka, Wo MicTuTb 0,3 Mn po3umHy iMyHOrNOOYNiHIB NOANMHK, cCneundivHUX [0
Echinococcus granulosus (poxesui).

HezamueHuil konmposnb — 1 mikponpobipka, Lo MicTUTb 0,5 M HeraTUBHOI CUPOBATKM KPOBI MIOAUHW (KOBTUR).

Po34un dns poseedeHHsi cuposamok PPC — 1 c¢nakoH, wo Mictute 12 mn BychepHOro po3umHy 3 eKCTpakToM
MOJIOKa, IETEPreHTOM Ta KOHCepBaHTaMu (KOPUYHEBO-3EMEHNN).

Po3yuH koH’toecamy PK — 1 ¢nakoH, Wwo Mictutb 12 mn OyepHOro posumHy, Wo MICTUTb CyMill NepoKCMOAsHMX
KOH'loraTiB MOHOKMOHanbHUX aHTuTin o 1gG Ta IgA ntoguHu i3 crabinisatopamn Ta KOHcepBaHTOM (3eneHui). FoToBWMN [0
BUKOPUCTaHHS.

Po3yun TMB - 1 dnakoH, wo mictutb 12 mMn posunHy TMB i nepekucy BoaHI0 3 CTabinisaTopom Ta KOHCEPBaHTOM
(6e3bapeHMit).

Po3yuH dna npomueanHsi Tw20 (20x) — 1 dnakoH, wo mictutb 50 mn 20-Th KPaTHOMO KOHLEHTpaTy hocdaTHoro
Bydepy 3 TaiHom-20 (6e3bapBHuit).

Cmon-peazeHm — 1 ¢hnakoH, o mictutb 12 Mn poaduny 0,5 M cipyaHoi kucnotu (6e3bapsHuii).

Kneiika nnieka — 2 apkyLUi NniBKW 4151 3aKNEOBaHHSA NNAHLLETIB Mig vac iHkybauji.

Bnank eHeceHHs1 npo6 — 1 apKyLu 151 3anMCy CXeMM BHECEHHS 3paskiB.

IHcmpykuyis — 1 ek3emnnap IHCTPYKLT 3 BUKOPUCTaHHS

4.2 [Jodamkosi peakmugu, Mamepianu ma obnadHaHHs

[ins nocTaHOBKYW aHani3y HeoOXiaHi Taki 4OLATKOBI peaKTUBMW, MaTepiany Ta 0bnagHaHHs:;

— [eioHi3oBaHa abo ancTunboBaHa BOAa;

— (inbTpyBasnbHUI Nanip;

— MipHi uuniHgpv Ha 10, 200 Ta 1000 mn;

— O[JHOPa30Bi PyKaBUYKM;

— PO34KH Nepekucy BogHk 6%;

— 0JHOpa3oBuit abo YMCTMI NOCY ANs NPUrOTYBaHHS PEaKTUBIB ((hIaKOHM Ta BAHHOUKM);

— Tanmep;

— OfiHO- Ta baraTokaHanbHi aBTOMaTUYHI MineTkn 3miHHoro 06’emy Ha 20, 200 Ta 1000 MKN Ta HAKOHEYHWKM O HUX;

— TepmocTat Ha 37°C;

— KOHTENHEP Ans TBEpAMX BigXOAiB;

— KOHTEMHEP ANS PIAKMX BiAXOL4iB;

— 'aBTOMaTUYHMI abo HaniBaBTOMATUYHWIA NPOMKUBAY NMNAHLLETIB (BOLLEP);

— 20pHo- abo BaraTokaHanbHWA CNEeKTPOGhoTOMETP (pidep) Ans MikponnaHLweTis Ha 450/620-695 Hwm.
1.2 byOb nacka, NPOKOHCYIbmylmecsh 3 Hamu wjo0do adanmauii Bawozo obradHaHHs.

5. 3acTepexeHHs Ta TexHika 6e3neku

5.1.3acmepexeHHs:

— He BUKOPUCTOBYNTE KOMMOHEHTW TECT-CUCTEMU NICNA 3aKiHYEHHS TEPMiIHY NPUOATHOCTI;

— He BUKOPUCTOBYWTE Nif Yac aHaniay Ta He 3MiLLyiTe KOMMOHEHTM Pi3HWUX Cepiil Ta KOMMOHEHTM i3 TECT-CUCTEM Pi3HUX
HO301OriI;

— He BUKOPUCTOBYNTE peareHTy iHWmX BUpOOHWKIB y noegHaHHi 3 Habopamu Vitrotest®;

- Mpumimka: Jonyckaembcs sukopucmanHsi PosquHy 0nst npomusanHs Tw20 (20x), Posyury TMB ma Cmon-peazeHmy iHwux cepid, siKi
gidpisHsirombes 8i0 mux, wo eknadeHi do mecm-Habopy. Lli peaseHmu gukopucmosyromsesi 8 iHwux mecm-cucmemax gupobHuymea TOB ,IBK
,Paminmex”. bydb nacka, npokoHcynbmylmech 3 Hamu A1 ompuMaHrHsi demarnbHoi iHgbopmaui.

— nicnsl BUKOPUCTaHHA peareHTy 3aKpyBamTe KOXeH qoIakoH CBOEI0 KPULLIKOKD;

— YiTKO JOTPUMYHTECH PEXMUMY NPOMUBAHHS NNAHLLETIB, BKA3AHOMO B MyHKTaX iHCTPYKLT;

— nig Yac NPOMMBaHHS! KOHTPOSTIOMTE HAMOBHEHHS Ta MOBHY acmipaLito PO34uHy 3 NYHOK;

— KOXHOrO pa3sy BUKOPWUCTOBYWTE HOBUI HAKOHEYHMK NINETKW ANs BHECEHHS 3pa3kiB abo peareHTiB;

— YHWKalTe NOTPannsHHSA NPSAMUX COHSHHUX NMPOMEHIB Ha PeareHT TeCT-CUCTEMY;

- po3unH TMB mae 6yTn Be3bapsHUM abo CBITNO GnakUTHUM Nepen BUKOPUCTaHHAM. SKILO po3umH 3abapeneHni B
CUHIN abo KOBTUN KOMIp, MOTO HE MOXHA BUKOPUCTOBYBATW. YHUKaNTE KOHTaKTY po3unHy TMB 3 meTanamu abo ioHamu meTanis.
[ns poboTn BUKOPUCTOBYMTE MNLLIE YACTUI, PETENBHO BUMOMOCKAHWA AUCTUIBOBAHOI0 BOO Nocys;

— ONS BHECeHHs B NyHkM nnaHweta TMB-cybcTpaTty BUKOPMCTOBYWTE MWLLE HOBI HAKOHEYHWKM, WO He Oynn y
BUKOPUCTaHHI;

— Hi B IKOMY pasi He BUKOPUCTOBYMTE OAWH 11 TOM e NOCYA AN PO3YMHY KOH'toraTy Ta XpOMOreHy.

5.2. TexHika 6e3neku:

— BCi peareHT Habopy Npu3HaveHi nuwe Ans in vitro giarHOCTMKK;

— MOCTaHOBKY aHaniay MPOBOAMUTY NULLE Y TyMOBUX PyKaBUYKaX;

— He niNeTyBaTh PO34UHU POTOM;

— Y KOHTponsx TecT-cuctemm «Vitrotest Anti-Echinococcus» He mictate HBsAg Ta antutin go BINT %, BI'C, Treponema
pallidum, ogHak, NpaLloBaTh i3 KOHTPOMNAMM Ta AOCHIMKYBaHUMI CMPOBATKaMM CAig 5K i3 MOTEHLiMHO Hebe3neyHuM iHADEKLiIHAM
MaTepianom;
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— pioKi BigxoauM Cnif iHaKTMBYBATM, HAaNpUKNag, PO34YMHOM MEPEKVCY BOAHIO Y KiHLEBIN KOHLEHTpaLii 6% ynpogosx 3
TOOMH MpU KiMHATHIA TemnepaTypi, abo rinoXnopuToM HaTpilo Y KiHUEBIN KOHUeHTpauji 5% npoTarom 30 XBWAMH, Y4 iHLIMMKM
Ae3iHiKytoYMy areHTamu;

—  TBepai Biaxoaw cnif iHakTUBYBATM LNSAXOM aBToknaByBaHHs npu 121°C ynponosx 1 roauHy;

—  He aBTOKNaBYTe PO34MHY, L0 MICTATb a3ug HaTpito abo rinoXnopuT HaTpit;

— cnip yHuKkaTu po3dpuakyBaHHa po3dmnHiB TMB Ta cTon-peareHTy, a TakoX iX KOHTaKTy i3 CNM30BUMM ODOMOHKaMM Ta
LLKIpOIO;

— Y pasi po3bpu3kyBaHHS PO3YWHIB, IO HE MICTATb KWCNOTY (Hanpuknag, cupoBaTtok), 06pobutn noBepxHio 6%-m
PO34YMHOM NEPEKMCY BOZHIO, @ NOTIM BUTEPTM HACcyX0 (inbTpyBarnbHUM NanepoMm.

6. 36epiraHHa Ta cTabiNbHICTb

PeareHTn TecT-cuctemu cTabinbHi NpOTAroM CTPOKY NPMAATHOCTI, BKA3aHOrO Ha eTUKeTui, 3a yMoBM ix 3BepiraHHs
npu 2-8°C.

TpaHcnoptyBati Habip npu Temnepatypi 2-8°C. [onyckaeTbcs 0QHOPa30Be TPAHCMOPTYBaHHS NMpyU Temnepatypi He
Buwe 20°C npotsarom gsox aib.

7. MigrotoBka 3pas3kis

3pasku cupoBaTkM uYM nnasMmu Kposi MoxHa 3Gepirat npu Temnepatypi 2-8°C He 6inbwe 3 Ai6 nicna 3abopy.
[onyckaeTbes GinbL TpuBarne 36epiraHHs 3paskis 3aMopoXeHUMK Npu Temnepatypi Big -20 ao -70°C. 3amopoxeHi 3pasku nepes
BMKOPWUCTAHHSM PO3MOPOXYIOTb Ta BUTPUMYIOTb MPM KiMHATHIN Temnepatypi ynpogosx 30 xBunuH. [licns po3aMopoxyBaHHS
3paskut cnip nepemiwaTi 3agns AOCATHEHHS OQHOPIAHOCTI. YHUKaiTe NOBTOPHOMO 3aMOPOXYBaHHS-BiATalOBaHHS 4OCHIgXYBaHWX
3paskiB. Y pasi MOMYTHIHHS CMpOBaTKW (Y1 Mnas3mu) 3BINbHAKTLCS Bif HEPO3YMHHWX BKMIOYEHb LeHTpudyryBaHHsM npu 3000
06./x8. npotarom 10-15 xBWNMH. He BMKOPUCTOBYMTE 3pa3ki CUPOBATOK i3 BUPAXKEHOK ninmigeMictd, remornisoM, a Takox
BakTepiitHMM NpopoCTOM.

8. MigroToBka peareHTiB
Lyxe eaxnueo eumpumamu eci peazeHmu mecm-cucmemu «Vitrotest Anti-Echinococcus» npu KiMHamHil
memnepamypi 18-25°C npomsieom 30 xeunuH neped 8UKOPUCMAHHSM.

8.1. MNideomosxa I@A-nnaHwema

[ns nonepemkeHHs KOHAEHcaLlii Boay B NyHKax BigkpueaitTe IOA-nnaHLWeT nuwe nicns BUTpUMyBaHHS 30 XBANWH Npu
KiMHaTHIA TemnepaTypi. PoskpuiiTe BakyyMHY YMakoBKY, BiOKpeMTe HeOOXiaHY KiNbKIiCTb NYHOK, @ pewTy Bigpasy X peTensHo
ynakynte Ta 30epiranTe LWinbHO 3aKpUTUM Ha 3amok (zip-lock) npu Temnepatypi 2-8°C. 30epiraHHs B Takuim cnocid
ynakoBaHOro nnaHiweta 3abesneyye 1oro cTabinbHiCTb NPOTAroM 3 Micauis.

8.2. Po3y4uH 0ns npoMugaHHs

OnakoH Mictutb 50 mn 20x koHUeHTpaTy Oydepy 3 AeTepreHToM. [Ans npuroTyBaHHs PO3YMHY AN NPOMMBAHHS
po3BefiTb koHUeHTpaT 1:20 (To6T0,1+19) AMCTMNLOBaHOK abo AEiOHI30BaHOK BOAOH, NOTIM nepemilanTe. Hanpuknaa: Ha 4 mn
KOHLeHTpaTy — 76 Mn AWCTUNBbOBAHOI BOAM, L0 AOCTATHBO ANS OGHOrO CTpuny. Y BUNAaKy HasBHOCTI KPUCTanIB B KOHLEHTpATI
PO34MHY Ans NpOMUBaHHs NporpinTe dnakoH npu 37°C npotsarom 15-20 xBuAamH.

Po3BegeHuin po3unH MoxHa 36epiratit npu Temnepartypi 2-8°C He BinbLue 7 ib.

9. MNpoueaypa aHanisy
9.1. MigroTyBaTt HeoBXigHY KiMbKICTb NyHOK ANS aHanisy (KnbKicTb AOCAIMKYBaHWX 3paskiB Ta YOTUPW MYHKM Ans
KOHTpONiB), BCTaBUTK ix B pamky |®A-nnaHweTa. [TyHku 3 KOHTponsmMu 060B’S3KOBO BKITOYATM 4O KOXHOI MOCTAHOBKM aHanisy.
9.2. 3anoBHWTM BriaHk BHeCEeHHs npob.
9.3. MpuroTtysaTti PO34MH AN NPOMMBAHHS 3riJHO NMYHKTY 8.2.
9.4. B nyHku cTpunis BHeCTu No 90 MKN pO34MHY ANs pO3BEAEHHS CMPOBATOK.
9.5. BHectu B nyHku no 10 MKN KOHTpOMIB Ta [OCMIMKYBAHUX 3paskiB: B NyHKY A1 — NO3UTUBHWI KOHTPONb, B NTyHKW B1,
C1 1a D1 - HeraTBHMI KOHTpOIb. B peLuTy nyHoK — gocnimkysaHi 3pasku. [lig yac BHECEHHs CMPOBATOK Ta KOHTPONiB 0bepexHo
nineTyiTe cymiw — BinbyBa€eTbCA 3MiHa KOMbOPY PO34MHY ANS PO3BEAEHHS CUPOBATOK 3 KOPUYHEBO-3ESIEHOIO Ha CUHIN.
9.6. 3akneiTv cTpUnK KNerkoro NNiBkoko Ta iHkybyeaTu npotaroMm 30 xBunuH npu 37°C.
9.7. Mo 3aKiH4eHHi iHKyDaLii 0BEPEXHO 3HATW KNerky NniBKy Ta MPOMUTW JIYHKM MATb PasiB 3 BMKOPUCTaHHAM
aBTOMATMYHOIO NpoMuBaya abo 8-kaHanbHOI MiNeTKM HACTYMHUM YWNHOM:
—  BMAANWTW BMICT NYHOK B KOHTEMHEP AN PigKWX BiOXOAIB;
—  HanoBHWTW NYHKX CTPUNIB HE MeHL HiX no 300 MKN PO3YMHOM AN MPOMUBAHHS, 3aNULLMTI He MeHLL Sk Ha 30
CEKyHL;
— acnipyBaTW po34MH 3 NMYHOK, 3a/IWLLKOBWA 06’€M PO34MHy NiCAs acmipalii Ha BCIX eTanax NPOMWBAHHS Mae
cknagatt He BinbLue 5 MK,
—  MOBTOPWUTW NpoLeaypy NPOMUBAHHS LLie YOTUPY pasK;
—  nicns ocTaHHbOI acnipaLlii No36aBMTCh 3aiBOI BOMOM, MOCTYKYHOUM NMAHLLETOM Mo inbTpyBanbHOMY nanepy.
9.8. B nyHkm cTpunie BHecTy no 100 MKn po3umHy KoH'loraTy. CTpUnM HakpUTL HOBOI KNEWKOKO MAIBKOLO Ta iHKyByBaTH
npotsrom 30 xeunuH npu 37°C.
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9.9. Mo 3aKiH4eHHi iHKybaLlii 06epexHO 3HATW KNenKy NAiBKy Ta NPOMUTM JIYHKW M'ATb pasiB, K ONKUCaHO B NYHKTi 9.7.

9.10. «Po34nH TMB» € roToBWM [Nsi BUKOPUCTaHHS po34nHom TMB-cybeTparty 3 nepekucom BoaHio. PosumH TMB mae
Oyt 6e36apeHMM, cnip 3anobiraTh NOTPANNSAHHIO COHSYHOMO MPOMIHHS Ha PO34MH. BHOCUTK po3umH TMbB cnig YucTUM HOBUM
HaKOHEeYHWKoM: obepexHo BigibpaTti po3umH TMB 3 dnakoHy i, He TOpkaluMCh AHa Ta CTIHOK NyHOK nnaHLwerta, BHectn no 100
MKI1 po3unHy TMB B nyHkw.

9.11. InkyByBatu I®A-nnaHwweT npotsirom 30 XBUMMH B TEMHOMY MiCLLi Npu KiMHaTHIA Temnepatypi 18-25°C.

9.12. [InA 3ynuHeHHs! hepMeHTaTUBHOI peakLii BHecTu B nyHku cTpuni no 100 MK cTon-peareHTy, 4OTPUMYIOUMCh
TiET X NOCMIAOBHOCTI, WO | NpY BHECEHHI po34nHy TMB.

9.13. BuMipsaTu Ha pigepi ONTUYHY FYCTUHY B KOXHII NyHLi CTPUNIB Npu JOBXWHI XBUNi 450/620 HM NpOTAroM 5 XBUMWH
nicns 3ynUHEHHs peakwii. 3BepHiTb yBary Ha YACTOTY 30BHILLHLOT NOBEPXHI HA NTYHOK.

Obnik pesynbmamie aHanizy MoxHa nposodumu 8 00HOX8UTLOBOMY PEXUMI npu G08XKUHI xeuni 450 HM, 8 UubOMy
gunadKy cnid 3anuwumu fyHKy 0511 eCmaHo8/eHHs baHKy (8 makKy NyHKY eHocumu nuwie po3yuH TMB ma cmon-peazeHm).

10. O6nik pe3ynbTartiB Ta iX iHTepnpeTauis
10.1. HJocmosipHicmb pe3ynbmamie aHasnisy:
PoapaxyBaTi cepefiHe 3Ha4€HHS HEraTUBHOIO KOHTPOSIO

O/_ K' cepedHe = (O/_ K'1+ O/_ K'Z +OI_ K'3)/3

PesynbTaTit aHanisy BBaXaTtu 4OCTOBIPHUMM, SKLLO:
— onTuyHa ryctuHa (OF) No3UTMBHOIO KOHTPOMHO He Hukye 0,8 onTuyHux oguHuLe (O0),
— O B nyHKax 3 HeratueHKUM koHTponem (OF K-) He Buwe 0,15 OO0.
— ONTMYHA TYCTUHA KOXHOMO 3HAYEHHS HEraTMBHOTO KOHTPOSO BIfPI3HAETLCS He OGinblue Hik B ABa pasu Big
CepeaHbOro 3Ha4YeHHs HeraTMBHOIO KOHTPOIH, TO6TO
OF K-cepeane * 0,5 < O K-; < O K-cepeane X 2,0.

AKLO ofHe i3 3Ha4eHb HeraTUBHOTO KOHTPOMIO BUXOAUTL 3a MEXi LibOro iHTepBasy, Noro BigkugatoTb i pO3paxoByoTb
cepeaHe 3HauyeHHs K- 3a peLuTor 3Ha4eHb HEraTMBHOTO KOHTPOMIO.
10.2. Obniik pe3ynbmamig aHarisy.
PiBeHb rpaHuyHoro 3HauveHHs (Cut off) pospaxysaTti, fopaloun LO CEPeAHbOro 3HAYEHHS HEraTUBHOMO KOHTPOIIO
BenuunHy 0,3, To6T10
IbaHudHe 3HayeHHs = OF K- cepeane + 0,3.

[Ins KOXHOrO JOCHIMKYBAHOMO 3pa3ka po3paxysaTh iHaekc noautueHocTi (IM)

Or" docniidxysaHoz0 3paska

=
paHu4He 3Ha4YeHHs

10.3. Ivmepnpemavis pe3ynbmamig

HocnipxyBaHi 3pasku i3 3HaueHHaM [T Buwe 1,1 BBaxatv nosutuHumm (IM>1,1).

3pasku i3 3HaueHHaM [T Hukye 0,9 BBaxaTn HeratuHUMH (IM<0,9).

3pasku i3 3Ha4eHHam 1M B mexax 0,9-1,1 BBaxaTi HeBU3HaYeHMMHU (0,9=<IM<1,1). Taki cupoBaTKnN PEKOMEHOYETLCS
[OCNIAMTM NOBTOPHO B [ABOX NyHKax TecT-cucTeMu. FAKWO pesynbTat 3HOBY OyayTb B Mexax HeBWU3HAYeHWX, Criif npoBecTy
TECTYBaHHSI CUPOBATKW, OTPUMAHOI Yepes 2-4 TvxHi. Y pasi ogepxaHHs HeBM3HAYEHMX pesynbTaTiB BBaXaTu, WO CMpoBaTka He
MICTUTb cneumdiuHux fo Echinococcus granulosus aHTUTIn.

11. O6MexeHHA aHanisy

Mo3nTuBHWA pesynbTat B TecT-cucTemi «Vitrotest Anti-Echinococcus» € cBigyeHHsAIM HasiBHOCTI y nauieHTa aHTuTin
knacy 1gG Ta/abo IgA, cneundiunmux go Echinococcus granulosus. HasiBHICTb aHTUTIN LOMO Knacy y HOBOHAPOMKEHUX HE €
A0Ka3oM iHBaail Echinococcus granulosus.

HeratuBHWi pesynbTtaT y TecT-cucteMi «Vitrotest Anti-Echinococcus» CBiguMTb Npo BIACYTHICTL Y CUPOBATLi KPOBI
oBcTexyBaHOI NIOANHM aHTUTIN, cneumndivHux o Echinococcus granulosus, abo KOHLEHTpaLis cnieLudivHUX aHTUTIN HKYe MeXi
4yTAMBOCTI aHanisy. To6TO, HeraTMBHWIA pe3ynbTaT TECTY He BUKMKOYAE EXIHOKOKO3 Y naLjieHTa.

OctatouHnin giarHo3 He Moxe OyTW BCTAHOBMEHM NUWE Ha MiACTaBi pesynbTaTiB ceponoriyHoro TecTy. [pu
BCTAHOBSIEHHI [iarHo3y Crif BpaxOByBaTW pesynbTaTh KOMMMekcy nabopaTopHWX Ta iHCTPYMEHTanbHUX JOCMIMKEHb, @ TaKoX
KMiHIYHI NpOSIBK 3aXBOPIOBaHHSA. He MOXHa MOBHICTIO BUKMOUMTU MEpeXpecHi peakuil 3 aHTUTINamu [0 aHTWreHiB iHLWnX
renbMiHTiB.  Kpim Toro, 3 obepexHicTio cnig iHTepnpeTyBaT pes3ynbTaT OOCMIMKEHb Y NAUieHTIB 3 OHKOMOMYHUMM
3aXBOPIOBaHHAMM Ta po3rnagamu iMyHHOI CUCTEMU.

MMicns ycnilHOro XipypriyHoro BWAANEHHs KiCTW piBeHb CreuuiYHuX aHTUTIN MOoYMHae 3HWXYyBaTUCh Yepe3 4-6
MicsiB.
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YMOBHi NO3Ha4YeHHs
[HTepnpeTaLis yMOBHUX CUMBOJTIB:

IVD «MegunyHnin BUpIO ANns giarHOCTUKK in vitro»
LOT «Kog naprii»
REF «Homep 3a katanorom»

«[laTa BUrOTOBNEHHS»

«Bwkopuctatn go»
«TemnepatypHe 0OMEXEHHS»

«MicTuTb gocTaTHbO N8 (n-) BUNpobyBaHbY

-@*ﬁm

L
\\

«bepertu Big NPAMUX COHAYHMX NPOMEHIB»
«YBara, IMBMCb iHCTPYKLiIO 3 BUKOPUCTOBYBAHHSA»

«B1pPOBHMK»

= B>

«O3HaNOMMNEHHS 3 IHCTPYKLiSMW NS 3aCTOCOBYBAHHS»

3 numanHsamMu ma nobaxaHHamu wodo pobomu Habopy 38epmaiimeck 00 8UPOBHUKa:

ToBapucTBO 3 0OMEXEHOH0 BiANOBIAANbLHICTIO «|HOBAL|iIHO-BMPOBHNYA KoMNaHis «PaMiHTek»
03039 YkpaiHa, M. Kuis, np-T 40-piuus XKoBTHS, 7, 0. 227 (opuanyHa agpeca)

07300 m. Buwropog, Kuiecbka 06n.. Byn. LLonyaenka,19 (aktnuHa agpeca)

Ten. +380 44 222-76-72
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Cxema npoBefieHHs aHani3y B TecT-cuctemi «Vitrotest Anti-Echinococcus»

Butpumatu pearentu 30 xB. npu 18-25°C

MpurotyBaT poO3YMH ANA NPOMUBAHHA NnaHwerta, po3BecT 20X KOHLUEHTpaT pPO34MHy AnA
npomuBaHHa Tw20 ounweHot Bogot 1:20 (To6To,1+19). Hanpuknag, 4 mn po3uuHy + 76 mn Boau

3anoBHWUTM GnaHK BHECEHHSA Npob Ans aHanisy

B nyHku nnaHweTa BHecTM No 90 MKN po34uHy ANna po3sBeAeHHs CUPOBaTOK

BHecTti no 10 MKn KOHTpORIB Ta AOCHiMKyBaHMX 3pa3kiB B NyHKK:

A1 - NO3UTUBHUIN KOHTPOTb,

B1, C1, D1 - HeraTMBHWIA KOHTPOSb,

E1 Ta pewra nyHoK — gocnigxyBaHi 3pa3ku

I1id yac eHeceHHs1 cuposamok eidbysaembCsi 3MiHa KOMIbOPY PO3YUHY 8 JIyHKaX 3 KOPUYHE8020 Ha CUHIl

3akneiTu cTpunu nniBko, iHkyoysatn 30 xB. npu 37°C

Mpomutn nyHkm 5 pasis

B nyHku ctpunis BHecTn no 100 MKn po34mHy KOH'loraty (3eneHuin)

3akneitu cTpunu nniskoto, iHkyoysatu 30 xB. npu 37°C

MpomuTn NyHkK 5 pasis

B nyHku ctpunis BHecTu no 100 mkn po3unHy TMB-cy6eTpaty

IHkyOyBaTh nnaHweT 30 XB. B TeMpPABi Npy KiMHaTHIN TemnepaTypi (18-25°C)

B nyHku ctpunis BHecTu no 100 Mkn cton-peareHTy

BumipaTh onTUYHY rycTUHy B nyHKax Ha cnektpodotomeTpi npu 450/620 Hm

Po3paxyBaTtu rpaHuyHe 3HaveHHs (3) B TecT-cuctemi «Vitrotest Anti-Echinococcus» 3a ¢opmynoto:
r3=0r K- cepedHe + 0,3

Po3paxyBatu iHgekc nosutusHocrTi (IM) ans gocnimkysaHux 3paskis:

7= Ol Oocnidocysarnozo 3paska

cPpaAHU"YHEe 3HAYEHHA

MpoBecTun 06nik pe3ynbTaTiB aHani3y 3rigHoO Tadbnuui:

3HaveHHs M1 Pesynbrar

IM 3paska>1,1 NO3UTUBHUN
0,9<IM:pasa<1,1 HeBU3HAYEHUN
IM 3paska <0,9 HeraTUBHUIA
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