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™ ® 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

Edition 1 from 31.10.2019




™ ® 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-TKO030
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 Giardia lamblia

(intestinalis) «Vitrotest Anti-Lamblia» TKO030
Classification: o . )
According to medical devices technical regulation ~Is not a part of A and B lists, is not a device for self-testing,
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 O
Validity of declaration till: 31.10.2024 A N
i)
it e O f Ihor Nikolaienko, Ph.D.
-..;"‘":I ".-“"
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™ ® 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-TK058
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 Toxocara canis
; : TK058
«Vitrotest Anti-Toxocara»
Classification: o _ )
According to medical devices technical regufation Is not a pal‘t of Aand B IIStS, 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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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).
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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.
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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

5/8



13. REFERENCE

1. Gildner TE, Cepon-Robins TJ, et. al. Regional variation in Ascaris lumbricoides and Trichuris
trichiura infections by age cohort and sex: effects of market integration among the indigenous
Shuar of Amazonian Ecuador.//J Physiol Anthropol.— 2016.— V.35, N. 1.— P. 28.

2. Guadalupe I, Mitre E., Benitez S. et.al. Evidence for in utero sensitization to Ascaris lumbricoides
in newborns of mothers with ascariasis. // J Infect Dis. - 2009. — V. 199 N.12 — p.1846-1850.

3. Khuroo M.S,, Rather AA., Khuroo N.S., Khuroo M.S. Hepatobiliary and pancreatic ascariasis//
World J. Gastroenterol. -2016.- V 22, N 33.- P. 7507-7517.

Edition 1

6/8



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




IHCTPYKLIS 3 BUKOPUCTAHHS
- - TKO18
Vitrotest® Anti-HBcore 96 aranizie

IMyHO(bepMeHTHa TecT-cuctemMa A8 BUABIEHHS aHTUTINT 40 KOPOBOIo aHTUreHa
Bipycy renaTuty B

1. NPU3HAYEHHA

IMyHOtbepmeHTHa TecT-cucTtema Vitrotest® Anti-HBcore npusHayeHa AN BUSBAEHHSA aHTUTIN A0
KOPOBOroO aHTuUreHa Bipycy renatuty B y cupoBaTui 4u naasmi KpoBi MoAnHW. TecT-Habip Moxe
Oy T 3aCTOCOBaHMI AK ANA NPOBEAEHHSA IMyHOPEepMeHTHOro aHanisy (I®A) 3 BUKOPUCTAHHAM aB-
TOMaTUYHUX NINETOK Ta CTaHAAPTHOro 06NafHaHHA, Tak i 4N9 NOCTaHOBKM Ha @aBTOMAaTUYHOMY iMy-
HO(EepPMEHTHOMY aHani3aTopi BIAKPUTOro TuMy.

2. KNNHIYHE 3HAYEHHS

Bipyc renatuty B (BI'B) € o60n0oHKOBMM BipycoMm poanHn Hepadnaviridae, wo mictute AHK.
lenatut B (FB) mae TpuBanuii iHkybauiiHnii nepiog 45-160 aHis (B cepeaHbomy 120 aHis). Haas-
HICTb CMMNTOMIB NMPW rOCTPOMY ['B 3BOPOTHO KOPENIOE 3 BIKOM: MEHLL HiXX 1 % HOBOHApPOAKEHMX Ta
30-50 % popocnunx matoTe cumntomum NB. Ocobu 3 cumntToMamu, aki € 3aranbHvMm AN BCiX TMNiB
BipyCHOIO renatuTty, 3a3Buyan CTpaxAaloTb Bif BTOMW, BTPATU anetuTy, HENPUEMHUX BIAYYTTIB Y
LWNYHKY, HYOOTH, OMOBOTU, IMXOMAHKW Ta XOBTYXW. Y MeHLW HiX 1 % Bunaakis, 0CoO6NMBO B OCIO
NOXWMOrO BiKY, PO3BMBAETLCS OANCKABUYHWIA renatnT, aknin y 6inblIOCTi BUNaAaKiB € CMEpPTeNbHUM
BHAC/IAOK FOCTPOro HEKPO3Yy MediHKu.

[ocTpuii B 4yacTo 3aBepLUYETLCS CNOHTAHHO NiCNa 4-8-TUXHEBOT XBOPOOU. B iHLWNX BrNaakax
3axBOPOBaHHA TpuBae 6 MicauiB abo 6inble. Llei ctaH BigoMuiA Ak XpoHidHuiA I'B. XpoHiyHa iH-
hekuia BUHMKAE 6inblu Hix 'y 90 % iHhikoBaHMX HOBOHapoaXxeHux, 25-50 % giteit, iHhikoBaHUX Y
Biui 1-5 poxkis, i 610 % piteli cTapwmx 3a 5 pokiB Ta AOPOCAMX. Y 3HAYHOIO YMcaa NauieHTIB Xpo-
HIYHWA B Np1M3BOANTL A0 LMPO3Y NEYIHKM Ta KapUUHOMMU.

[lepeHeceHHA BipyCy BiAOYBAETbCA BHAC/IAOK KOHTAKTY MOLKOAXKEHO! WKipK Ta C/N30BUX
06O0/TOHOK 3 3apPa3HUMUK PiANHAMM OPraHi3My, TakUMKN 9K KPOB, BariHanbHi Ta MEHCTPYyanbHi PiAnHW,
cim’a. OCHOBHI LUNAXM Nepefadi BKA0YaoTb: BEPTUKaAbHWI — Bif iHhikoBaHOT MaTepi Npun noaorax
(piBEHb Nepenayi 61n3bko 50 %); cTaTeBUIA; TOPU3OHTANBHWUIA — NOOYTOBWIA KOHTAKT 3 iH(PIKOBaHOO
0co06010 (Hanpuknaa, KOHTaKT iHMEeKUINHOT KPOBI 3 MOAPSNMHAMM HA LUKIPI).

[pun KAiHIYHOMY NaBopaTtopHOMY aHanisi pisHWx OpM BipyCHOIo renaTtuty B BUSBASIOTb HU3KY
CEPONOTIYHNX MapPKePIB L€l XBOPOOW — CTPYKTYPHI aHTUreHn Bipycy (HBs-aHTureH ta HBe-aHTu-
reH), a Takox cneundidHi aHtutina knacis IgM ta IgG ao HBcore-aHTureny, aHtutina knacy 1gG go
HBs- Ta HBe-aHTureHis.

[epwmnmmn ceponoriyHnMmn Mapkepamm, aki cnocrtepiratotbcs y ocié 3 roctpoto BB iHdekuieto,
€ HBsAg ta aHTuTina 4o kopoBoro aHTureHy BIMB. Lli Mapkepu 3'aBnstoTbCs nig vac iHkyobauinHo-
ro nepiogy yepes 3-6 TMXHIB nicng iHgikyBaHHa. AHTuTina IgG ta IgM o HBcore 3’'aBnqaTbCA
ni3Hilwe Ta MaliXe ogHo4acHo. Y ocib, aki oayxytoTe nicna BB iHdekuii, HBsAg noctynoso eni-
MIHYETbCS 3 KPOBI, i MPUONM3HO Yepes 6 MicauiB nicnsa iHpekUil 3'aBnaTbca aHTu-HBs aHTuTiNa.
Mpn6nn3HO B TOW Xe Yac NPUNUHAIOTL BU3Havatnuca aHTutina IgM go HBcore. AHTn-HBcore IgG
NepcUCTyIOTb MPOTArOM YCbOro XUTTHA. 3rigHo 3 gaHummn BOO3, HaaBHICTb aHTU-HBS aHTWTIN Ha
piBHI 10 MMO/mI i BULLIE € HAAIAHUM NOKA3HUMKOM PO3BUTKY MPOTEKTUBHOMO IMYHITETY.

He3zBaxatoun Ha BNPOBaAXXEHHSA MONEKYNAPHUX METOAIB, CEPONOriYHI TECTW 3aNULLIAI0TLCS OC-
HOBOO AiarHocTtuku ['B. BioximMiuHi npobu, 0CO6MBO Ti, LWLO BUMIPIOIOTL NiABULLEHHA aKTUBHOCTI
CMPOBATKOBMX TpaHCaMiHa3 (@aMmiHoTpaHcthepas), MOXYTb HagaBaTn AONOMIXKHY iHdopmauito. Bia-
noBigHO A0 BU3HaveHHA BOO3, aiarHo3 B BBaxa€eTbCa NiATBEPAXEHMM, AKLWO TecTn Ha HBsSAg
abo anti-HBcore IgM — no3ntuBHi, a Tectn Ha anti-HAV IgM — HeratuBHi.

3. MPUHUMN AHANIZY

BusBneHHA cneundivHMx 4O KOPOBOrO aHTUreHa Bipycy renatuty B aHTuTin y TecT-cuctemi
Vitrotest® Anti-HBcore 6a3yeTbcs Ha NpUHUMNI «<HenpsiMoro» TBepaoasHoro IGA y aBoeTanHii
iHKyOaUil. ¥ nyHKax nnaHwety 3acopboBaHO pekomOiHaHTHUI HBcore aHTureH Bipycy renatuty
B. Ha nepwomy etani nig 4ac iHky6auii gocnigxXyBaHux 3pa3kiB B NyHkax IPA-nnaHweTa Big-
OyBaEeTbCS 3B’I3yBaHH4A, 3@ HAABHOCTI Y 3pa3kax, cneundiynmnx o HBcore aHTUreny aHTuTin 3
aHTUreHamu Ha TBepain dasi. Micna BiAMMBaHHA HE3B'A3aHUX KOMMOHEHTIB Y NYHKW AOAAETHCA
KOH'IOraT aHTMBMAO0BUX aHTW-IgG Ta aHTU-IgM MOHOKNIOHANbHUX aHTUTIN 3 NEPOKCKHAA30t0 XPOHY,
AKi 3B'A3YI0TbCS 3 IMyHHUMY KOMNEKcamu Ha TBepai hasi. He3s’a3aHi KOMNOHEHTV BUAANA0Tb-
€4 nig yYac BiaMMBaHHA. KOMNIEKCH @aHTUTeH-aHTUTINIO BUSBAAIOTLCA LWWAAXOM AOAaBaHHA PO3UNHY
xpomorery 3,3°,5,5-tetpametnnbensngunHy (TMB) 3 nepekucom BogHto. Micna 30 min iHKy6auim
peakuia 3yNnMHAETbCA A04aBaHHAM CTON-pearenTy i onTuyHa ryctnHa (OfN) B TyHKaxX BUSHAYaEeTbCH
Ha cnekTpodoToMeTpi Npu AoBXKHI xBUNi 450/620-695 nm. 3HauyeHHs O, oTpumMaHe Ans 3paska,
[O3BONAE BUSABUTU HAABHICTb a00 BIACYTHICTb aHTUTIN A0 HBCOre aHTUreHa. IHTeHCMBHICTb XOBTO-
ro 3abapBneHHs NponopLUiiHa KiNbKOCTI @HTUTIN, 3B’A3aHNX 3 aHTUreHaMu Ha TBepAiii dasi.
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4. MATEPIAZTN TA OBJTAJHAHHA
4.1. Cknap Habopy

I®A-nnaHwer
ELISA STRIPS 1x96 Yy KO)KHJVI NyHU nnaHu_leTalaacopéoBaHo pekombi-
NYHOK HaHTHWIA HBcore aHTureH Bipycy renatuty B. JlyHkn

MOXHa BigokpemnioBaTu. 12 cTpunis No 8 NyHOK.

Mo3UTUBHWI KOHTPOSb

CONTROL[ +] 1x0,5 ml Po3unH cneundivyHnx iMyHOrNoOyniHiB 3 KOHCEPBaH-
TOM (POXEBWUA).
HeratuBHuii KOHTPO/b

CONTROL| -] 1.0 mi Po3unH anb6yMiHy 3 KOHCEPBAHTOM (KOBTUA).
Po3unH ans po3BeAeHHS CMPOBATOK

SAMPLE DILUENT 1x10 ml BythepHNin po34nH 3 AeTepreHToOM Ta KOHCEePBaHTOM

(KOPUYHEBO-3E€1EHNA).

Po3uuH KoH’toraty

BythepHNii po3unmH MOHOK/IOHANbHUX aHTUTIN Ao IgG
[CONJUGATE SOLUTION] | 1x12 ml Ta IgM noAanHK, KOH'IOFOBaHMX 3 MEPOKCMAA30t0 XPO-
Hy, i3 cTabinisaTopaMun Ta KOHCEPBAHTOM (3€1eHWN),
rOTOBWIA 4O BUKOPUCTaHHS.

Po3ynn TMB

TMB SOLUTION 1x12 ml PosunH TMB, H,0,, ctabinizatop, KoHcepBaHT (6es-

6apBHWIA), FOTOBUIA 40 BUKOPUCTAHHSA.

Po3uuH ans npomusanHsa Tw20 (20x)

[WASH TWEEN]20X] x50 ml 20-TN KpaTHWIn KOHLEeHTpaT doctaTtHoro Gydepy 3
TeiHOM-20 ta NaCl (6e36apBHNii).

Cron-peareHTt
STOP SOLUTION 1x12 ml Posunn 0,5 mol/l H,SO, (6e36apsHwii), rotoBuid A0
BMKOPWUCTaHHSA.

Knetika nniBka (2), 6naHk BHeceHHs Npoo (1) Ta IHCTPYKLUIS 3 BUKOPUCTaHHS.
4.2. [lonaTkoBi peakTuBK, MaTepianu Ta 06nafgHaHHS

— ABTOMaTUYHI NineTkn 3MiHHOro o6’emy Ha 10—1000 pl Ta HAKOHEUYHUKN A0 HKX;
— cnekTpodoToMeTp (pigep) Ana MikponnaHwerTis Ha 450/620-695 nm;
— MipHWiA nabopaTopHuii nocya (10-1000 ml);

AeioHi3oBaHa abo AMCTUIbOBaHA BOAS;

— TepmocTaT Ha 37 °C;

— aBToMaTu4HMii abo HaniBaBTOMaTUYHKI NpoMMBAY NaHWeTiB (Bowep);
— KOHTEWHepW AN4 BiAXOAIB NOTEHLIMHO 3apaXeHoro Matepiany;

— Tanmep;

hinbTpyBanbHWUA Nanip;

OAHOPA30Bi PyKaBUYKY;

aesiHgikyloyi 3acobu;

— 3axXWUCHWA oaar.

5. 3ACTEPEXEHHS TA 3AXOU BE3MNEKK

5.1. 3acTepexeHHs

JloTpnmMaHHS Yacy iHKyoauil Ta TeMneparypu € HaA3BMYAIHO BAX/INBUM /15 KOPEKTHOrO pe3ynbTary IQA.

— He BMKOPWUCTOBYBATU KOMMOHEHTW TECT-CMCTEMM MICNA 3aKIHYEHHA CTPOKY NPUAATHOCTI;

— He BMKOPWCTOBYBATW Mif 4ac aHaslisy Ta He 3MillyBaTW KOMMOHEHTH PISHUX CEPiA, KOMMOHEH-
TN 3 TECT-CUCTEM Pi3HUX HO30M10r N a60 peareHTN iHW KX BUPOOHMKIB Yy NOEAHAHHI 3 HaGopamu
Vitrotest®;

pumirka: gonyckaetscs Bukopuctants [WASH TWEEN]20X] [TMB SOLUTION] ra [STOP SOLUTION]

[HLLIMX cepi.

— MiCN9 BUKOPUCTAHHA PeareHTy 3aKprBaTh KOXeH h1akOH CBOEID KPULLIKOIO;

— nig Yac NPOMUBAaHHSA KOHTPO/OBATM HAMOBHEHHA Ta MOBHY acnipauito PO34YMHY 3 TYHOK;

— KOXHOTrO pa3sy BUKOPUCTOBYBATU HOBWIA HAKOHEYHMK NINEeTKN ANA BHECEHHA 3pa3kiB abo pe-
areHTiB;

— YHUKaTK NOTPanAgHHA NPAMUX COHAYHUX MPOMEHIB Ha peareHTn TeCT-CUCTEMU;
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— |TMB SOLUTION| mae 6yTn 6e36apBHMM Nepen BUKOPUCTaHHAM. FKLO po34yMH 3abaps-
NeHWn B CUHIN ab0 XOBTWUIA KOMIP, MOr0 He MOXHa BMKOPWUCTOBYBATU. YHUKATU KOHTAKTY
TMB SOLUTION| 3 meTanamu a6o ioHamn metanis. na po6oTu BUKOPUCTOBYBATU NULLIE Yu-

CTUN, peTenibHO BUMOMOCKAHWI ANCTUIbOBAHOIO BOAOIO MOCY/A;

— Hi B iKOMY pasi He BUKOPWUCTOBYBATWU OAMH i TOW Xe nocya Ang |CONJUGATE SOLUTIONl Ta
TMB SOLUTION|

BupoGhuk He Hece BiAnoOBIAANLHICTL 3G OyAb-Ki HEKOPEKTHI PE3Y/ITATA TA HECNIPUAT/INBI BANIGAKH, LU0 BUHUK/IN
BHAC/TIAOK NOPYLLEHb BALLEHABEACHUX 30CTEPEXeHb. BUPOOHUK He Hece BIANOBIAA/IbHICTL 3 Bi3yanbHuil 001K pe-
3y/1bTATIB AHANI3Y (6€3 BUKOPUCTAHHS CEKTPOHOTOMETPA).

5.2. 3axoau 6e3neku

- MOCTaHOBKY aHanisy NnpoBoAUTM MLe B 3aXMCHOMY OAS3i, 0AHOPAa30BMX pyKaBMYKax Ta 3a-
XWUCHUX OKYyNapax;

— He A0NyCKaeTbCA NpuiAMaTH XXy, NUTK, NannuTn abo KOPUCTYBATMCA KOCMETUKOIO Y KiMHaTI BUKO-
HaHHSA TeCTy;

- He nineTyBaTh PO34MHW POTOM,;

— MO3UTUBHWIA Ta HeraTMBHUIA KOHTPONI TecT-cnctemn Vitrotest® Anti-HBcore He MicTsTb KOMMO-
HEHTIB MOACBKOrO MOXOAXEHHS;

— [AeAKi KOMMNOHEHTN TECT-CUCTEMU MICTATb HU3bKIi KOHLLEHTPALIT WKIANMBUX PEYOBWH T8 MOXYTb
CNPUYMHUTM NoApa3HEHHS LWKIpW Ta CIM30BUX 0600HOK. [py noTpaniaHHi
[STOP SOLUTION] 1a [CONJUGATE SOLUTION] Ha cnn3oBi 06010HKM Ta WKipy HEOBXIAHO He-
raiHO MPOMUTK ypakeHe MicLie BE/IMKOIO KifbKiCTIO BOAMY;

- Yy pasi po36pn3KyBaHHA PO34YMHIB, WO HE MICTATb KUCNOTY, HAaNpuKaaa, CMpoBaToK, 06pobuTn
NOBEPXHIO Ae3iH(piKyoUMM 3aCO60M, a NOTIM BUTEPTU HaCyxo inbTpyBanbHUM nanepom. B
iHLWOMY BMMNAAKY KUCMOTY CnovaTtky NoTPiOHO HENTpanisyBatn po3vnHom 6ikapOoHaTy HaTpito,
a NoTiM BUTEPTMN MOBEPXHIO AK OMMCAHO BULLLE.

5.3. Ytunisauiqa sigxoais

- piaKi BiAXoAn CNif iHakTMBYBATU, HaNpuKaad, PO34YNMHOM NePEKNCY BOAHIO Y KIHLEBIN KOHLEH-
Tpauii 6 % ynpoaosxX 3 h 3a KiMHaTHO! Temnepatypu, abo rNOXN0PUTOM HaTPIto Y KiHUEBI
KOHUeHTpaui’ 5 % npotarom 30 min, a6o iHWKWMK 4O3BONEHUMM Ae3iHDIKYIOUMMM 3aco6amMu;

- TBepai Biaxoau cnif iHakTUBYBaTU LUASXOM aBTOK/1aByBaHHA 3a TemnepaTypu 121°C ynpoaosx
1h;

— He aBTOK/1aByBaTW PO3YMHMU, LLO MICTATb @31 HaTPio abo rinoX10pUT HaTpIto;

— BWOANEHHS IHAKTMBOBAHWX BiAXOAiIB NPOBOANTM 3riAHO 3 YNHHMM 3aKOHOAABCTBOM YKpaiHu;

- BWAANEHHSA pelT KOMMOHEHTIB TECT-CMCTEM MNICNSA BUKOPWUCTaAHHA nposoauTu 3rigHo GLP
(good laboratory practice) Ta YMHHOIroO 3aKOHOAABCTBA YKpaiHN B chepi MOBOAXEHHA 3 Bia-
xogamu.

6. 3bEPIFTAHHSA TA CTABI/TIbHICTb

PeareHTn TecT-cuctemm cTabinbHi NPOTArOM CTPOKY NPUAATHOCTI, BKA3a@HOr0 Ha eTUKETL, AKLLO
X 36epirati 3a Temnepatypu 2-8 °C. He 4onyckaeTbCsi 3aMOPOXYBaHHA TECT-CUCTEMU. TpaHCcnop-
TyBaTu Habip 3a Temnepatypu 2-8 °C. [lonyckaeTbCA 0OAHOpPa30Be TPaHCMOPTYBaHHA 3a TeMnepa-
Typu He Bue 23 °C NpoTAromM ABOX AHIB.

[licns nepLioro BigKPUTTS MNEPBUHHOIO MAKYBAHHS KOMIOHEHTH TeCT-CUCTeMMU € CTABI/IbHUMMU
poTSrom 3 MicsiiB, OKPIM THX, LL{O 3A3HAYEHI B 1. 8 A4AHOI IHCTPYKUIT.

7. MIArOTOBKA 3PA3KIB

3pasku cupoBaTtki un nnasmu (EDTA, niTii-renapuH, umTpart HaTpito, (pTopua Kanito) kposi 36e-
piratn 3a Temnepatypu 2-8 °C He Ginblie 3 AHIB nicna 3adopy. [na 6inbly TpuBanoro 36epiraHHa
3pasku TpUMaTh y MOpOo3unbHid kamepi 3a Temnepatypu Big -20 go -70 °C. 3aMOpPOXEHi 3pa3ku
nepes BUKOPUCTaHHAM PO3MOPO3NTU Ta BUTPUMATH 3a KiIMHATHOI TemnepaTtypu ynpoaosx 30 min.
He BrkopucToByBaTt NPOrpiti 3pasku. [icng po3MOpOXYBaHHA 3pa3ku CNig nepemiwaty 3aanq
AOCATHEHHS OAHOPIAHOCTI. YHUKATN NOBTOPHOIrO 3aMOPOXYBaHHA-BIATAOBAHHA AOCNIAXYBaHNX
3pas3kiB. Y pasi NOMYTHIHHSA CMPOBATKM (41 NAa3MM) 3BINbHUTU Bi4 HEPO3UMHHMX BKIKOYEHb LIEH-
TpUdyrysaHHam npu 3000 06./min npotarom 10-15 min. He BUKOPMCTOBYBaTK 3pa3Kkn CMPOBATOK
(41 nnasmu) i3 BUpakeHot NinigeMieto, reMoniaom, a Takox 6akTepinH1UM NpopocToM. Ha pe3synb-
TaTW aHanisy He BM/IMBAE NPUCYTHICTb Y 3pasky 6inipyObiHy B kKoHUeHTpauil go 0,21 mg/ml (361,8
umol/l), remorno6iHy B KoHUeHTpaui’ 4o 10 mg/mli Tpurniuepunais B KoHueHTpauii go 10 mg/ml (11,3
mmol/l).

8. MNIArOTOBKA PEATEHTIB

Jyxe BaxX/mBo BUTpUMATH BCi PEAreHT! TeCT-CUCTeMM 30 KimHaTHOI Temneparypu 18-25 °C nporsrom 30 min nepes
BUKOPUCTAHHSIM!
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8.1. MigrotoBka I®A-nnaHwWweTa

[lns nonepeaxeHHs KOHAEHCALT BOAN B NyHKax CAif BiAKPUBATY arwe nicns
BUTPUMYBaHHA 30 min 3a KiMHATHOI TemnepaTtypu. [oTiM PO3KPUTU BaKYYMHY YNaKOBKY, BiAOKpe-
MWUTU HEOOXIAHY KINbKICTb NYHOK, @ PELTY BiApa3y X peTesibHO ynakyBaTu 3 BO/IOrOMNorinHavyem
Ta 30epiraru LWislbHO 3AKPUTUMKU HA 3AMOK (zip-lock) 3a Temnepatypu 2-8°C. 36epiraHHa B Takuii
Ccnoci6 ynakoBaHOro nnaHweTta 3abe3nevye iWoro cTabinbHICTb MPOTAroM 3 MicAuiB.

8.2. NpuroTyBaHHS PO34MHY AN NPOMUBAHHS

Ona  npurotyBaHHA pPO34MHYy AN MNPOMMBAHHA HeOoOXiAHO pO3BEeCTVM  KOHLEeHTpar
[WASH TWEEN]20X] 1:20 (1+19) auct1nsoBaHo a6o AEiOHI30BAHOW BOAOI, MOTIM NepemMillaTu.
Hanpuknaa, 4 ml KoHueHTpaTy + 76 ml Boaw, WO AOCTaTHLO AN 8 NYHOK. Y BMNaAKy HagBHOCTI
KpUCTaniB y KOHUEHTpaTi pO34nHy ANA NPOMUBAHHA MOTPIOHO NPOrpiTh NakoH 3a TemMnepaTypu
37 °C 0o NOBHOIO Po34YmMHeHHA kpuctanis (15 - 20 min). Po3BeaeHunii po3ynH MoxHa 36epiratu 3a
Temnepatypu 2-8 °C He Ginblue 7 AHiB.

9 I'IPOLI,E,[I,YPA AHANIZY

MigrotyBaT HeOOXIAHY KiNbKICTb NYHOK ANA aHanisy (KinbkicTb AOCNIAXYBaHUX 3pa3kKiB Ta
YOTMPW NYHKW ONS KOHTPONIB), BCTaBUTK iX B pamky IDA-nnaHweTa. JIyHKM 3 KOHTPONAMU
060B'A3KOBO BK/1IOYATW 40 KOXHOI MOCTAHOBKW aHanisy.

9.2. 3anoBHNTK 61aHK BHECEHHA NPOO.

9.3. MpuroTtyBaT PO34nH ANA NPOMUBAHHS 3rigHO 3 MYHKTOM 8.2.

9.4. BHecTu B yCi NyHku nnaHweta no 80 pl .

9.5. BrecTtv B nyHKM no 20 pl KOHTPO/IB Ta AOCNiAXYBaHWUX 3paskis: B nyHky Al —[CONTROLJ +],

B nyHku B1, C11a D1 — , B peLTy NYHOK — AOCAIAXYBaHi 3pasku. OGepexHo
nineTysatu CyMill B NyHKax, He AOMNYCKalo4Yn NiHOYTBOPEHHS, BiAOYBAETECH 3MiHA KONLOPY
PO3UMNHY B NYHKAX 3 KOPUYHEBO-3€1EHOIO Ha CUHIMA.
. 3aKneitn CTpmnu KNenkoto NNiBKOO Ta iHkyOysaTu npoTsrom 30 min 3a Temnepatypwu 37 °C.
Mo 3aKiH4YeHHi iHKyOaLil 06epexXHO 3HATW KAehKy NAIBKY Ta NPOMUTK yHKK N'ATb pas3iB 3
BUKOPWCTaHHAM @aBTOMaTMYHOIro NpoMmBaYda abo 8-kaHanbHOI NiNeTKN HAaCTYMHUM YUHOM:
- BWAANUTY BMICT YHOK B KOHTENHEP ANA PIAKUX BiAXOAIB;
- HaMNoOBHWUTU NYHKWN He MeHLW HixX no 300 pl po34nMHOM ANA NPOMMBAHHSA, 3aAUWNTU He
MeHLW Ak Ha 30 s;
- acnipyBaTu PO34MH 3 IYHOK, 3a/IULWLKOBWI 06’€M PO34UMHY NiCcNs acnipauii Ha BCiX eTanax
MPOMMBAHHSA Ma€ cknaaaTu He Ginbwe 5 p;
- MOBTOPUTU NpOLEAYPY NPOMUBAHHS LLLEe YOTUPW Pasy,;
- Micna OCTaHHbOI acnipauii No30aBUTUCb 3aBOI BOMOMM, MOCTYKYIOUM MIaHLWETOM MO
hinbTpyBansHOMy nanepy.
9.8. B nyHku BHecTr no 100 I [CONJUGATE SOLUTION] CTpunu HakpuT HOBOIO KN1eWikoo nnis-
KOO Ta iHKyOyBaT npoTarom 30 min 3a temneparypu 37 °C.

9.9. Mo 3akiHYeHHI iHkyOaLil 06epexXHO 3HATU KAenKy NNiBKY Ta MPOMUTU YHKU M'ATb PasiB, gk
onucaHo B n. 9.7.

9.10. He Topkato4ncb AHa Ta CTIHOK 1yHOK nnaHweTta, BHecTn no 100 pl B TYHKW.

9.11. IHky6yBaTn cTpunn npoTsarom 30 min B TeMHOMY MicLi 3a KiMHaTHOI Temnepatypu 18-25 °C. He
BUKOPWCTOBYBATW KNEWKY NNIBKY Ha AaHOMY eTani.

9.12. Ang 3ynuHeHHa (hepMeHTaTUBHOT peakLuii BHecTr B 1yHKKM no 100 pl , [oTpu-
MYIOUMCh TIET X NOCAIAOBHOCTI, Wo | npn BHeceHH [TMB SOLUTION]

9.13. Bumipatun Ha pigepi Ol B KOXHi nyHUi npu 4oBXWHI xBunni 450/620-695 nm npotsarom 5 min
nicna 3ynuMHeHHA peakuil. Jo npoBeAeHHS BUMIPIOBaAHHA CNif NepeKkoHaTUCs y YNCTOTi 30B-
HILWHBOT MOBEPXHI AHA NYHOK Ta BIACYTHOCTI Oy/1bOaLLOK.

00671ik pe3ynbTatis aHAAI3Y MOXHA NPOBOAUTA B OAHOXBUILOBOMY PEXumi npu AoBxXuHI xBuai 450 nm, B Lbomy
BANGAKY CAIA 30ANLUNTA JIYHKY A1 BCTGHOBAEHHS ONAHKY (B Taky AyHKy BHocutn amwe |[TMB SOLUTION| ra
STOP SOLUTION}.

10. OBJIK PE3Y/IbTATIB TA [X IHTEPMPETALLIS

10.1. O6nik pe3ynbTaTiB aHanisy
Po3paxyBaTtu cepegHe 3HadeHHa O HeraTMBHOro KOHTPoto (NC), piBeHb FPaHNYHOro 3HaYEH-
HA (Cut off - CO) Ta iHgekc No3MTMBHOCTI 3pa3ka (IP

QLo
No

samp\e):

Nc=(NcT+ Nc2+Nc3)/3;
CO=Nc+0,25
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10.2. locTOBipHiCTb pe3ynbTatiB aHanisy
ﬂaHi TeCTy BBAXaloTbCA ﬂOCTOBipHMMM, AKLLO BOHM BiANOBIAaOTh HACTYyMHNUM BUMOTaM:

CONTROLJ +] or=15
CONTROL[ -] Or 0,50
CONTROL[ ] Nc x 0,5 < Nen < Nc x 2,0

Akwo ogHe 3i 3HaYeHb O HeraTMBHOMO KOHTPO/IIO BUXOAUTb 3@ MEXi BKa3aHOr o BULLE iHTepBa-
Ny, AOro BiAKMAa0Th | po3paxoByioTb NC 3a pelwToo 3HadeHb O HeraTMBHOrO KOHTPO/MO. AKLO
GinbW HiXX ogHe 3HauyeHHA O HeraTMBHOrO KOHTPO/IIO He BiAMOBIAAE 3a3HAYEHUM BMMOraM, TO
TECT BBaXAETbCA HEKOPEKTHUM i NoTpeOye NOBTOPHOIO aHanisy.

10.3. IHTepnpeTaLis pe3ynbraTis

OD e > O MO3UTUBHUM*
Ae ODsamp\e_ Ol—spaska
OD,, .. <CO HETATUBHWIA™*

*3pasku 3i 3HAYEHHAM ONTUYHO! MYCTUHW BULLE FPAHUYHOIO 3HAYEHHSA BBAXaloTbCH NEPBUH-
HO MO3UTUBHMMU. Taki 3pa3ku mMatoTb OyTW AOCNIAXEHI MOBTOPHO B ABOX NYHKAx TeCT-CUCTEMM
Vitrotest® Anti-HBcore. icna nOBTOPHOro TeCTyBaHHA MO3UTMBHUMMU B TeCT-cuctemi Vitrotest®
Anti-HBcore BBaxatoTbCs 3pa3ku, ONTUYHA FyCTUHa KOTpUX xoda 6 B OAHOMY 3 NOBTOpPIB Oyna
BMLWOIO a0 AOPIBHIOBaNa rpaHMYHOMY 3HAUYEHHIO. AKLLO Npu NOBTOPHOMY TECTyBaHHI ONTUYHA
ryCTuHa 3pa3ka B 060X NOBTOpax 6yna HMxX4ue rpaHnYHOro 3Ha4EeHHA, Taknin 3pa3ok BBaXxath He-
raTVBHUM.

**3pas3ku 3i 3HAYEHHSIM ONTUYHOI FYCTUHW HUXXYE FPaHUYHOrO 3HaYEHHSA BBaXalOTbCA HEerarus-
HumMu B TecT-cuctemi Vitrotest® Anti-HBcore. OgHak pesynstatn B Mexax 10 % Hux4e rpaHuyHoro
3HAYeHHS CNig IHTepNpeTyBaTh 3 00EPEXHICTIO (PEKOMEHAYETLCA NOBTOPHO AOCNIANTY TakKi 3pas3-
KV B AABOX NTYHKax Te€CT-CUCTEMMN).

11. AIATHOCTUYHI XAPAKTEPUCTUKWK TECTY

11.1. CneumndiyHiCTb Ta YyTAMBICTL

YyTnueicTb Ta cneundidHicTe TecT-cuctemm Vitrotest® Anti-HBcore ouiHloBann 3 BUKOPUCTAHHAM
KOMepUiiHOT naHeni cnposaTok KpoBi MmoanHn «KoHTponb AT(+/-)HBcoreAg-MBA» BMpoGHMLUTBA
TOB «MeabioAnbaHc» (YKpaiHa), o cKNagaeTbCs 3 8 oxapakTepn3oBaHmx 3paskis. B TecT-cucre-
Mi Vitrotest® Anti-HBcore BCi NO3UTUBHI 3pa3ku BU3Ha4YeHi 9K NO3UTUBHI, HEeraTuBHi — AK HeraT1BHI.

Takox B TecT-cucTemi Vitrotest® Anti-HBcore O6ynn npoTectoBaHi KOHTPO/SbHI  3pa3ku
QCRTHBcQC1 - Total Anti-HBc Quality Control Serum Sample 1 NIBSC code: 16/B704-02,
QCRTHBcQC2 - Total Anti-HBc Quality Control Serum Sample 2 NIBSC code: 14/B651-04,
QCRHBcIgMQCT - IgM Anti-HBc Quality Control Serum Reagent Sample 1 NIBSC code: 07/B498
Bupo6HuuTBa NIBSC (BennkobpuTaHis) Ta BU3HaYEHI 9K NO3UTUBHI BiANOBIAHO 40 NACNOPTHMUX Aa-
HUX.

[pu gocnigxeHHi 76 3pas3kiB CMPOBATOK KPOBi XBOPUX Ha renaTtut B B Tect-cuctemi Vitrotest®
Anti-HBcore, B ycix 3pa3skax 6yn0 BUSBNEHO aHTUTING 4O KOPOBOro aHTUreHa BipyCy renatuty B,
yyTnmeictb cknana 100 %. Kpim Toro, B TecT-cuctemi Vitrotest® Anti-HBcore 6yno gocnigxeHo 304
3pa3ku CMPOBATOK KPOBI KNIHIYHO 340POBMX AOHOPIB, cepea AKunx y 9 3paskax 6yn0 BUABIEHO
aHTUTING 4O KOPOBOrO aHTUreHa Bipycy renatnty B. B noganblinx 4OCAIAXEHHAX Y UMX 9 3pa3kax
OyNN TAaKOX BUABEHI aHTUTING O NOBEPXHEBOro aHTUreHa Bipycy renatuty B.

11.2. TouHicTb

[ToBTOPOBAHICTb PE3Y/ILTATIB Y MEXAX 0AHIEI mocTaHoBKM aHanisy (Intra assay repeatability)
KoediuieHT Bapiauil (CV) anga ABOX 3pa3kiB 3 pi3HMM piBHEM CNeUndiYHnX aHTUTIN ouiHioBanu B
32 noBTOpax Ha OAHili cepil TeCT-cMcTeMU.

N° 3pasky or., CV, %
950 0,467 8,4
5s 1,645 7,0

BinTBOpPIOBAHICTL PE3YNILTATIB MiX Pi3HMMU MOCTaHOBKaMu aHanisy (Inter assay reproducibility)
KoediuieHT Bapiauii (CV) ana ABox 3pa3kiB 3 pi3HMM piBHEM CcneundiuyHnX aHTUTIN ouiHloBanu
NPOTArOM YOTMPbLOX AHIB B YOTMPbOX MOCTAHOBKAX aHanizy no 8 NOBTOPIB B KOXHOMY aHanisi.

N° 3pasky OrCep CV, %
950 0,438 6,4
5s 1,665 55
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12. OBMEXEHHA AHANIZY

IHTepnpeTaLia pe3ynsraTiB NOBUHHA NPOBOAUTUCA 3 ypaxyBaHHAM K/IHIYHUX MPOSABIB Ta AaHUX
KOMM1eKCy N1abopaTopHux AocniaXeHb. [N AiarHOCTUKM FOCTPOro, XPOHIYHOrO ab0o NepeHeceHoro
renatuty B, ouiHkn edeKTMBHOCTI Tepanil pekoMeHAYyETbCA AO0AaTKOBO MPOBECTU AOCMIAXEHHA
3pa3ka Ha iHwi mapkepw BI'B, BuasnerHsa JHK ta ouiHky GioXiMiYHMX NOKa3HMKIB KPOBI NaLjieHTa.

[103nTMBHMIA pe3ynbraT y TecT-cuctemi Vitrotest® Anti-HBcore € cBif4eHHAM HagBHOCTI y NaLieHTa
aHTUTIN 4O KOPOBOIO aHTUreHa Bipycy renatuty B.

HeratvBHuii pelynbrat B TecT-cuctemi Vitrotest® Anti-HBcore He Buknouae iHikyBaHHs BB
nauieHTa, oco6IMBO Ha paHHix cTagiax BB iHdekuir.

AHTUTINAG 4O KOPOBOrO aHTUreHa Bipycy renatnty B He € MokasHMKOM MPOTEKTUBHOIO IMYHITETY.
BusasneHHa aHTuTin 4o HBcore aHTUreHa y nauieHTa He € 4OKA30M HasBHOCTI BipyCy renatuty B B
OopraHismi, Ui aHTUTiNa BUSABNAIOTLCA MPW FOCTPOMY, XPOHIYHOMY Ta MepeHeceHOMy B aHaMHesi
renaTuTi B. Insg KOPeKTHOI AiarHOCTUKM renatuty B pekomeHayeTbCs NPOBECT AOCAIAXKEHHS 3pa3ka
Ha HasBHICTb HBSAQ Ta aHTuTin Ao HBSAQ (Hanpuknag, y Tect-cuctemax Vitrotest® HBsAg Ta Vitrotest®
Anti-HBs, BianoBigHo).

[MOCTaHOBKA [iArHO3Yy MPOBOANTLCS /IMLLE /IIKAPEM 3 yPaXyBAHHAM OTPUMAHUX PE3y/1bTaTiB [O-
C/liAXKEeHb, QHAMHE3Y TA K/1IHIYHOI KAPTUHM.

13. NPOBJIEMW, GAKI MOXYTb BWHWUKHYTU TPU TMPOBEJEHHI DA,
TA CNOCOBU IX YCYHEHHA

Moxnsi npndnHn Criocobm ycyHeHHs npobniem

Bucokwit ooH y 7lyHKaX BCbOIO N/1QHLLETA

[oYnCTUTH rONOBKY NPOMMBAYA Ta MPOMUTHU
3abpyaHeHuii npommneay 30 % pO34YMHOM eTUI0BOro CAMPTY, NOTIM
AVCTUIbOBAHOIO BOAOIO

BVIKODI/ICTOByBaTI/I Oo4unlleHy Boay 3 NMMTOMUM

Hu3bka akicTb abo 3abpyaHeHHS BOAMK onopom > 10 MQ-cm.

BrkopuctaHHa NoraHo NoMUTOro Nocyay BukopunctoByBaTh XiMIYHO YUCTUIA noCy
BukopunctaHHA aesiHgikytoumx 3aco6is, Wo He BnKopucToByBaTW X/IOPBMICHI
MICTATb X/10P aesiHpikyoyi 3acobu
BukopunctaHHA 3a6pyAHEHNX HAKOHEYHNKIB BukopucToByBaTV HOBi HAKOHEYHUKM
36inbLweHo Yac iHkybaui’t abo 3MiHEHO [oTprmMyBaTUCA pexnmy iHkyOauii BignoBiAHO
TemnepaTtypHuii pexum [0 IHCTPYKLIT 3 BUKOPUCTaHHA

Bucokwnii ¢hoH B okpemmnx psaax
[MoBTOpHE BHECEHHS po34nHy TMB PosunH TMB BHOCUTM 0aMH pa3
3a6pyAHEeHHS KOHYCY aBTOMaTUYHOI NineTkn [MpoynctnTn ninetky i o6epexHo HabupaTtun
PO3YMHOM KOH'loraTy pianny
3abpyaHeHNA OAWH i3 KaHaniB npommnsaya [MoyncTnT KaHan NpomMMBaYa, NPOMUTK BOLLEP

3HayerHss O no3nTUBHOIo KOHTPOJIIO HUXYe BCTAHOB/IEHOI MEXI

HenpaBunbHO BHeceHwWii abo BiACYTHI oanH i3 [MoBTopHO npoBecTn IPA, 3BepHYTH yBary Ha
peareHTiB (KoH’torat abo po3unH TMB) MPaBU/IbHICTb BHECEHHS LUNX peareHTis

[NMpoBoanTh iHKy6auito BiANoBIiAHO A0

K 4eHO Yac iHK iTH HOM Tanis .
CkopoueHo yac yGauii Ha oaHomy 3 eTa IHCTPYKUIT 3 BUKOPUCTAHHSA

IHTEHCUBHICTL 3000PB/IEHHS JIYHOK HE BIAMOBIAGE OTPUMAHIA ONTUYHINA TYCTUHI
3MileHni ONTUYHUIA NPOMIHb [epeBipnTM KOPEKTHICTL POOOTU pigepa
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PA®IYHI MO3HAYEHHA

[l

D

@~ <>LE

UATROS9

Homep 3a katanorom
Kopuctyitecs iIHCTpyKUi€to i3 3aCTOCYyBaHHA

MeaunyHnii Bupi6 ang giarHoCTuKK in vitro

BupoGHMK

MonepeaxeHHs

JloctatHbo ANg NpoBeAeHHS <n> KiNbKOCTi AOCNIAXEHD
OO6MexeHHs TemnepaTtypu

Koa naprii

Bukopuctati go

[ata BUrOTOBIEHHA

Bepertu Big NpAMMX COHAYHUX MPOMEHIB
YnoBHOBaXxeHwii NpeAcTaBHUK B EBponeiicbkomy CniBToBapucTBi

3HakK BiANOBIAHOCTI TEXHIYHUM pernameHTam 3 ideHTUdIKaLiiH1M HOMEPOM OpraHy 3 OUiHKK
BiANOBIAHOCTI (laeHTnahikauiviHnii Homep opraHy 3 ouiHku BignosigHocTti UA.TR.099)

B iHCTPYKLii BUKOPUCTOBYIOTHCS MO3HAYEHHS OANHULIb BUMIPIOBAHHS Y BiAMOBIAHOCTI 4O Hakasy
MinekoHomMpo3BUTKY Ykpainn N° 914 sig 04.08.2015 p.

OanHuusa
Ha3ssa BennunHn NO3HaYeHHsA
Ha3Ba
MiXKH. YKP.
cekyHaa s c
Yac XBWMHA min XB
roavHa h rog
caHTMeTp cm cM
JoBxuHa HaHomMeTp nm HM
MinimeTp mm MM
nitp | n
O6’eM, MICTKICTb Mininitp ml M
MiKponiTp i MK/
MO/b mol MO/b
KinbKkicTb peyoBuHm MiniMons mmol MAMOb
MIKPOMOTb pmol MKMOSb
Maca Minirpam mg mr
EnekTpuynuii onip Meraom MQ MOwm

TY ¥ 24.4-36555928-001:20M

Inst_Anti-HBcore_TK018_V01
Pepakuis IHcTpykuii N° 18ig 02.08.2021 p.

3 nuTaHHAaMK Ta noBaxaHHAaMK Woao po6oTu Habopy 3BepTanTeCk A0 BUPOOHMKaA:

wl

TOB «BitpoTecTt biopeareHT»,
Byn. M.boiiuyka 186, od. 56, m. Kuis, 01103, YkpaiHa (topunanyHa agpeca)
Byn. KypopTtHa, 6ya. 11, m. Kuis, 04075, YkpaiHa (MicLe3HaxoAXeHHsA BUPOOHMLTBA)

tel.: +38 (044) 222-76-72, +38 (097) 222-76-72
e-mail: info@vitrotest.ua, www.vitrotest.ua

UA.TR.099
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\itrotest® Anti-HBcore
CXEMA AHAJIIZY

ButpumaTtn BCi peareHtn Ta 3pasku MiHimym 30 min npu 18-25 °C nepeg
BUKOPUCTaHHAM

Brectn 80 pl [SAMPLE DILUENT| B 1yHKW CTPUNIB

(kopu4yHeBoO-3e1eHMI)

BHecTn 20 Ul KOHTPONIB Ta 3pa3kiB y NyHKU:

A1 —[CONTROL[ +]

B1, C1, D1~ [CONTROL[ -,

E1T1a iHWIi NyHKKN — AOCNIAXYBaHi 3pasku

(K0P 3MIHIOETHCS 3 KOPUYHEBO-3€/1€HOrO HA CUHIl)

Hakputn cTprnu Kneikoto NniBkoto Ta iHkyoysaTtn 30 min npu 37 °C

Mpomut NyHkn 5 pasis possegeHum 1:20 (1+19) po3unmHOM ANg NPOMUBAHHSA
Tw20 (300 pul B nyHKY)

Hopat 100 pl [CONJUGATE SOLUTION] B KOXHY NYHKY
(3en1eHnii Konip)

Hakputn cTpmnu kneikoto nniBkoto Ta iHky6ysaTtn 30 min npu 37 °C

Mpomut NYHKKW 5 pasis possegeHnm 1:20 (1+19) po3unHOM ANg NPOMUBAHHA
Tw20 (300 pl B nyHKy)

BrecTtv no 100 pl [TMB SOLUTION| B KOXHY TyHKY

IHky6yBaTn 30 min B TeMHoTi npu 18-25 °C

3ynuHUTK peakuito gogasanHam 100 pl [STOP SOLUTION

(KONip 3MIHIOETHCST 3 CUHBOIO HA XXOBTMIA)

BusHauntn ontnyHy ryctuny (OD) npun 450/620-695nm

OBJ1IK PE3Y/IBTATIB IHTEPIPETALLIA PE3Y/IbTATIB
Nc=(NcT+Nc2+Nc3)/3; CO=Nc+0,25; opb,.>CO, }
fe OD or MNO3NTNBHNN

Nc - cepefHe 3HauerHs OF 3[CONTROL[ -],

sample 3paska

CO - rpaHnyHe 3HaUEeHHS OD <CO HEFATUBHUM

sample




IHCTPYKLIA 3 BUKOPUCTAHHY
- - TKO60
“IIIOIGSI® l\llll-llc“ 192 aHanism

IMyHOhepMeHTHa TecT-cuctema ANnsa BUABAEHHA CyMapHUX aHTUTIA 40 BipyCy
renatuty C

1. NPU3HAYEHHA

IMyHOthepmeHTHa TecT-cnuctema Vitrotest® Anti-HCV npusHadeHa AN BUSBAEHHA CyMapHUX aH-
™Tin po Bipycy renatuty C (BIC) y cuposaTtui 4n nnasmi KpoBi MognHn. TecT-Habip moxe 6yTu
3aCTOCOBaHWIA 9K ANA NpoBeAeHH:A iMyHoepMeHTHOro aHanisy (IMA) 3 BUKoprCTaHHAM aBToMma-
TUYHMX NINETOK Ta CTaHAapPTHOro obnagHaHHA, Tak i ANg NOCTaHOBKM Ha aBTOMATUYHOMY IMyHO-
hepMeHTHOMY aHani3aTopi BIAKPUTOro Tmny.

2. KNNHIYHE 3HAYEHHS

3a gaHumMun BcecBiTHLOT OpraHizaui’l OXOpoHW 340p0B'sa, 61n3bko 150 MiNbAOHIB NtoAEN XPOHIY-
HO iH(hikoBaHi Bipycom renatuty C i wopiyHo 6inblie 350 Tncay oci6 BMMpatoTh Big NOB'A3aHMX 3
renatutom C xBopo6 NeyiHkU. 3axBOPIOBAHHA MOXE MaTK roCTpuii abo XPOoHiIYHWIA nepeoir, npu
LUbOMY HalyacTiwe nNpoTikae 6e3 BupaxeHnx cumntomie. OgHak, XpoHizauis iHpekLi’ npu3BoanTb
A0 UMPO3Y NeYiHKK Ta PO3BUTKY renatoueiioNgpHOl KapLuMHOMU.

306yaHnkom renatuty C € ManeHbKuii BKpUTKiA 06010HKOLO Bipyc (50 nm B AiameTpi), LLO MiCTUTb
oaHonaHutorosy PHK, Hanexnte 4o poanHu dnasiBipycis. B cknaai reHomy BI'C BMAINAIOTE 30HW,
O KOAYIOTb CTPYKTYPHI Ta HEeCTPYKTYpHi Oinku. [1o CTPYKTYPHUX aHTUTeHiB BipyCy Hanexartb
HyK/1eokancuaHnin 6inok — core Ta ABa OiNkN 30BHIWHBOT 06010HKK — E11 E2. HecTpykTypHi 6inkn
npeacTtaBneHi komnnekcom 6inkiB 3 pepMeHTaTBHO0 akTnBHICTIO — NS2, NS3, NS4a, NS4b, NSba
Ta NS5b. ¥ BignoBiAb Ha iH(iKyBaHHA BipyCOM B OpraHi3mi NIOANHW NPOAYKYIOTbCA cneundidHi
aHTWTING 4,0 BCiX OiNKiB BipycCy.

CyyacHa nabopaTtopHa aiarHoctuka renatuty C 6a3yeTbCa Ha BUSBNEHHI cneun@ivHnx mapke-
piB iHikyBaHHa BI'C: aHTUreHriB BipyCy, aHTUTIN 40 BipycHUX 6inkis Ta PHK Bipycy B 6ion0rivyHmx
pignHax opraHiamy. Halibinbw paHHiM Mapkepom BI'C-iHdekUii € BipycHa PHK, fgka BuaBngeTbCA B
KpOBI iH(hikoBaHOro yepes 2-6 TUXHIB Big MOMEHTY iH(iKyBaHHS. Yepes oanH-aABa TUXHI Y KPOBI
BUSABNAETLCA COre aHTureH Bipycy renatnty C. Ha 6-8 Tv>XHI OpraHisMoM nNpoayKytloTbCa cneuu-
hiyHi aHTUTING KNacy IgM. Ak npu rocTpomy, Tak i Npu XPoHiYHOMyY renatuTi C Ui aHTUTiNG MOXYTb
BUABNATUCA TPUBaNWiA vac i ABNAIOTbCA MapKepoM akTUBHOI BipyCHOI pennikauil. H13bki Tntpum
aHTK-BIr'C IgM aHTuTin BUasnaoteca y 50-80 % Bunaakis xpoHiyHoro renatuty C. Y 6inblWoCTi iHgi-
KOBaHMX aHTMUTINa knacy IgG cnovaTtky 3'aBnstoTbCs 4o eniTonis 6inkis core Ta NS3, i nunwe nisHiwe
(4epes 20-22 tuxHi nicng iHpikyBaHHa) 40 NS4. Okpim TOro, iIHTEHCUBHICTb NPOAYKLIT aHTUTIN A0
6inky NS4 y geaknx reHotunis BI'C HMXYe, B TONM Xe Yac KinbKiCTb aHTUTIiN Ao 6inkis core ta NS3
BNCOKa A/14 BCIX reHOTUNIB.

Ha cboroaHilWHi AeHb 3 METOIO MEPBUHHOI AiarHOCTMKKM BipycHoro renatnty C ta TecTyBaHHs
LAOHOPCLKOI KPOBI 4N BUABNEHHS cneundivHmx o BI'C aHTUTin nepeBaxHo 3acTocoBytoTh QA B
SKOMY BUKOPUCTOBYIOTbCS peKOMOIHaHTHI 6inku core, NS3, NS4 ta NSb5.

3. MPUHUMN AHANIZY

BuasnenHs aHtutin, cneumndiyHmnx go BIC, B TecT-cuctemi Vitrotest® Anti-HCV 6a3yeTtbcs Ha
NPUHUKNI «<HenpaMoro» tsepgodasHoro IPA y aBoeTanHili iHkybauil. B nyHkax nnaHweTy 3acop-
60BaHi pekoMOiHaHTHI aHTureHu Bipycy renatuty C core, NS3, NS4 1a NSb5. lNMig 4ac nepworo etany
iHKyOauil gocnigxyBaHux 3pa3kiB B NyHkax I®A-nnaHweTa, cneundiyni go BIC antuTing, 9KLWo
BOHW NPUCYTHI, 3B'A3YIOTLCH 3 aHTUreHaMun Ha TBepAit dasi. JIyHKu BiAMMBAIOTECA ANA BUAANEHHSA
He3B'A3aHnX aHTUTIN, 3annWatTbCs Nnue cneundivyHi KOMNIEKCH aHTUreH-aHTuTino. Nicna upo-
ro 4OAAETHCA CyMiW KoH'loraTiB aHTUBMAOBMX (@HTU-IgG Ta aHTU-IgM) MOHOK/IOHANBHUX aHTUTIN
3 NEPOKCMAA30t0 XPOHY, AKi 3B’A3YI0TbCA 3 IMYHHWMUW KOMMIeKcamu Ha TBepain dasi. He3s'a3ani
KOMMOHEHTV BUAANSIOTECA Nif Yac BiAMUBAHHA. KOMNIEKCU aHTUTeH-aHTUTING BUABNSIOTLCS LWNA-
XOM AofAaBaHHA po3unHy xpomoreHy 3,3',5,5'-tetpametnnoerHsngnny (TMB) 3 nepekncom BogHto.
Micna 30 min iHkyOaUuii peakuia 3ynMHAETbCA AoAaBaHHAM cTon-peareHTty. OnTuyHa ryctuHa (Or)
B /IyHKax BU3HAYaETbCA Ha CNeKTPOMOTOMETPI NpU AOBXUHI XBUNi 450/620-695 nm. 3HaueHHs OF,
OTpUMaHe ANg 3paska, JO3BONAE BUABUTU HAABHICTb a0 BIACYTHICTb aHTUTin Ao BI'C. IHTeHcwB-
HICTb XOBTOro 3abapBeHHs NponopuLiiHa KiNnbKOCTI aHTUTIN, 3B'A3aHNX 3 aHTUreHaMu Ha TBepaii

dasi.
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4. MATEPIAJIN TA OBJTAAHAHH4A
4.1. Cknag Habopy

IOA-nnaHwer
2x96 B KOXHilA AyHUi nnaHweTty 3acopboBaHi pekoMOi-
ELISA STRIPS NYHOK HaHTHI aHTUrenn BI'C core, NS3, NS4 1a NS5. JlyHKkn

MOXHa BigoKpemaoBaTu. 12 cTpmnis No 8 NyHOK.

MO3UTUBHMIA KOHTPONb

CONTROL[ +] 1x0,7 ml PosunH cneunivyHnx iMyHOrNOOy MiHIB 3 KOHCEPBaH-
TOM (POXEBUIA).

HeraTuBHUi1 KOHTPONb

CONTROL] -] 1.8 mi Po3unH anbOyMiHy 3 KOHCEPBAHTOM (KOBTUA).

Po3unH Ans po3BeeHHN CMPOBATOK
SAMPLE DILUENT 120 ml BydepHuii po34nH 3 AeTePreHToOM Ta KOHCEPBAHTOM
(KOPUYHEBO-3E€1EHWNA).

Po3unn KoH'toraty

BythepHNii po3unmH MOHOKIOHaNbHUX aHTUTIN Ao IgG
[CONJUGATE SOLUTION] | 1x22 m Ta IgM ntoanHK, KOH'IOroBaHUX 3 MePOKCMAA30k0 XPO-
Hy, 3i cTabinisatopamMun Ta KOHCEPBAHTOM (3eN1eHWUA),
rOTOBWIA 4O BUKOPUCTaHHS.

Po3ynn TMB
TMB SOLUTION 1x22 ml PosuuH TMB, H,O,, ctaGinisatop, koHcepBaHT (Ges-
6apBHWIA), FOTOBUIA 4O BUKOPUCTAHHSA.

Po3uuH ans npomusanHsa Tw (20x)
[WASH TWEEN][20X] 1x80 ml 20-T KpaTHU KOHUEHTpaT hocdaTtHoro Gydepy 3
TeiHOM-20 Ta NaCl (6e36apBHUN).

Cron-peareHTt
STOP SOLUTION 1x22 ml Posunn 0,5 mol/l H,SO, (6e36apsHwii), rotoBuid A0
BUKOPUCTAHHS.

Knetika nniBka (4), 6naHK BHECEHHA NP6 (2) Ta IHCTPYKLUIiS 3 BUKOPUCTAHHSA.
4.2. [lonaTkoBi peakTuBM, MaTepianu Ta 06nafgHaHHS

— ABTOMaTU4YHI NineTkn 3MiHHOro o6’emy Ha 10—1000 pl Ta HAKOHEUYHUKN A0 HKX;
— cnekTpodoToMeTp (pigep) Ana MikponnaHwerTis Ha 450/620-695 nm;
MipHWIA na6opaTtopHuii nocya (10-1000 ml);

— peioHizoBaHa abo ANCTUNbOBaHa BOAA;

— TepmocTaT Ha 37 °C;

— aBToMaTu4HMi abo HaniBaBTOMaTUYHMI NpoMMBAY NaHWeTiB (Bowep);
— KOHTEWHepW AN4 BiAXOAIB NOTEHLIMHO 3apaXeHoro Matepiany,

— Tanmep;

hinbTpyBansHWUA Nanip;

— O[HOPA30Bi PyKaBUYKMY;

— pesiHdikytodi 3acobu;

— 3axXWUCHWA oaar.

5. 3ACTEPEXEHHSA TA 3AX0U BE3MNEKK

5.1. 3acTepexeHHs
JotpumarHs Yacy iHky6auii Ta Temnepatypu € HaA3BUYARHO BAX/MBAM [J151 KOPEKTHOrO pe3yibTary IQA.
— He BMKOPUCTOBYBATU KOMIMOHEHTU TECT-CUCTEMM NICAA 3aKIHYEHHS CTPOKY NMPUAATHOCTI;
— He BMKOPWCTOBYBATW Mif 4ac aHaslisy Ta He 3MillyBaTV KOMMOHEHTH PISHUX CEPiA, KOMMOHEH-
TN 3 TECT-CUCTEM Pi3HUX HO3010r i a60 peareHTN iHW KX BUPOOHWKIB Y NOEAHAHHI 3 HaBopamu
Vitrotest®;

[pumirka: gonyckaetscs Bukopuctanis [WASH TWEEN]20X] [TMB SOLUTION]7a [STOP SOLUTION]ix-
Lumnx cepin.

— NicNg BUKOPUCTaHHA PeareHTy 3akKprBaTh KOXeEH (h1aKOH CBOEIO KPULLKOIO;

— Nif Yac MPOMUBAHHS KOHTPO/IOBATK HAaMOBHEHHA Ta MOBHY acnipaLilo PO34MHY 3 TYHOK;

— KOXHOTrO pasy BUKOPUCTOBYBATU HOBUIA HAKOHEYHMK NINEeTKN ANA BHECEHHA 3pa3kiB abo pe-
areHTiB;

—  YHWKATW 00TPANJAHHSA NPAMUX COHAYHUX MPOMEHIB Ha peareHTu TecT-cucTemu;

- mMae OyTn 6e36apBHUM Nepen BUKOPUCTAHHAM. FAKLWO PO34MH 3abaps-
NEeHUN B CUHIN ab0 XOBTUI KOMIP, MOr0 He MOXHa BUKOPWUCTOBYBATU. YHUKATN KOHTaKTY

TMB SOLUTION| 3 meTanamu a6o ioHamn metanis. [na po6oTu BUKOPUCTOBYBATU NULIE YU-
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CTUI, peTesibHO BUMOMOCKAHWI ANCTU/IbOBAHOK BOAOO MOCYA;
— Hi B IKOMy pasi He BUKOPUCTOBYBATU OAMWH i Toli e nocya Ans [CONJUGATE SOLUTION] Ta

TMB SOLUTION|.

BupoGhuk He Hece BiANoOBIAANLHICTL 3G OyAb-SKi HEKOPEKTHI PE3Y/ITATA TA HECNIPUAT/INBI BANIGAKH, LUO BUHUK/IN
BHAC/I[OK MOPYLIEHb BULEHUBEAEHNX 3ACTEPEXEHB. BUPOOHMK HE Hece BIAMOBIAA/IbHICTb 30 Bi3ya/bHUi 007K pe-
3y/1bTATIB AHANI3Y (6€3 BUKOPUCTAHHS CEKTPOHOTOMETPY).

5.2. 3axoau 6e3neku

— MOCTAHOBKY aHasnizy NpoBOAMTY NULLE B 3aXMCHOMY OAA3I, O4HOPA30BUX PyKaBMYKax Ta 3a-
XUCHUX OKYyNapax;

— He A0NyCKaeTbCA NpuUiAMaTH XXy, NUTK, NannuTn abo KOPUCTYBATMCA KOCMETUKOIO Y KiMHaTI BUKO-
HaHH4A TecTy;

- He ninetyBaTV PO34MHM POTOM,;

— MO3UTUBHWI Ta HEraTMBHWA KOHTpPONi TecT-cnuctemn Vitrotest® Anti-HCV He MiCTATb KOMMNOHEH-
TiB TIOACBKOrO MOXOOXKEHHS;

— [AeAKi KOMMNOHEHTN TEeCT-CUCTEMU MICTATb HU3bKi KOHLLEHTPALIT WKIANMBUX PEYOBWH T8 MOXYTh
CNPUYNHUTY MOAPA3HEHHA LWKIPWU Ta CNIM30BUX OOO0NOHOK. [pn noTpanaaHHi
[STOP SOLUTION] 1a [CONJUGATE SOLUTION] Ha cnn3osi 06010HKM Ta WKipy HEOBXIAHO He-
ranHoO NPOMUTK ypaxKeHe MiCcue BENUKOIO KiNTbKICTIO BOAW;

- Yy pasi po36pn3KyBaHHA PO34YMHIB, O HE MICTATb KUCNOTY, Hanpukaaa, CMpoBaTok, 06pobutu
NOBEPXHIO Ae3iH(piKyoUMM 3aCOO60M, a NOTIM BUTEPTU HACyxo inbTpyBanbHUM nanepom. B
iHWOMY BUNAAKY KMCNOTY CMOYaTKy NOTPIOHO HEMTpanisyBat pO34YNMHOM BikapOOHaTy HaTpito,
a NoTiM BUTEPTH MOBEPXHIO AK OMUCAHO BULLLE.

5.3. Ytunisauiqa Bigxoais

— PIiAKi BiAXoAM CNif iIHaKTMBYBAaTH, HAaNpUKAah, PO3YNMHOM NepeknCy BOAHIO Y KIHLUEBI KOHLEH-
Tpauii 6 % ynpogosx 3 h 3a kKiMHaTHOT TemnepaTtypu, abo rinOX/I0PUTOM HATPIlO Y KiHLEBIN
KOHUeHTpaui’ 5 % npotarom 30 min, abo iHWKWMK 4O3BONEHUMM Ae3iHDIKYIOUMMM 3aco6amMu;

- TBepai BiAXoau CNif iHaKTMBYBaTW WASXOM aBTOK/NaByBaHHSA 3a Temnepatypu 121°C ynpoaosx
1h;

- He aBTOKNaBYyBaTV PO34MHMU, LLLO MICTATE @3uA HaTPito abo rinOXN0pUT HaTPID;

— BWOANEHHS IHAKTMBOBAHNX BIiAXOAiIB NPOBOANTM 3riAHO 3 YNHHMM 3aKOHOAABCTBOM YKpaiHu;

- BWAANEHHSA pelTy KOMMOHEHTIB TECT-CUCTEM NICNSA BUKOPWUCTaHHA npoBoauTu 3rigHo GLP
(good laboratory practice) Ta YMHHOIroO 3aKOHOAABCTBA YKpaiHW B cepi MOBOAXEHHA 3 Bia-
xofamu.

6. 3bEPIFTAHHSA TA CTABI/IbHICTb

PeareHTtn tect-cuctemu ctabinibHi NPOTATOM CTPOKY NPUAATHOCTI, BKA3aHOIO Ha €TUKETL, AKLLO
X 36epirati 3a Temnepatypu 2-8 °C. He 4ONyCKaEeTbCS 3aMOPOXYBaHHA TECT-CUCTEMU. TpaHCNop-
TyBaTu Habip 3a Temnepatypu 2-8 °C. [lonyckaeTbCA 0OAHOpPa30Be TPaHCNOPTYBaHHA 3a TeMnepa-
Typu He BuLe 23 °C NpoTAroM ABOX AHIB.

[licns nepLuoro BIAKPUTTS MEPBUHHOIMO MAKYBAHHS KOMIOHEHTU TeCT-CUCTeMu € CTabi/IbHUMU
pOTSrom 3 MicsILiB, OKPIM THX, LLUO 3a3HAY€EHI B 1. 8 AAHOI IHCTPYKUIT.

7. MIArOTOBKA 3PA3KIB

3pasku cuposatku um nnasmu (EDTA, niTin-renapuH, unMtpat HaTtpito, PTopuA Kanito) kposi 36e-
piratn 3a Temnepatypu 2-8 °C He Ginble 3 AHIB nicns 3a6opy. [na 6inbly TpuBanoro 36epiraHHa
3pasku TpUMaTh y MOPO3UNbHIA kKamepi 3a TemnepaTtypu Big -20 go -70 °C. 3aMOpOXeHi 3pasku
nepen BMKOPUCTAHHAM CNiA PO3MOPO3UTKU Ta BUTPMMAaTK 3@ KIMHATHOI TemnepaTtypu ynpoaoBx
30 min. He BnkopmncToByBaTW NPOrpiTi 3pasku. INicna po3MoOpoXyBaHHA 3pa3ku CAifg nepemiwaTm
3a4N9 AOCATHEHHA OAHOPIAHOCTI. YHUKaTV NOBTOPHOIO 3aMOPOXYBaHHA-BiATalOBaHHA [OCIAXY-
BaHMX 3paskiB. ¥ pa3i NOMYTHIHHA CMPOBATKU (4YM MAa3Mu) 3BITbHUTU 3Pa30K Bif HEPO3UMHHUX
BK/MOYeHb LeHTpudyrysanHam npu 3000 o06./min npotarom 10-15 xmin. He BukopucTOBYBaTH
3pasku CMPOBATOK (YN MAasmun) 3 BMpPAKEHOI NinigeMieto, reMonisom, a Takox GakTepianbHUM

NPOPOCTOM. Ha pe3ynbTat aHanisy He BN/IMBAE NPUCYTHICTb Y 3pa3ky GinipyOiHy B KOHLEHTPaLil
£0 0,1mg/ml (172,3 umol/l), remorno6iHy B KOHUeHTpauii 4o 5 mg/mliTpurniuepmnais B KOHUEHTpauim

£o 10 mg/ml (11,3 mmol/l).

8. MNIArOTOBKA PEATEHTIB

Jyxe Bax/mBo BUTpUMATH BCI PEAreHTH TEeCT-CUCTEMM 30 KiMHaTHOI Temnepartypu 18-25 °C nporsrom 30 min nepes
BUKOPUCTAHHSM!

8.1. NigrotoBka I®A-nnaHLWweTa

Onga nonepedxeHHa KOHAEHCALT BOAM B lyHKax C/id BiAKPUBaATK nviwe nicng
BUTpUMYBaHHa 30 min 3a KiMHaTHO! TeMnepaTtypw. [MoTiM PO3KpPMBATN BaKyyMHY yNnakoBKY, Bigo-
KPeMUTN HeOOXIAHY KiNbKIiCTb NTYHOK, @ pPeLuTy BiApasy X peTefibHO ynakyBaTu 3 BONOrONoOr/inHa-
yem Ta 36epiratu WiibHO 3AKPUTUMMN HA 3AMOK (zip-lock) 3a TemnepaTypn 2-8 °C. 36epiraHHa B
Takuii cnoci6 ynakoBaHOro nnaHweTa 3ab6e3neyye oro cTabinbHICTb NPOTArOM 3 MicauiB.
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8.2.

MpuroTyBaHHS PO34MHY /15 IPOMUBAHHS

[Ns NpuUroTyBaHHSa PO34UMHY 419 NPOMUBAHHA PO3BecTu KoHueHTpaT [WASH TWEEN[20X] 1:20
(1+19) ancTnnboBaHolo abo AeioHI3oBaHOW BOAO, NOTiIM nepemiwaTtn. Hanpuknag, 4 ml KoHUeH-
TpaTty + 76 ml BoAM, WO AOCTATHBO ANA 8 NYHOK. Y BUNAAKY HASBHOCTI KPUCTANIiB Yy KOHLUEHTpaTI
PO3YMHY AN MPOMMBAHHA NPOrpPiTK hnakoH 3a Temnepatypw 37 °C 4O NOBHOMO PO3YMHEHHSA KPUC-
Tanis (15 - 20 min). Po3BeaeHnn po3umH MoxHa 36epirati 3a Temnepatypu 2-8 °C He Ginblue 7 AHiB.

9 I'IPOLI,Eﬂ,yPA AHANIZY

©owoo
[GENEIN

©wo

9.8.
9.9.

9.10.

91

9.12.
9.13.

MigrotyBatn HeoOXiaHY KinbKiCTb NYHOK ANA aHanisy (KinbkiCTb 4OCNIAXYBaHUX 3pa3kiB Ta
YOTUPKU NYHKK ONS KOHTPOAIB), BCTaBWUTK iX B pamky IOA-nnaHwerta. JIYHKKU 3 KOHTPONAMMU
000B’A3KOBO BK/1t0YATM 4O KOXHOI MOCTaHOBKMW aHanisy.

. 3anoBHUTK 61aHK BHECEHHS Npoo.
. MpwvrotyBatvt pO34MH ANS NPOMUBAHHA 3TIAHO 3 MYHKTOM 8.2.
BHecTu B yci nyHky nnaHweta no 80 pl .
. BHecTn B nyHKM no 40 Ll KOHTPONIB Ta AOCAIAXKYBAHUX 3Pa3KiB: B yHKY Al —, B

nyHkn B1, Cl1ta D1— , B peLTy NyHOK — AOCNiAXYBaHi 3pa3ku. Ob6epexHo nine-
TyBaTu CyMilll B IYHKaXx, He AONYyCKatoun NiHOYTBOPEHHSA. i Yac BHeCEHHA 3pa3kKiB BiabyBa-
€TbCA 3MiHa KOMbOPY PO3YMHY ANA PO3BEAEHHSA CUPOBATOK 3 KOPUYHEBO-3€/1€HOMO Ha CUHIT.

. 3aKneitn CTpunn KNenko nNiBkoto Ta iHkyOyBaTtu npotarom 60 min npu Temnepatypi 37 °C.

1o 3aKiH4YeHHI iHkybOaUil 06epeXHO 3HATK KNeliky NNiBKY Ta NPOMUTK YHKK N'ATb pasis 3

BMKOPUCTAHHSAM aBTOMaTUYHOIrO NPOMMBaYa ab0 8-KaHaNbHOT NINETKM HACTYNMHUM YMHOM:

— BUOANUTU BMICT TYHOK B KOHTEWHEP A719 PIAKUX BIAXOAIB;

— HaNOBHWUTU NTYHKU HE MeHLW Hixk No 300 Wl poO34YMHOM ANA NPOMMUBAHHSA, 3aULWLNTU HE MEHLU
Ak Ha 30 s;

- acnipyBaTt PO34YMH 3 NYHOK, 3a/IMLLKOBUI 0O’EM PO34MHY MiCASA acnipaui’ Ha BCix eTanax
NPOMMBaHHA Mae cknagaTtn He Ginbe 5 pl;

— MOBTOPUTK NpoLeaypy NPOMUBAHHS LLLe YOTUPK pasu;

- nicng OCTaHHbOT acnipaui’ N036aBUTUCE 3aMBOT BOIOMM, MOCTYKYIOUM MIAHWLETOM MO Qifb-
TpyBasnbHOMY nanepy.

B nyHkw BHectn no 100 pl [CONJUGATE SOLUTION] CTpunu Hakputu HOBOK KNEHKOoK Nis-

Kol0 Ta iHkyoyBaTth npotarom 30 xBUAMH 3a Temnepatypu 37 °C.

Mo 3aKiHYeHHI iHKybOaUiT 06epexXHOo 3HATU KNelKy NAiBKY Ta MPOMUTU NYHKN M'ATb pasiB, aK

onucaHo B n. 9.7.

He TOpKato4nch AHa Ta CTIHOK NYHOK nnaHwerta, sHectr no 100 pli B TYHKW.

IHkyByBaTK cTpmnu npotarom 30 min B TEMHOMY MicLi 3a KiMHaTHOT TemnepaTypu 18-25 °C. He

BUKOPWCTOBYBATH K/IENKY MNMIBKY HA A@HOMY eTani.

[Ns 3ynuHeHHs hepMeHTaTUBHOI peakLii BHecTr B iyHkn 1o 100 ul|STOP SOLUTION|, notpu-

MYIOUNCh TIET XX NOCAIAOBHOCTI, WO i Npn BHECEHHI |[TMB SOLUTION|

Bumipsatn Ha pigepi O B KOXHIi NyHUI Npu AOBXWHI XBUAT 45 -695 nm npotarom 5 min

nicnga 3ynuHeHHsa peakuil. [lo NpoBeAEHHA BUMIPIOBaAHHA CNi4 NEPEKOHATUCA Y YNCTOTi 30B-

HiLULHBbOT MOBEPXHi AHa NYHOK Ta BiACYTHOCTI OynbOalloK.

O671iK pe3ynbTatiB aHAs1i3y MOXHA MPOBOANTH B OAHOXBU/IbOBOMY PEXUMI Npu AOBXUHI XBU/TI
450 nm, B yboMy BUNAAKY CAig 3aQIMLNTH JTYHKY A/151 BCTAHOB/1EHHST 6/1QHKY (B TaKY /1IYHKY BHOCH-
™ imwe [TMB SOLUTION] 7@ [STOP SOLUTION]-

10. OBJIK PE3Y/IbTATIB TA IX IHTEPMPETALIIA

10.1.

06nik pe3synbTartiB aHanisy

Po3paxyBatn cepegHe 3HauyeHHsa O HeraTMBHOro KOHTPosto (NC) Ta piBeHb rpaHUYHOro
3HauveHHs (Cut off - CO).

10.2.

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

o ) CO=Nc+0,3
JlocTOBIpHICTb pe3ynbTaTiB aHanisy

[aHi TeCTy BBAXaloTbCH OOCTOBIPHUMU, AKLLO BOHM BiAMNOBIAA0Tb HACTyNnHUM BUMOTaMm:

CONTROLJ +] Oor >1,500
CONTROL[ -] Ol £0,100
CONTROL[ -] Nc x 0,5 < Ncn < Nc x 2.0

AKLWOo ofHe 3i 3HaYeHb Ol HeraTMBHOMO KOHTPO/IO BUXOANTb 3@ MEXI BKA3aHOrO BULLE iIHTEpBa-
ny, Moro BigknaatoTh i po3paxoBytoTb NC 3a pewToto 3HadeHb O HeraTMBHOIO KOHTPO/O. AKLLO
Oinbl HiX oaHe 3HavyeHHs O HeraTMBHOIMoO KOHTPO/IO HE BiAMOBIAAE 3a3HayeHVM BMMOram, TO
TECT BBAXAETbCA HEKOPEKTHUM | NOTPeOy€e NOBTOPHOIO aHanisy.
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10.3. IHTepnpeTauis pesynbraris

ODsamp\e > CO’ 03 IN*
ﬂe ODsamp\c - Ol—apaaka |_| MTMBHMM
09xCO<OD,  <CO HEBV3HAYEHMIA™
oD_ . .<09xCO HEFATUBHMI

*3pasku i3 3HauyeHHsaM O BULLE MPaHWUYHOIO 3HAYEHHS BBAXAatOTbCA NMEPBUHHO NMO3UTUBHMMMU.
Taki 3pa3ku MatoTb OyTH AOCNIAXEHI MOBTOPHO B ABOX yHKax TecT-cuctemu Vitrotest® Anti-HCV.
Micns NOBTOPHOIO TECTYBaHHA MO3UTUBHUMM BBaXaloTbCs 3pa3kn, O KoTpux xouya 6 B OQHOMY
3 noBTOpPIB Oyna BuLLe ab0 AOPiBHIOBANA MPaHNYHOMY 3HAUYEHHIO. AKLLO NPV NOBTOPHOMY TECTY-
BaHHi O 3pa3ka B 060x NoBTopax Oyna HUX4Ye rPaHUYHOro 3HaYEeHHHA Takuii 3pa3sok BBaXatw
HeraTMBHUM.

**HeBn3HaueHi 3paskn peKOMEeHAYETbCS AOCNIANTM MOBTOPHO. AKLLO pe3ynbTatn 3HOBY OyayTh
B MeXax HeBU3HaueHux, cnig nposecTu BiA6ip HOBOro 3pas3ka.

1. QIATHOCTUYHI XAPAKTEPUCTUKW TECTY
11.1. CneumndivHicTb Ta YyTUBICTb

YyTnmeicTb Ta cneumndiyHicTe TecT-cuctemun Vitrotest® Anti-HCV ouiHioBanu 3a 4ONOMOro KO-
mMepuiiHol naHeni «CtaHgapt AT(+/-)BIC-MBA» Bupo6Huutea TOB «MeabioAnbsHc» (YkpaiHa). B
TecT-cucTemi Vitrotest® Anti-HCV BCi NO3nTKBHI Ta HEraTUBHI 3pa3kn BM3Ha4Yanncb KOPEKTHO, BiA-
NOBIAHO 40 NACNOPTHUX AaHUX NaHeni.

[Mpn gocnigxeHHi 161 3pa3ka CMPOBATOK KPOBI MaUieHTIB, XBOpUX Ha renatut C, B TecT-cucte-
Mi Vitrotest® Anti-HCV Bci 3pa3kun 6ynu BU3Ha4YeHi MO3UTUBHUMK, Y4yTAnBicTb cknana 100 %. Kpim
TOro, B tect-cuctemi Vitrotest® Anti-HCV 6yno gocnigxeHo 299 3pa3kiB CMPOBATOK KPOBI K/iHiY-
HO 310POBUX JOHOPIB, Cepes AKMxX He OyN10 BUABNEHO XMOHOMO3UTUBHMX pe3ybTaTiB, cneundiy-
HicTb cknana 100 %.

11.2. ToyHicTb

[ToBTOPIOBAHICTL PE3YNILTATIB Y MEXAX OAHIEI mocTaHOBKM aHanisy (Intra assay repeatability)

KoediuieHT BapiaLii (CV) 4na ABOX CMPOBATOK 3 Pi3HMM piBHEM CNeUndiuHnX aHTUTIN oUiHioBanu
B 32 NOBTOpAax Ha OAHIA MOCTaHOBLi TECT-CUCTEMMN.

N° cupoBatkm O|’Cep CV, %
182L 0,705 7,8
172L 1,441 6,5

BinTBOpPIOBAHICTL PE3YNILTATIB MiX Pi3HMMU MOCTaHOBKaMu aHanisy (Inter assay reproducibility)
KoediuieHT BapiaLii (CV) 4na ABOX CMPOBATOK 3 Pi3HMM piBHEM CNeUndiYHnX aHTUTIN OUiHIoBanu
NPOTArOM YOTMPbOX AHIB B YOTMPbOX MOCTAHOBKAX aHanisy, no 8 NOBTOPIB B KOXHOMY aHanisi.

N° cupoBatkm O|’Cep CV, %
182L 0,688 71
1n72L 1,432 7,0

12. OBMEXEHHA AHANI3Y

Ansa giarHOCTUKKM roCTPOro, XPOoHiYHOro abo nepeHeceHoro renatnty C, ouiHkK edyeKTUBHOC-
Ti Tepanii peKkOMeHAYETbLCA AOAATKOBO NMPOBECTU AOCNIAXEHHA 3Pa3Ka Ha HAABHICTb @HTUTIN 40O
okpemux 6inkie BI'C ta aHTn-BIr'C IgM aHtuTin (Hanpuknag, y tect-cuctemax Vitrotest® Anti-HCV
Different ta Vitrotest® HCV-IgM, BignosigHo), PHK BI'C Ta ouiH1TK 6ioXiMiYHi MOKa3HMKK CMPOBAaTKM
KPOBI.

CyuyacHi meTtoan BUABNEHHA aHTUTIN Ao BIC He MOXyTb 3ab6e3nednTu BUABNEHHS BCIX iH(IKO-
BaHMX NauieHTiB. HeratuHWiA pe3syneTaT He BUK/OYaE iHikyBaHHSA Bipycom renatnty C nauieHTa,
0CcOo6MNBO, SKLLO BiH MPOXOAUTb IMyHOCYNpecuBHE NikyBaHHa abo iHdikoBaHuii BIJT, a Takox Ha
paHHiX cTagigx renatTHoOl iHekUiT.

Byab-akunii 3 metoais IGA MOXe AONYCTUTU XMOHOMO3UTUBHY peakLito. 19 BUKTIOUYEHHA XMOHO-
NO3UTUBHUX PE3yNbTaTiB PEKOMEHAYETBCA NPOBECTN BepudikauiiHe AOCNIOXEHHA 3 BU3HAYEH-
HAM aHTUTIN 4o okpemmx 6inkis BI'C ta PHK Bipycy renatuty C.

[NocTaHOBKQ AiarHo3y npoBOANTLCS INLLE /TIKAPEM 3 YPAXyBAHHSIM OTPUMAHUX PE3Yy/1bTATIB 4O-
C/liAXKEeHb, AHAMHE3Y TA K/1IHIYHOI KAPTUHU.
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13. MIPOBJIEMU, AKI MOXYTb BUHWUKHYTW MPWU NMPOBEEHHI |DA,
TA CNOCOBU IX YCYHEHHA

Moxnnsi npnanHm Crocobu ycyHeHHs npobnem

Bucokwit ooH y 7yHKaX BCbOIO N/1AHLLETA

[oYnCTUTM rONOBKY NPOMKMBAYA Ta MPOMUTH
3abpyaHeHuii npommnsay 30 % pO34YMHOM eTUI0BOro CAMPTY, NOTIM
AVCTUIbOBAHOIO BOAOIO

BukopucToByBaTh O4UMLLEHY BOAY 3 MUTOMUM

Hu3bka akicTe abo 3abpyaHeHHS BOAMK onopom > 10 MQ-cm.

BrkopuctaHHa noraHo NoMUTOro Nocyay BukopunctoByBaTh XiMIYHO YUCTUIA noCy
BukopunctaHHA aesiHgikytoumnx 3aco6is, WO He BMKopuCcTOBYBaTW XNTOPBMICHI

MICTATb X/10P aesiHpikyoyi 3acobu

BukopuctaHHA 3a6pyAHEHNX HAKOHEYHNKIB BukopucToByBaTV HOBi HAKOHEYHUKY
306inbLweHo Yac iHkybaui’t abo 3MiHEHO [oTpumMyBaTUCA pexnmy iHkyOauii BignosBiaHO
TeMnepatypHuii pexmm [0 IHCTPYKLUIT 3 BUKOPUCTAHHA

Bucokwnii ¢hoH B okpemmnx psaax

[MoBTOpHE BHECEHHS po34nHy TMB PosunH TMB BHOCUTM 0aMH pa3

3abpyaHEHHS KOHYCY aBTOMaTUYHOI NineTku [MpoynctnTm nineTky i o6epexHo HabupaTtun
PO34YMHOM KOH'loraTy pianHy

3abpyaHeHNn OAWH i3 KaHaniB npommneaya [MoyncTnT KaHan NpomMMBaYa, NPOMUTK BOLLEP

3naqerHs: O Mo3uTUBHOrO KOHTPOJIKO HUXYE BCTAHOB/IEHOI MEXI

HenpaBuibHO BHeCeHWi abo BiACYTHIM oanH i3 [loBTOpHO npoBecTn IGA, 3BepHy T yBary Ha
peareHTiB (KoH’torat abo po3unH TMB) NpaBWIbHICTb BHECEHHS LIMX peareHTis

[MpoBoanTh iHKyO6auito BignoBiAHO A0

CkopoyeHo Yac iHKybalil Ha ogHOMY 3 eTanis IHCTPYKLIT 3 BUKOPNCTaHHS

[HTeHCUBHICTL 300APB/ICHHSI JIYHOK HE BIAMNOBIAAE OTPUMAHIN ONTUYHIN IYCTUHI

3MiLLEeHWE ONTUYHW NPOMIHb [MepeBipnT KOPEKTHICTL POOOTU pigepa
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YnoBHOBaXxeHwii NpeAcTaBHUK B EBponeiicbkomy CniBToBapucTBi

3HakK BiANOBIAHOCTI TEXHIYHUM pernameHTam 3 ideHTUdIKaLiiH1M HOMEPOM OpraHy 3 OUiHKK
BiANOBIAHOCTI (laeHTnahikauiviHnii Homep opraHy 3 ouiHku BignosigHocTti UA.TR.099)
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B iHCTpyKLUiT BUKOPUCTOBYIOTHCS MO3HAYEHHS OAMHNLIL BUMIPIOBAHHS Y BiAMOBIAHOCTI 40 Hakasy
MiHekoHompo3BuTKy Ykpainn N° 914 Big 04.08.2015 p.

OanHnua
Ha3sa BennymHn NOo3Ha4YeHHA
Ha3Ba
MIKH. YKP.
cekyHaa s c
Yac XBUNWHA min X8
rogaunHa h roa
CaHTMeTp cm Y]
[JoxuHa HaHoMmeTp nm HM
MiniMeTp mm MM
nitp | n
O06’eM, MICTKICTb Mininitp ml vl
MikponiTp ul MKN
MO mol MOnb
KinbkicTe pe4oBuHM Minimonb mmol MNIMONb
MIKPOMO/b pmo\ MKMO/b
Minirpam mg mMr
Maca HaHorpam ng HF
Mikporpam Hg MKI
EnekTpuynuii onip Meraom MQ MOMm

TY Y 24.4-36555928-001:201

Inst_Anti-HCV_TK060_VO01
Pepnakuis IHcTpykuii N° 18ig 06.08.2021 p.

3 NUTaHHAMK Ta NoBaxaHHAMM WoA0 po6oTH HabopPy 3BepTaiTeCh 40 BUPOOHVKA:
TOB «BitpotecT biopeareHT»,
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Vitrotest® Anti-HCV
CXEMA AHANIZY

ButpumaTtn BCi peareHt Ta 3pa3ku MiHimym 30 min npu 18-25 °C nepeg
BUKOPUCTaHHAM

BHectr 80 pl [SAMPLE DILUENT| B NyHKM CTpUNiB

(Kopu4yHeBO-3e1eHMH)

BHecTtn 40 pl koHTpONiB Ta 3paskiB y NyHKM:

A1 —[coNTROL[ +],

B1, C1, D1~ [CONTROL[ -,

E11a iHWi NyHKN — AOCNiAXYyBaHi 3pa3ku

(KOAip 3MIHIOETHCST 3 KOPUYHEBO-3€/1€HOrO HA CUHIL)

Hakputn cTpmnu kneikoto nniBkoto Ta iHkyoysaTtn 60 min npu 37 °C

MpomuTn nyHkKn 5 pasis pozsegeHum 1:20 (1+19) po3unHOM ANS NPOMMBaHHS
Tw20 (300 pul B nyHKYy)

Hopnatv 100 pl [CONJUGATE SOLUTION] B KOXHY NTYHKY
(3en1eHnit Konip)

MpomMuTn nyHkKn 5 pasis po3segeHum 1:20 (1+19) po3unHOM ANS NPOMMBaHHS
Tw20 (300 pl B nyHKYy)

BrecTv no 100 pl B KOXHY NTYHKY

IHky6yBaTn 30 min B TeMHoTi npun 18-25 °C

3ynuHUTK peakuito gogaBaHHam 100 pl [STOP SOLUTION

(KONip 3MIHIOETHCST 3 CUHBOIO HA XXOBTMIA)

Bu3HaunTm ontmnyHy ryctuny (OD) npu 450/620-695 nm

OBJ1IK PE3Y/IbTATIB IHTEPIMPETALIS PE3YNIbTATIB
Nc=(Nc1+Nc2+Nc3)/3; CO=Nc+0,3; oD > CO, _
288 or NO3UTUBHMIA*
Nc - cepenre sHauenHs OF 3[CONTROL[ -], sample 2P
CO - rpaHUYHe 3HaYeHHn 0,9xCO< ODsamp‘eS CcO HEBU3HAYEHWIN**

oD <0,9xCO HEFATUBHU

sample




Vitrotest® Anti-Lamblia TK030

ELISA test-kit for the detection of antibodies to Giardia lamblia (intestinalis) 96 tests

1. INTENDED USE

ELISA test-kit «Vitrotest Anti-Lamblia» is an enzyme linked immunosorbent assay (ELISA) for the
detection of antibodies to Giardia lamblia (intestinalis) 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

Giardiasis is a parasitic infestation caused by Giardia lamblia (Giardia intestinalis) that occurs
in latent and manifest forms and causes dysfunction of the intestine. Human giardiasis has been
reported from all five continents and most countries in the world. The prevalence rate of infection
vary between <1and 50 % and occurs mainly in developing regions where basic sanitation is lacking,
Giardia infections are almost universal by the age of two years. On the contrary, in developed
countries the prevalence of giardiasis is only 3—7% and the disease is distributed among all age
groups but mainly among pre-school children.

The main route of transmission is faecal/oral with giardia having a simple, two-stage life-cycle.
After the host ingests cysts the trophozoites emerge from the cysts in the duodenum and attach
themselves to the small intestinal mucosa. Since trophozoites can only localize onto the duodenal
mucosa they mechanically block the mucous membrane and disturb the digestion and motor
activity of the small intestine. Giardias cause absorption deterioration of fat, carbohydrates, vitamins
C and B12 and secondary bacterial infection. Symptoms of giardiasis include: diarrhea, fatigue,
edema, lethargy, weight loss, decreased appetite, paleness, and muscle twitching. Gastro-intestinal
giardiasis manifests mainly in the form of enterocolitis with catarrhal symptoms.

Multiple facts suggest the involvement of humoral immune responses in elimination of G./amblia.
The human experimental infection model showed that the level of IgM was increased significantly
from 14-21 days after infection and that the levels tended to fall after therapy. However, the levels
of IgG remained elevated after successful treatment and that IgA response was more similar to that
of IgM.

The diagnosis of giardiasis is traditionally based upon clinical history, symptoms, presence of
cysts in faeces or trophozoites in material retrieved from the small intestine by duodenal aspiration
or duodenal biopsy. Alternative methods to the routine microscopic examination are detection
of G.lamblia antigen in faeces and the measurement of levels of specific anti-Giardia antibodies
in patients’ serum. Serologic testing is now regarded as a useful complement in the diagnosis of
giardiasis. Besides contributing to the aid of clinical diagnosis, it could help in the understanding of
the status of immune responses for each individual and for epidemiological purposes.

3. PRINCIPLE OF THE TEST

«Vitrotest Anti-Lamblia» ELISA is a solid phase, indirect ELISA method for detection of antibodies
to Giardia lamblia (intestinalis) in a two step incubation procedure. Microwells are coated with
purified antigens of G.lamblia. During the first incubation step, the specific antibodies to G.lamblia,
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, anti-lgA and anti-IgM) which are conjugated to horseradish peroxidase (HRP) added next
and bind to the immune complexes on the solid phase. Chromogen solutions containing 3,3',5,5'-
tetramethylbenzidine (TMB) and hydrogen peroxide are added. TMB is catalysed by the HRP to
produce a blue colour product that changes to yellow after adding stop solution. Absorbance
at 450/620-695 nm 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 purified G. lamblia antigens.
The wells can be separated.
Positive control

CONTROLJ +] 1x0.3 ml Solution of human specific antibodies to G. lamblia
and preservative (pink).
Negative control

CONTROL| -] x0.5m| Negative human serum and preservative (yellow).
Sample diluent

SAMPLE DILUENT 1x12 ml Buffer solution with detergent and preservative
(violet).

Edition T
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Conjugate solution (ready to use)

Monoclonal antibodies to human IgG, IgA and IgM
[CONJUGATE SOLUTION] | 1x12 ml conjugated to HRP, buffer, stabilizers and preservative
(green).
TMB 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-Lamblia» 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
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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.

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 pl 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 violet 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 |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.

Edition 1
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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 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 (IPsamp‘e),

Nc =(Nc1+ Nc2 + Nc3)/3; CO=Nc+0.25; IP

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

CONTROLJ +] 0D =1.200

oD__ /CO

sample sample’

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

P e > 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-Lamblia» ELISA kit was 94 % while evaluating it by using
of positive 44 sera in other commercial test-kit. In the comparative studies with other commercial
test-kit using 231 negative sera specificity of the «Vitrotest Anti-Lamblia» was 97.5 %.

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. oD, P CV, %
38S 0.690 2.29 3.0
37S 1.646 5.47 5.8
17S 2.590 8.49 3.3

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, %
38S 0.672 2.28 4.2
37S 1.615 5.47 5.6
17S 2.523 8.56 7.3
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12. LIMITATIONS OF THE PROCEDURE

The final diagnosis must not be established only on the basis of the serologic test but should
take into account the set of laboratory and instrumental studies as well as clinical manifestations
of the disease. For example, it is recommended to consider the determination of cysts in faeces,
trophozoites in duodenal secretions or G./lamblia antigen in faeces.

Itisimpossible to completely eliminate cross-reactions antibodies and antigens of other parasites.

Anti-G.lamblia antibodies are often not detectable in children with persistent and prolonged
giardiasis.

Anti-G.lamblia IgG antibodies can be detectable in ELISA for a long time even after successful
treatment.

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
reader is misaligned or malfunctioning

Test the absorbance reader’s performance
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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 gonyckaTb BO3-4eiCTBUSA CONHEYHOrO CBETA
Authorized representative in the European Community / YnonHomoueHHbli npeactasutens 8 EC

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

TY Y 24.4-36555928-001:201
Inst_Anti-Lamblia_TK030_VO01

Edition 1st, 12.09.2019.

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

= [rer]
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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

(violet)

Dispense 10ul of controls and samples into the wells:

A1 —[CONTROL[+]

wel0g  PC - o]
E1and other wells — patient samples
(colour changes from violet 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+0.25; sample > 11

|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




Vitrotest® Anti-Toxocara TKOS58

ELISA test-kit for the detection of antibodies to Toxocara canis 96 tests

1. INTENDED USE

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

Toxocariasis is a zoonotic disease caused by the parasitizing of larvae of roundworms belonging
to the genus Toxocara in humans which can cause damage to eyes and internal organs. The disease
is widespread in all countries and often affects children. Several species of this genus are known,
and many studies have shown the role of Toxocara canis (worms affecting mainly dogs) and to a
lesser extent Toxocara cati (affecting mainly cats) in a human disease.

The sources of human infestation are mainly dogs which contaminate the soil with eggs of
Toxocara from excreted faeces. The rate of dog infection with this helminth is about 15-50%, but in
some areas it reaches 90%. Since mature forms are not formed in the human body infected people
cannot be the source of Toxocara.

Humans are infected with toxocaras by ingesting the eggs with food or water contaminated
with animal faeces, as well as by direct contact with infected animals. Larvae emerging from eggs
migrate through the intestinal wall into the bloodstream and enter various organs and tissues where
they encapsulate and maintain long-term biological activity which causes the larval form of the
disease. While migrating within the human body the larvae injure tissues causing necrosis and
inflammatory processes.

Clinical symptoms of toxocariasis depend on the location and intensity of the parasite invasion.
Clinical discourse of the disease cites two forms of invasion which are distinguishable, firstly, visceral
syndrome of "migrating larvae” (visceral larva migrans) and secondly ocular toxocariasis (ocular
larva migrans). Visceral toxocariasis manifests as a recurrent fever lasting for several weeks or even
months. Enlargement of individual lymph nodes and diseases effecting the respiratory system such
as bronchitis and pneumonia may also occur. In almost all cases toxocariasis is characterized by
eosinophilia.

The intravitam parasitological diagnosis of toxocariasis is almost impossible to discover due to
the difficulty of detection of the migrating larvae and histological studies (biopsies) are only useful in
some cases. Numerous studies have shown that serological testing, including ELISA, using purified
antigens of larvae is a sensitive and specific diagnostic method. To date it is possible to detect
specific antibodies for excretory-secretory and somatic antigens of the T. canis larvae.

3. PRINCIPLE OF THE TEST

«Vitrotest Anti-Toxocara» ELISAis a solid phase, indirect ELISA method for detection of antibodies
to Toxocara canis in a two step incubation procedure. Microwells are coated with T. canis larva
antigens. During the first incubation step, the specific antibodies to T. canis, 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. A secondary antibody (anti-lgG) which is
conjugated to horseradish peroxidase (HRP) added next and binds 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 450/620-695 nm 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 T. canis larva antigens. The
wells can be separated.
Positive control
CONTROLJ +] 1x0.3 ml Solution of human specific antibodies to T. canis and
preservative (pink).
Negative control
CONTROL| -] x0.5m| Negative human serum and preservative (yellow).
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SAMPLE DILUENT 1x12 ml Buffer solution with detergent and preservative (brown-

Sample diluent

green).

Conjugate solution (ready to use)

[CONJUGATE SOLUTION] | 1x12 ml Monoclonal antibodies to human IgG conjugated to

HRP, buffer, stabilizers and preservative (green).

TVB SOLUTION 1x12 mi TMB solution (read.y.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 A2 ml Stop Solution (ready to use)

0.5MH,SO, (colourless).

Adhesive films (2), sera identification plan (1) and instruction for use.

4.2.

Material required but not provided

— Variable volume automatic pipettes (10ul-1000ul) and disposable pipette tips;
plate reader (single wavelength 450 nm or dual wavelength 450/620-695 nm);
volumetric laboratory glassware (10-1000ml);

distilled/DI water;

incubator thermostatically controlled at 37°C;

automatic/semiautomatic plate washer;

appropriate waste containers for potentially contaminated materials;

timer;

absorbent paper;

disposable gloves;

disinfectants;

protective clothes.

5. PRECAUTIONS AND SAFETY

5.1

Precautions

The ELISA assays are time and temperature sensitive. Strictly follow the test procedure and do not modify it.

do not use expired reagents;
do not use for analyses and do not mix reagents from different lots or from test-kits of different
nosology as well as other manufacturer’s reagents with Vitrotest® kits;

Note: it is possible to use [WASH TWEEN[20X] [TMB SOLUTION] 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;

av0|d 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.

Edition 1

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-Toxocara» 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;
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— 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.

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

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 pl of into each well.

9.5. Dispense 10 ul of controls and patient s amples 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 |TMB SOLUTION]into all wells. Do not touch the walls and bottoms of the wells
to avoid contamination.
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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.
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 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_

ample)

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

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

/CO

sample sample’

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

P 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
Relative sensitivity of the «Vitrotest Anti-Toxocara» ELISA kit was 98 % while evaluating it by using
of 97 positive to Toxocara canis antibodies sera in 2 other commercial test-kits.

In the comparative studies with other commercial test-kit using 285 negative sera for antibodies
to Toxocara canis specificity of the «Vitrotest Anti-Toxocara» was 97.9 %.

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. op .. P .. CV, %
21L 0.449 1.36 2.2
31L 1.223 371 5.9
58L 0.605 1.83 4.7
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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 .. IP ... CV, %
76L 1118 3.26 4.42
78L 1.540 4.49 3.70
79L 0.484 1.41 5.43

12. LIMITATIONS OF THE PROCEDURE

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

Indeterminate results might indicate the invasion of Toxocara canis in anamnesis.

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

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, symptomatol-
ogy and serological data. It is impossible to completely eliminate cross-reactions of antibodies and
antigens of other helminths.

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 i Test the absorbance reader’s performance
reader is misaligned or malfunctioning P
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SYMBOLS

Catalogue number

Consultinstructions 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

Grag~<>REFREE

/,
N

Keep away from direct sun light/ He ponyckaTb BO3-4€iCTBMSA CONHEYHOrO CBETA

)
)/>/.

Authorized representative in the European Community / YnonHomoueHHblli npeactaButens B EC

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

0
©n

TY'Y 24.4-36555928-001:201
Inst_Anti-Toxocara_TK058_V01

Edition 1st, 12.09.2019.
For questions and suggestions regarding the kit, contact the manufacturer:
“ 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.
m 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




IHCTPYKLIS 3 BUKOPUCTAHH4
Vitrotest® HBsAgy TKO59

IMyHOhepMeHTHa TecT-cucTeMa Ans BUABMIEHHSA MOBEPXHEBOrO aHTUreHy 192 ananisu

Bipycy renatuty B
1. MPU3HAYEHHA

IMyHOthepmeHTHa TecT-cnuctema Vitrotest® HBsSAg npr3HayeHa ANa BUSIBIEHHA NOBEPXHEBOrO
aHTuUreHy Bipycy renatuty B (HBsAQ) y cupoBartui un nnasmi kposi moanHu. Tect-Habip moxe 6yTn
3aCTOCOBaHWI 9K AN NPOBeAeHHs iIMyHO(epMeHTHOro aHanisy (IMA) 3 BUKOPUCTAHHAM aBToMa-
TUYHMX NINETOK Ta CTaHAapPTHOrO O6/1afAHaHH4A, Tak | N9 NOCTAHOBKM Ha aBTOMaTUYHOMY iMyHO-
hepMeHTHOMY aHani3aTopi BIiAKPUTOro Tmny.

2. KNNHIYHE 3HAYEHHS

Bipyc renatuty B (BI'B) € o60noHkoBMM BipycoMm poanHn Hepadnaviridae, wo mictute AHK.
lenatut B (I'B) mae TpuBanwuii iHkybauiiHnii nepiog y 45-160 aHiB (B cepeaHbomy 120 aHig). Oc-
HOBHMMMK CMMNTOMaMu XBOPOOU €: BTOMa, BTpaTa anetuTy, HENPUEMHI BIAYYTTA Y LWAYHKY, HYAO0Ta,
6110BOTa, NMIMXOMaHKa Ta XOBTyxa. [ocTpuii B 4acTo 3aBepLIyETLCHA CMOHTAHHO Nicng 4-8-TuxHe-
BOT XxBOpOOMU. B iHWNX BMNagkax 3axBOploBaHHS TpuBae 6 micauiB abo 6inble. Llei ctaH Bigomuia
AK XPOHiuHWIA B.

XPpOHiyHa iHheKUia BUHMKaE Binbl, HX Y 90 % iHikoBaHWX HOBOHapoaXeHunx, 25-50 % gitei,
iH(bikoBaHumx y Bili 1-5 pokis, i 6-10 % aiteli ctapwmnx 3a 5 pokiB Ta [OPOCNUX. K HACNIAOK, NoHag
350 minbioHiB Ntogeit y cBiTi NOCTiMHO iHikoBaHi BMB. ¥ 3Ha4HOro yncna nauieHTiB XPOoHiYHWA
B npu3BOAUTL A0 UMPO3Y NeYiHkK Ta KapumHoMu. LInpo3 BUHWKAEE Y NPUBAN3HO OAHOrO 3 M'aTu
noaer 3 XxpoHiyHumM MB. MNMepeHeceHHs Bipycy BiAOYBa€ETbCA BHACNIAOK KOHTAKTY MOLWKOAXEHO!
LKIpW Ta CNM30BMX OOOMOHOK 3 3apasHUMUN pianHamMun opraHisMy, TakMMu, 9K KPOB, BariHaabHi Ta
MEeHCTpyanbHi pignHK, ciM's.

[pu KNiHiYHOMY NabopaTtopHOMY aHanisi pisHUxX MOPM BipyCHOIo renaTtuty B BUSBASIOTb HU3KY
CepoorivyHMUX MapKepiB L€l XBOPOOU — CTPYKTYpPHI aHTUreHn Bipycy (HBs-aHTureH ta HBe-aHTu-
reH), a Takox cneundiyni aHTMTING Knacy IgM Ta IgG go HBcore-aHTUreHy ta aHTutina knacy lgG no
HBs- Ta HBe-aHTuUreHis. HBsAg — 0CHOBHWI Mapkep iHikyBaHHA BipycoM renatuty B € cTpykTyp-
HUM GinKowm, WO BiANOBIiAaE 3a aAcopobuito Bipycy Ha KniTuHax renatounTie. Lle nepwwnin mapkep,
1O 3'ABNAETLCA B KPOBI Yepesd 3-5 TUXKHIB 3 MOMEHTY iH(iKyBaHHA, 40 MOABM KNIHIYHUX CUMATOMIB
i NP1 rocTpoMmy renatuTi BUSBAAETLCA L MPOTANOM KiflbKOX MICALIB Y JOCUTb BUCOKUX KOHLEHTPA-
uigx. Mpu cnpuatnneoMy nepebiry xgsopobu HBsAQ 3HKKae yepes 4-6 MicauiB Nicasa 3apaxeHHs.
AKLO LUbOro He BiAGYBaETbCA, AIarHOCTYIOTh XPOHiYHNUIA renatnt. KoHueHTpauis HBsAg B cnposa-
TUi KPOBI XBOPWX Ha BipyCHMIA renatnt B Moxe KonmMBaTUCS B LUMPOKOMY AianasoHi - B8ia ng/ml go
coteHb pg/ml. Cepen nabopatopHUX MeToaiB BU3HauyeHHs HBSAQ HalibinbLl NOWMPEHUM Ta BUCO-
KOUYyTANBUM € |DA, 1110 BUKOPUCTOBYETLCA AK ANA AiarHOCTVKMN 3aXBOPIOBAHHS, TaK | ANA CKPUHIHTY
AOHOPCBKOI KPOBI 3 METO0 NonepeaXeHHsa nepepadi renatuty B.

3. MPUHUMN AHANIZY

BuasnenHa HBsAgQ B TecT-cuctewmi Vitrotest® HBSAQ rpyHTYETLCA Ha TBEPAOMA3HOMY «CEeHABIY»
meTodi IDA. Y nyHkax nnaHweTty 3acopboBaHi MOHOK/IOHaNbHI aHTuTiNa, cneumndiyHi o HBsAg.
Jlo NyHOK [oAaloTbCs 3pa3ku CMpoBaTkn abo naasmu nauieHTa Ta ApPyri aHTUTING, KOH'IoroBaHi
3 (hepMeHTOM nepokcmaasoto XpoHy. Mig vac iHky6auii, B pa3i HaasHocTi HBSAg B 3pas3Ky, Ha
TBepdit hasi hopMyeTbCHA IMYHOKOMMNNIEKC aHTUTino-HBSAg-aHTuTino. He3B'a3aHi KOMNOHEHTHU
BMOANSIOTbCA Nif Yac BiAMMBAHHA. 3B'A3aHi iIMyHOKOMMNNEKCH BUABNAIOTLCS WNAXOM AOAaBaHHA
po3uunHy xpomoreHry 3,3',5,5'-tetpameTnnoerHsnanny (TMB) 3 nepekncom BoaHto. Micna 30 min iH-
KyObauil peakuid 3ynnHAETbCA | onTUYHa ryctuHa (ON) B NyHKax BU3HAYaETbCA Ha CnekTpooTome-
TPi NpUY AOBXWHI XBUNi 450/620-695 nm. 3HaueHHa OF, oTpuMaHe ANg 3pasky, 4O3BONAE BUSBUTU
HaABHICTb a0 BIACYTHICTb @HTUIEHY. IHTEHCUBHICTb XKOBTOIro 3ab6apB/IEHHA NPONopLiliHa KinbKOCTI
aHTWUreHy, 3B'A3aHOr0 Ha TBepAin asi.

4, MATEPIAZTN TA OBNTAOHAHHA
4.1. Cknap Habopy

I®A-nnaHwer
ELISA STRIPS 2x96 Yy KOXHIW NyHUi nnaHwety 3acopboBaHi MOHOK/O-
NYHOK HanbHi aHTnTiNna 4o HBSAQ. JTlyHKM MOXHa BiAOKpeM-
noBaTtu. 12 ctpmnie No 8 NyHOK.

Pepakuia 1
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Mo3UTUBHWI KOHTPO/b

Po3unH pekoMOIHAHTHOrO MOBEPXHEBOTO aHTUreHY
CONTROL| +] 1.8 mi Bipycy renatnty B y 6ydepi 3 KoHCepBaHTOM (poxe-
BUIA).
HeraTtuBHuit KOHTPONb
CONTROL] -] 2x1,8 ml Po3unH anbOyMiHy 3 KOHCEPBAHTOM (KOBTUA)
Po3unH Ans po3BefeHHs KoH'loraty
[CONJUGATE DILUENT] 1x13 ml BythepHINii po34nH 3 AeTEepreHTOM Ta KOHCEePBaHTOM
(poxeBuiA).

Kon’torar (11x)

CONJUGATE] 11x 1%1.3 ml 1-Tn Kp&THI/IVI KOHLIEHTPAT KOH'toraTty MOHOKJ/TOHa/TbHMX
aHTUTin o HBSAg 3 nepokcuaasol  XpoHy Yy

O6yepHOMyY po34unHi 3i ctabinizatopamu (CUHIN).
Po3unn TMB

TMB SOLUTION 1x22 ml PosuuH TMbB, H,O,, ctaGinisatop, koHcepBaHT (Ges-

6apBHWIA), TOTOBUIA 4O BUKOPUCTaHHS.

Po3yuH ans npommsanHa Tw20 (20x)

[WASH TWEEN[20X] 1x80 ml 20-Tv KpaTHUii KoHLeHTpaT chocaTHoro Gydepy 3
TeiHOM-20 1a NaCl (6e36apBHNii).

Cron-peareHTt

STOP SOLUTION 1x22 ml PosuuH 0,5 mol/l H,SO, (6esbapsHum), rotosuii Ao

BUKOPUNCTAHHA.

Knetika nniBka (2), 6naHk BHeCceHHs Npoo (2) Ta iIHCTPYKLIA 3 BUKOPUCTaHHS.
4.2. lopaTKoBi peakT1BMW, MaTepianu 1a 061agHaHH:A

— ABTOMaTMYHI NiNeTkn 3MiHHOro 06’emy Ha 10—1000 pl Ta HAKOHEYHWKK [0 HUX;
— cnekTpocoToMeTp (piaep) Ana MikponnaHwerTis Ha 450/620-695 nm;
— MipHWii na6opaTopHuii nocya (10-1000 ml);

— [eioHisoBaHa abo AUCTUNbOBAaHa BOAA;

TepmocTart Ha 42 °C;

aBTOMaTUYHMIA @60 HaniBaBTOMaTUYHMIA NPOMMBaY NAaHLWETIB (BOwwep);
KOHTeliHepw N4 BiAXOAIB NOTEHLUIHO 3apaxeHoro matepiany;
Tanmep;

— hinbTpyBanbHWA Nanip;

— 0HOPA30Bi PYKaBUYKU;

— pesiHpikytodi 3acobu;

— 3aXWUCHWA oaar.

5. 3ACTEPEXEHHSA TA 3AXOU BE3MNEKK

5.1. 3acTepexeHHs

,ﬂOTpMMOHHFl yacy iHKyoayii Ta TeMneparypu € HaA3BMYANHO BAXIMBUM 4715 KOPEKTHOIO pe3y/biary IOA.
HE BUKOPWUCTOBYBATU KOMMOHEHTWN TECT-CUCTEMM MICNA 3aKIHYEHHSA CTPOKY NPUAATHOCTI;
HEe BUKOPWUCTOBYBATM Mif YacC aHanisy Ta He 3MillyBaTh KOMMOHEHTU Pi3HUX Cepili, KOMMOHEH-
TN 3 TECT-CUCTEM Pi3HUX HO30/10riN @00 peareHT iHLW KX BUPOOHMKIB Yy NOEAHAHHI 3 Habopamu
Vitrotest®;

TMpumirka: gonyckaeTses Bukopuctanss [WASH TWEEN]20X]) [TMB SOLUTION] ra [STOP SOLUTION]
IHLLIMX Cepid.

— NiCNg BUKOPUCTAHHA PeareHTy 3aKpnBaTu KOXeH 1akoH CBOEIO KPULLIKOIO;

— nif Yac NPOMMBAHHA KOHTPONOBATU HAMOBHEHHSA Ta MOBHY acnipaLilo PO3UKHY 3 NyHOK;

— KOXHOrO pasy BUKOPUCTOBYBATU HOBUI HAKOHEYHWK MiNeTKK A/19 BHECEHHA 3pa3kis abo pe-
areHTis;

—  YHVKATW NOTPANASAHHS NPAMUX COHAYHUX MPOMEHIB Ha peareHTn TeCT-cucTemu,;

- Mae Oyt G6e30apBHUM Nepe BUKOPUCTAHHAM. AKLWO pO34YvH 3a0aps-
NeHWli B CUHIN abo XOBTWUIA KOAIP, WOr0 HEe MOXHa BMKOPWUCTOBYBATU. YHUKATU KOHTaKTYy
3 MeTanamu abo ioHamu metanis. ng po6oTi BUKOPUCTOBYBATK NULLIE Y-
CTWIA, peTefibHO BUMOMOCKAaHWI AUCTUIBOBAHOIO BOAOK NOCY/A;

— Hi B 9KOMY pasi He BWKOPWCTOBYBATWU OAMH i TOM Xe Nocyd ANS PO34UMHY KOH'toraty Ta

TMB SOLUTION|.

BupoGruk He Hece BiAnoBIAANLHICTL 3G OyAb-SKi HEKOPEKTHI PE3Y/ITATA TA HECNIPUAT/INBI BATIGAKH, LYO BUHUK/IN
BHAC/IAOK MOPYLIEHb BULEHUBEAEHNX 30CTEPEXEHb. BAPOOHMK HE Hece BIAMOBIAA/IbHICTb 30 Bi3yasbHUi 001K pe-

3Y/IbTATIB AHA/I3Y (6€3 BUKOPUCTAHHS CEKTPOHOTOMETPY).
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5.2. 3axoau 6e3neku

- MOCTAaHOBKY aHasnisy NpoBOAMTU NULLE B 3aXMCHOMY OAA3i, OAHOPA30BUX PyKaBMUKax Ta 3a-
XUCHUX OKYNApax;

- He AOoMNyCKaeTbCs NpuiiMaTy XXy, MUTW, NannuTn abo KOPUCTYBATUCSH KOCMETUKOIO Y KiMHATI BUKO-
HaHHS TecTy;

- He nineTyBaTu PO34YMHU POTOM;

— MO3UTUBHWI Ta HEraTUBHWI KOHTPONI TecT-cuctemu Vitrotest® HBSAg He MICTATb KOMMOHEHTIB
MOACHKOrO MOXOAXKEHHS;

— [AEeAKi KOMMNOHEHTN TECT-CUCTEMU MICTATb HU3bKi KOHLIEHTPALIT WKIANMBUX PEYOBWH T8 MOXYTb
CNPUYMHNTM NOAPAE3HEHHS LKIPW Ta CNNM30BKX 0OO00NOHOK. MpK NOTPanIaHHi
Ta PO34YMH KOH'IOraTy Ha C/In30Bi OOOMOHKU Ta LWKIPYy HEOOXIAHO HeraHo
NMPOMUTU YpakeHe MiCLie BE/TMKOIO KiNbKIiCTiO BOAK;

- Yy pasi po36pn3KyBaHHA PO34YMHIB, WO HE MICTATb KUCMOTY, Hanpuknag, CMpoBaTok, 06pobutu
NOBEPXHIO Ae3iH(piKyoUMM 3aCOO00M, a NOTIM BUTEPTU HACyxo inbTpyBanbHUM nanepom. B

iHWOMY BMMaAKy KUCNOTY cnovaTtky NoTpiGHO HelTpanisyBatn po3unHom GikapOboHaTy HaTpito,
a NoTiM BUTEPTU MOBEPXHIO SK ONUCAHO BULLE.

5.3. Ytunisauia Bigxoais

— PIAKi BiOXOAM CNif IHAaKTMBYBATH, HAaNpUKAaL, PO3YNMHOM NepeknCy BOAHIO Y KiHLEBI KOHLEH-
Tpauii 6 % ynpoaosx 3 h 3a kiMHaTHOI TemnepaTtypwu, abo riNOXIOPUTOM HaTPIto Y KiHUEBI
KOHUeHTpaui’5 % npotarom 30 min, abo iHWKWMK 4O3BONEHUMM Ae3iHDIKYIOUMMM 3aco6amu;

- TBepAai BiAXoAu CNif iHaKTMBYBaTHW WASXOM aBTOKNaByBaHHS 3a Temnepatypu 121°C ynpoaosx
1h;

- He aBTOKNaByBaTV PO34YMHM, LLLO MICTSATb @31 HaTpito abo rinoxX10puT HaTPItD;

- BMAanNeHHs iHaKTMBOBaHMWX BiAxoAiB NMPOBOANTM 3riAHO 3 YMHHUM 3aKOHOAABCTBOM YKpaiHu;

- BWAANEHHS pelT KOMMOHEHTIB TeCT-CMCTeM MicNs BMKOPWUCTaHHA nposoauTu 3rigHo GLP
(good laboratory practice) Ta UMHHOIroO 3aKOHOA4ABCTBA YKpaiHN B chepi NOBOAXEHHA 3 Bia-
xogamu.

6. 3bEPIFTAHHSA TA CTABI/IbHICTb

PeareHtn Tect-cuctemu ctabinbHi NPOTATOM CTPOKY NPUAATHOCTI, BKA3aHOIO Ha eTUKETL, AKLLO
x 306epiratv 3a Temnepatypu 2-8 °C. He OoNyCKaeTbCS 3aMOPOXYBaHHA TeCT-CMCTeMU. TpaHcnop-
TyBaTu Habip 3a Temnepatypw 2-8 °C. [lonyckaeTbCA OAHOpPa30Be TPaHCNOPTYBaHHA 3a TeMnepa-
Typu He BuLe 23 °C NpoTaromM ABOX AHIB.

[icns nepworo BiAKPUTTS NePBUHHOINrO MAKyBAHHS KOMIOHEHTU TeCT-CUCTEeMU € CTAOIIbHUMU
POTArom 3 MiCSLiB, OKPIM THX, LLUO 3A3HAYEHI B 1. 8 AAHOI IHCTPYKUIT.

7. MIArOTOBKA 3PA3KIB

3pasku cMpoBaTKW YM NnasMu (NiTin-renapuH, LMTPaT HaTpito, Kanito MTopua) Kposi 36epiratu
3a Temnepatypu 2-8 °C He Ginble 3 AHiB nicna 3adopy. [Ana 6inbw TpuBanoro 36epiraHHa 3pasku
TPUMaTW Y MOPO3UNbHIN Kamepi 3a TemnepaTypu Bia -20 go -70 °C. 3aMOpOXeHi 3pa3ku nepen
BUKOPUCTAHHAM CNif PO3MOPO3UTK Ta BUTPUMATK 3a KiMHATHOI TeMnepaTtypu ynpogosx 30 min.
He BrkopucToByBaTK NPOrpiTi 3pa3ku. [icna po3MOpoOXyBaHHA 3pa3ku CNig nepemiwati 3aanq
OOCHATHEHHA OAHOPIAHOCTI. YHUKaTV MOBTOPHOIrO 3aMOPOXYBaHHA-BIATAIOBAHHA OOC/IAXYBaHNX
3paskiB. Y pa3si NOMYTHIHHA CMPOBATKM (41 NNa3Mu) 3BINbHUTU 3Pa30K Bi HEPO3UMHHUX BKIIOYEHD
ueHTpudyrysaHHam npun 3000 o6./min npotarom 10-15 min. He BUKOpUCTOBYBAaTU 3pa3ku CMpoBa-
TOK (41 NNa3mu) 3 BUpaxXeHoto NiniageMieto, reMoniaom, a Takox 6aktepianbHUM MPOPOCTOM.

Ha pesynbrat aHanisy He BM/IMBAE MPUCYTHICTb Yy 3pasky OinipyOiHy B KOHUeHTpauil Ao
0,21 mg/ml (361,8 umol/l), remorno6iHy B KOHUEeHTpauii 4o 1 mg/ml i Tpurniuepunais B KOHLEHTpaUil
£0 10 mg/ml (11,3 mmol/l).

Hi B skomy pasi He BUKOPUCTOBYBATU A/151 AOC/IAXEHHS 3PA3KM, LLO MICTSTH PO3YMH A3MAY HA-
TPItO.

8. MNIArOTOBKA PEATEHTIB

Jyxe Bax/mBo BUTpUMATH BCI PEAreHTH TEeCT-CUCTEMM 30 KiMHaTHOI Temnepartypu 18-25 °C nporsrom 30 min nepes
BUKOPUCTAHHSM!

8.1. MigrotoBka IPA-nnaHwWweTa

[na nonepepXeHHA KOHAeHcaLu il BOAW B NyHKax CNif BiAKPMUBATK niwe nicng
BUTPUMYBaHHA 30 min 3a KiMHAaTHOT TeMnepaTypu. [10TIM PO3KPMBaATU BaKyyMHY YNakoBKY, BifoO-
KpPeMuTn HeoOXiaHy KiNbKicTb NYHOK, a PeLTy Bigpasy X peTenbHO ynakyBaTi 3 BOOronorivHa-
yeM Ta 36epiraTy LWisibHO 3aKPUTUMU HA 3AMOK (zip-lock) 3a TemnepaTypu 2-8 °C. 36epiraHHa B
Takuii cnoci6é ynakoBaHOro nnaHweTa 3ab6e3neyye oro cTabinbHICTb NPOTArOM 3 MicauiB.
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8.2. MpuroTyBaHHS pO34MHY AN NTPOMUBAHHSA

[Na NpUroTyBaHHA PO3YMHY A5 NPOMUBAHHA PO3BeCTU KoHUeHTpaT [WASH TWEEN]20X] 1:20
(1+19) ancTnnboBaHoO abo AeioHI30BaHO BOAOK, NOTIM NnepemiwaTtn. Hanpuknaa, 4 ml KoHUeH-
Tpaty + 76 ml Boau, WO AOCTATHBO ANA 8 NYHOK. Y BUNAAKY HAABHOCTI KPUCTaNiB y KOHUEHTparTi
PO34YMHY A9 NPOMUBAHHA NPOrpiTH hnakoH 3a Temnepatypn 37 °C 40 MOBHOIO PO3UNHEHHS KPUC-
Tanis (15 - 20 min). Po3BeaeHnn po3ymH MOXHa 36epirati 3a Temnepatypu 2-8 °C He Ginblue 7 AHiB.

8.3. MpurotyBaHHS po34nHy KOH'toraty

Po6o4ye po3BedeHHs KOH'toraTy rotyetbcs 6e3nocepefHbo nepen BUKOPUCTAHHAM HaCTyMHUM
YMHOM:

Po3ssecTy (cuHiiA) y unctomy chnakoHi [CONJUGATE DILUENT] (poxeswi) y
cniBgigHoweHHi 1:11 (To6To, 1+10), po34nH 3a6apBNIOETLCS Y hioneToBUiA Konip. Hanpuknaa, ang 16
nyHok aHanisy agogatv ao 1 ml[CONJUGATE DILUENT]100 pl [CONJUGATE] 11X].

Po3unH € ctabribHum npotsrom 8 h npu 36epiraqHHi 3a temneparypu 18-25 °C

9 ﬂPOLl,ED,YPA AHANIZY

MigrotysaTv HeOOXIAHY KiNbKICTb NYHOK ANS aHanisy (KinbKicTb AOCNIAXYBaAHWUX 3pa3kKiB Ta
YOTUPU NYHKK ONS KOHTPOAIB), BCTaBMUTK iX B pamky IOA-nnaHweta. JIYHKM 3 KOHTPONAMM
060B’A3KOBO BK/1tOYATK 4O KOXHOI MOCTAHOBKYW aHanisy.

. 3anoBHWUTK 6NaHK BHECEHHSA Npoo.

. TpuroTyBaT po3ymnH ANg NPOMUBAHHSA 3riAHO 3 NYHKTOM 8.2.

. MpurotyBaTty PO34KMH KOH’loraTty 3rigHo NyHKTy 8.3.

. Brectv B nyHkun no 100 ul KOHTOJ‘IIB Ta AOCNIAXYBaHUX 3paskis: B NyHKy Al —[CONTROL] +],
B nyHkn B1, C11a D1— | B pelwty nyHOK — AOCNIAXYBaHi 3pasku.

. MoBepx KOHTpPONIB Ta ,ﬂOCﬂI,ﬂ)KyBaHVIX 3pas3kiB BHECTU B lyHKK Mo 50 pl po3umnHy KoH'torarty.
[nqa 3ano6iraHHS KpOCKOHTaMiHaLiT 3pa3KiB KOH'toraT CNig BHOCUTU He TOpKalouncb 3pa3kis
B IyHkax. O6epexHO NOCTYKY4UM N0 NAaHLWeTy, nepemillaTv CyMmill B yHKax

9.7. 3akneitu CTpunu KNerkolo NNiBKOIO Ta iHkybysaTtn npotarom 120 min npu Temnepatypi 42 °C.

9.8. To 3aKiHYeHHiI iHkyOaLil 06epeXHO 3HATU KAEeNKy NNIBKY Ta NPOMUTM NYHKW LWICTb pasis 3

BMKOPUCTAHHSAM aBTOMaTUYHOIrO NPOMMBaYa ab0 8-KaHaNbHOT NINETKM HACTYMHUM YMHOM:
— BUOANUTU BMICT TYHOK B KOHTEMHEP O714 PIAKNX BIAXOAIB;
— HaNOBHWUTU NTYHKM HE MeHLW Hixk No 300 i pO34YMHOM ANA NPOMMUBAHHSA, 3aULWLNTU HE MEHLU
Ak Ha 30 s;
- acnipyBaTt PO34YMH 3 NYHOK, 3a/IMLLKOBUI 0O’EM PO34MHY MiCASA acnipaui’ Ha BCix eTanax
NpPOMMBaHHA Mae cknagaTt He Ginbe 5 pl;
- MOBTOPWUTM NPOLEAYPY NPOMMUBAHHSA LLe N'ATb pas3is;
- nicn9 OCTaHHbOT acnipaui’ N1036aBUTUCh 3aMBOT BO/IOMM, MOCTYKYIOUM MIAHWLETOM MO difb-
TPyBanbHOMY nanepy.
9.9. He TopKatoumnch AHa Ta CTIHOK NyYHOK nNiaHweTa, BHecTy no 100 pl B IYHKW
9.10. InkybyBatn I®A-nnaHwer npotarom 30 min B TeMHOMY MiCLi 3@ KIMHATHOI Temneparypwu
18-25 °C. He BuKOpUCTOBYBATU KNelKy NAiBKY Ha AaHOMY eTani.
9.11. AN 3ynuHEHHs pepMeHTaTUBHOI peakuii BHecT B nyHkn no 100 ul [STOP SOLUTION| go-
TPUMYIOUNCH TIETN K NOCNIAOBHOCTI, WO i npy BHeceHHi |[TMB SOLUTION|.
9.12. BumMipaTn Ha piaepi O B KOXHI NyHUi npun AoBXWHI xBuAi 450/620-695 nm npoTtdrom 5 min
nicnga 3ynuHeHHa peakuil. 1o npoBeAeHHd BUMIPIOBaHHA NepeKoHanTecs y YUCTOTi 30BHiLU-
HbOI MOBEPXHI AHA NYHOK Ta BIACYTHOCTI Oy/1bOaLLOK.
O6r1iK pe3ynbTaTiB aHAs1i3y MOXHA MPOBOANTH B OAHOXBU/IbOBOMY PEXUMI MPU JOBXUHI XBU/TI
450 nm, B UbOMy BUNA[KY C/if 3A/INLLNTYN JTYHKY A/151 BCTAHOB/I€HHS 6/10HKY (B TAKY /TYHKY BHOCHU-

i imwe [TMB SOLUTION] 7@ |STO“P SOLUTION)-
10. OBJ1IK PE3Y/JIbTATIB TA IX IHTEPMPETAL/IA

10.1. O6nik pe3ynbTaTiB aHanisy
Po3paxyBatn cepegHe 3HayeHHA O HeratmBHOro KOHTPO/o (NC) Ta piBEHb rPaHNYHOro
3HauveHHs (Cut off - CO).

© VOO
o vrwN

Nc = (Ncl1+ Nc2+Nc3)/3;

o . .CO=Nc+0,07;
10.2. locToBipHicTb pe3ynbraTiB aHanisy
ﬂ,aHi TeCTy BBaAXatkoTbCH ﬂOCTOBipHVIMl/I, AKLLO BOHM BigNoOBigaloTb HAaCTynHUM BUMOTaMm:

CONTROLJ +] Or =1,500
CONTROL[ -] Or <0,150
CONTROL[ -] Nc x 0,5 <Necn < Nc x 2,0
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AKWo ogHe 3i 3Ha4YeHb O HeEraTMBHOIO KOHTPO/TIO BUXOANTB 38 MEXI BKa3aHOro BULLE iHTepBa-
ny, Aoro BiAkMAaaloTh i po3paxoBytoTb NC 3a pelwToto 3HavyeHb O HeraTMBHOIO KOHTPOIO. AKLLO
6inblW HiX oaHe 3HadyeHHs O HeraTMBHOro KOHTPO/IO He BiANOBIAA€E 3a3HayeHM BMMOram, To
TECT BBAXaAETbCA HEKOPEKTHUM | MOTpeOy€e NOBTOPHOIO aHanisy.

10.3. InTepnpeTauia pe3ynbraTis

or. >CO NO3UTUBHUIN*

3paska

or. <CO HEFATUBHWIN*

3paska

* 3pasku 3i 3HAYEHHAM ONTUYHOI FYCTUHM BULLE TPAHWYHOIrO 3HAYEHHS BBaXaloTbCA NEPBUH-
HO MO3UTUBHMMM. Taki 3pa3kuM mMatoTb OyTW AOCNIAXEHI MOBTOPHO B ABOX /lyHKAx TECT-CUCTEMM
Vitrotest® HBsAQ. icna NOBTOPHOIro TeCTyBaHHA MO3UTUBHMMUK B TecT-cuctemi Vitrotest® HBsAg
BBaXaloTbCHA 3pa3ku, ONTUYHA FyCTUHA KOTPMX Xo4a 6 B OA4HOMY 3 noBTOpiB Oyna BuLle abo Ao-
piBHIOBaNa rpaHMyHOMY 3HaYEHHIO. AKLLO NPY NOBTOPHOMY TECTYBaHHI ONTMYHA ryCTUHA 3pa3ka B
060X NOBTOPax OyNna HUX4Ye rPaHNYHOro 3HAYEHHA TakNi 3pa30K BBaXaTW HEraTUBHUM.

** 3pasku i3 3HaYEHHAM ONTUYHOI FYCTUHM HUXKYE FPAHMYHOIO 3HAYEHHSA BBaXatloTbCs HeraTue-
HUMK B TecT-cuctemi Vitrotest® HBsAg. OaHak pe3ynbtatv B Mexax 10 % HuX4Ye rpaHuyHoro 3Ha-
YeHHA CNif iHTepnpeTyBaTh 3 00EePEXHICTIO (DEKOMEHAYETLCHA NOBTOPHO AOCNIANTY TaKi 3pa3ku B
[ABOX NYHKax TeCT-CUCTEMMN).

Ona Bepudikauil cneundivyHOCTI peakuil KOXeH NO3UTUBHUI pe3ynbTaT (BiANOBIAHO A0 KpuTe-
piiB iHTepnpeTalii TecT-cnctemu Vitrotest® HBsAQ) HeoOXxigHO NiATBEPANTM B HelTpanisauinHomy
|I®A 3 BUKOpUCTaHHAM KOMNNeKTy peareHTiB Vitrotest® HBsAg-Confirmation.

11. AIATHOCTUYHI XAPAKTEPUCTUKW TECTY
11.1. CneumdivHicTb Ta Yy TAMBICTL

MeXy 4yTAnBOCTI aHanisy WOAO BUABMNEHHSA MOBEPXHEBOrO aHTUreHy Bipycy renatnty B B
TecT-cucTemi Vitrotest® HBsSAg Bu3Hayanu 3 BMKOpUCTaAHHAM MixHapogHoro crangapty WHO
International Standard Third International Standard for HBsAg (HBV genotype B4, HBsAg subtypes
aywl1/adw2) NIBSC code: 12/226 (NIBSC, Bennko6putaHis). YyTamBIiCTb TECTY WOAO BUSBNEHHA
HBsAQ 3 BMKOpPUCTaHHAM AaHoro ctaHaapTy ctaHosuna 0,05 1U/ml.

Ons ouiHKK AiarHOCTUYHUX XapakTepucTuk TecT-cuctemn Vitrotest® HBsAg 6yno BmkopucTta-
HO KOMEpPLUiMHY NaHe/lb OXapakTepn30BaHNX 3Pa3kiB CMPOBATOK KPOBI, LLO MICTATb Ta HE MICTATb
HBsAg «KoHTponb (+/-) HBsAg- MBA» (TOB «MepabioanbsHC», YkpaiHa). B Tect-cuctemi Vitrotest®
HBSAgQ oTpuMaHO pes3ynbTaTti, WO NOBHICTIO CNiBNagatoTb 3 NaCNOPTHUMK AaHUMKU Ha NaHenb: BCi
CUPOBATKMW, WO MICTATb MOBEPXHEBUIA aHTUIeH OyNn BU3HAYEHI 9K NO3UTUBHI, @ Ti, O He MICTATb,
BU3HAYEHI AK HEraTuBHI.

Ansa BM3HauYeHHs 4yTamBocCTi TecT-cuctemun Vitrotest® HBsAg 6yno npotectoBaHo 76 3paskis.,
OTpMMaHKX Bif NauieHTIB, XBOPUX Ha renaTtut B, WO BU3HAYEHi K 3pa3Kn 3 «iICTUHHUM» KATHIYHNM
cTaHoM. [pn LbOMY, NOBEPXHEBNI aHTUreH Bipycy renatuty B (HBsAQ) 6yB BuaBneHuii y 76 3pas-
Kax, a YyTamBicTb TecT-cuctemn Vitrotest® HBsAg ctaHoBuTb 100,0%.

CneumndivHictb TecT-cuctemu Vitrotest® HBsAg 6yna npotecToBaHa Ha 304 3pa3kax CMpPOBATOK
KPOBI KNiHIYHO 340P0OBUX AOHOPIB (CEpOHEraTMBHI NO BiAHOLWEHHIO 40 Bipycy renatuty B), Ta cTa-
HoBUTL 100,0 %.

11.2. TouHicTb

[ToBTOPIOBAHICTL PE3Y/ILTATIB Y MEXAX OfHIEI mocTaHOBKM aHanisy (Intra assay repeatability)

KoediuieHT Bapiauii (CV) Ang ABOX CMpPOBATOK 3 pi3HMM piBHeM HBsSAQ ouiHioBanu B 32 NoBTO-
pax Ha OfHi MOCTaHOBLLi TECT-CUCTEMMU.

N° cupoBaTtkm or,, CV, %
543 2,936 41
304 0,719 6,5

BinTBOPIOBAHICTL PE3YNILTATIB MiX Pi3HUMU MOCTAHOBKAMU aHanizy (Inter assay reproducibility)
KoediuieHT Bapiauii (CV) ansg ABOX CMpOBATOK 3 Pi3HUM piBHeM HBSAQ ouiHloBanu npoTarom
YOTUPbLOX AHIB B YOTMPbOX MOCTAHOBKAX aHanizy, No 8 NOBTOPIB B KOXXHOMY aHanisi.

N° cupoBaTtkm or,, CV, %
543 2,930 4,0
304 0,704 5,6
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12. OBMEXEHHSA AHAIZY

HeratusHuii pesynstat B TecT-cucTemi Vitrotest® HBsSAg nokasye, Wo TecToBaHuii 3pas3ok He
MicTnTb HBSAQ, a6o Moro koHueHTpauia Hkye 0,05 [U/ml. Ockinbkn 3pa3ok Moxe mMicTutin HBsAg
B Ay>X€e HW3bKIiA KOHUEeHTpaUil, HeraTuBHU pesynbtat B TecT-cuctemi Vitrotest® HBsSAg He pae
MOX/IMBOCTI MOBHICTIO BUKMIOYMTK iHpiKyBaHHA Bipycom renatuty B.

Okpim TOro, B nitepaTypi onucaHo Aesaki BUnagKu BipyCHOro renatnty B (roCcTporo um xpoHiy-
HOTO), KON B 3pa3Ky BuABnanach sBipycHa HK 3a ymosu BigcytHocTi HBSAQ. B Takux Bunagax
KOPWCHWUM OyAe AOCNIAXEHHA 3pa3Ka Ha iHLWI MapKkepw BipycHoro renatuty B, BuasnenHsa AHK ta
OuiHKa BiOXIMIYHNX MOKA3HWKIB CMPOBATKM KPOBI NauieHTa.

N8 KOpeKTHOT AiarHOCTMKK renatuty B pekomMeHAyeTbCs NpoBeCTN AOCNIAXEHHA 3pa3ka Ha
HaABHICTb cneundivyHMx aHTuTin Knacy IgM Ta IgG no HBcore aHTureHy ta aHtutin go HBsAg (Ha-
npvknag, y tect-cuctemax Vitrotest® HBcore-IgM, Vitrotest® HBcore-IgG Ta Vitrotest® Anti-HBs,
BiANOBIAHO).

[TOCTaHOBKA [iArHO3Yy MPOBOANTLCS /IMLLE /TIKAPEM 3 yPAXYyBAHHAM OTPUMAHUX PE3Y/IbTATIB [0-
C/IiAXEeHb, GHAMHEe3Y Ta K/1IHIYHOI KAPTUHN.

13. MPOBJIEMU, AKI MOXYTb BUHUKHY T TTPU MPOBEEHHI DA,
TA CNOCOBU IX YCYHEHHA

Moxnsi npnynHm Criocobm ycyHeHHs npobniem

Bucokwit ooH y NyHKAX BCbOIO N/IQHILETA

[1oYnCTUTN FONOBKY MNPOMMBaAYa Ta MPOMUTH
3abpyaHeHnii npoMmeay 30 % pO34YMHOM €TUNOBOro CNNPTY, NOTIM
OVCTUBOBAHOIO BOAOIO

BrikopncToBYyBaTK OUmLLEeHY BOAY 3 MUTOMUM

Hn3bka gkictb abo 3a0 HEHHS BOAN
pyA A onopom =10 MQ-cm.

BrkopuctaHHs noraHo NMoMMUTOro nocyay BukopunctoByBaTh XiMIYHO YNCTWIA NoCya
BukopuncrtaHHa aesiHgikyoumnx 3aco0bis, LWo He BuKopucTtoBYBaTU XNTOPBMICHI

MICTATb X/10P nesiHdikyodi 3acobu

BrikopuctaHHa 3a0pyaAHEHNX HAKOHEYHWKIB BukopuncTtoByBaTH HOBI HAKOHEYHWKN
36inbWweHo Yac iHkybaui’r abo 3MiHEHO [oTtpumyBaTuca pexnmy iHkybauii BignosigHo
TeMnepaTtypHuii pexmm [0 IHCTPYKLUIT 3 BUKOPUCTAHHA

Bucokuii ¢hoH B 0kpemux psaax

[MoBTOpHE BHECEHHS po3unHy TMb Po3unH TMB BHOCKUTM 0aVH pa3

3a6pyaAHEeHHS KOHYCY aBTOMaTUYHOI NineTku [Mpounctut NineTky i o6epexHO HabupaTn
PO34YNHOM KOH'loraTty pianHy

3abpyaHeHnn OAWH i3 KaHaniB npommneaya [MoyncTnT KaHan NpoMMBaYa, NPOMUTK BOLLEP

3rnaverHss O mo3uTuBHOro KOHTPOJIO HUXHYE BCTAHOB/IEHOI MEXI

HenpaBunbHO BHeceHuii abo BiACYTHIM oanH i3 TloBTOpHO npoBecTn IPA, 3BepHYTH yBary Ha
peareHTiB (KoH’torat a6o posunH TMB) NpaBWIbHICTb BHECEHHS LIMX peareHTiB

[MpoBoaunTH iHKyO6auito BiANOBIAHO A0

CkopoyeHo Yac iHKkyObauil Ha ogHOMY 3 eTaniB .
P yoau A Y IHCTPYKLIT 3 BUKOPUCTAHHA

IHTeHCHBHICTb 3000PB/IEHHS JYHOK He BIAMOBIAAE OTPUMAHIA ONTUYHIN YCTUHI

3MiLLEHNI ONTUYHWIA NPOMIHb [NepeBipnTN KOPEKTHICTE pOOOTH piaepa
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PA®IYHI MO3HAYEHHA

Homep 3a katanorom

Kopuctyitecs iHCTpyKLUi€to i3 3aCTOCyBaHHA

MeaunyHnii BUpi6 anga giarHoCTMKK in vitro

Bupo6Hmk

[MonepeaxeHHs

JloctatHbO ANg NpoOBeAEHHS <nN> KiNbKOCTI AOCNIAXEHD

OG6MexXeHHs Temneparypu

o

[~ <> REHE

Kop naprii
Bukopuctatu go
[aTa BUrOTOBNEHHS

Beperty Big NpsMUX COHAYHUX MPOMEHIB

YnoBHOBaXeHW NnpeacTaBHUK B €Bponelicbkomy CniBToBapucCTBi

3Hak BiANOBIAHOCTI TEXHIYHUM pernameHTam 3 ideHTUdiKauiiH1M HOMePOM OpraHy 3 OUiHKK
BIANOBIAHOCTI (laeHTnahikauiviHnii Homep opraHy 3 ouiHku BignosigHocTti UA.TR.099)

¥

UATR099

B iHCTpyKUii BUKOPUCTOBYIOTLCS MO3HAYEHHST OANHMLb BUMIPIOBAHHS Y BiAMOBIAHOCTI 4o Hakasy
MiHekoHompo3BuTKy Ykpainn N° 914 Big 04.08.2015 p.

OanHnus
Hassa BennunHm NO3HAYeHHA
Ha3Ba
Mi>KH. YKP.
cekyHaa s [
Yac XBUNMHA min XB
rogMHa h roa
caHTMeTp cm cM
JoBXxWHa HaHomeTp nm HM
MinimeTp mm MM
nitp | n
O6’eM, MICTKICTb mininitp ml MmN
MikponiTp ! MKA
MOnb mol MONb
KinekicTe peyoBuHM MiniMonb mmol M/IMO/b
MiKPOMOTb pmol MKMO/b
Maca Minirpam mg Mr
EnekTpuyHuii onip Meraom MQ MOwm

TY Y 24.4-36555928-001:20M

Inst_HBsAg_TK059_V01

Pepakuis IHcTpykuii N° 1Big 02.08.2021 p.

3 NUTaHHAMK Ta NoBaxaHHAMM WoA0 po6oTH HaboPy 3BepTaTeCh 40 BUPOOHVKA:

TOB «BitpotecT biopeareHT»,
M Byn. M.boiiuyka 186, och. 56, M. Kuis, 01103, YKkpaiHa (lopuanyHa agpeca)
Byn. KypoptHa, 6ya. 11, m. Kuis, 04075, YkpaiHa (Micue3HaxoaXeHHs BUPOGHNLITBA)
UA.TR.099
tel.: +38(044)222-76-72, +38(097)222-76-72
e-mail: info@vitrotest.ua, www.vitrotest.ua
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Vitrotest® HBsAgy
CXEMA AHANI3Y

RT ButpumaTtu BCi peareHt ta 3pasku miHimym 30 min npu 18-25 °C nepepj
BUKOPUCTaHHAM

Brectn no 100 pl KOHTPONIB Ta 3paskiB Yy NyHKM:

welog oSl
B1, C1, D1 —[CONTROL[-],

E11a iHWi NyHKN — AoCNiaXyBaHi 3pa3ku

EE%UU BHecTtn no 50 pl po3umnHy KoH'toraTy B TyHKM

42
°C Hakputu cTpunu Knenkoto nniBkoto Ta iHkyoysaTtn 120 min npu 42 °C.

00060006 MpomMuTn NyHKKN 6 pasiB po3segeHum 1:20 (1+19) po3unHOM ANS NPOMMBaHHS

Tw20 (300 pul B nyHKYy)

BrecTtrt no 100 pl [TMB SOLUTION| B KOXHY TyHKY

3ynuHnTK peakuito gogasaHHAam 100 pl [STOP SOLUTION

JilRT IHky6yBaTn 30 min B TeMHoTi npun 18-25 °C

(koNip 3MIHIOETHCSI 3 CUHBOIO HA XXOBTMIA)

;% Br3Haunty ontnyny ryctuny (OD) npu 450/620-695 nm

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

Nc - cepegHe 3HauveHHs O 3|CONTROL| —|, or

OBJTIK PE3Y/IbTATIB IHTEPMNPETALIIA PE3Y/IbTATIB
spaska” CO MO3UTUBHWW
<Co HETATVIBHWIA

CO - rpaHnyHe 3HaYeHHA 3paska
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