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OPIAH CEPTU®IKALLT CUCTEM YMPAB/IHHA
I «YKPMETPTECTCTAHIAPT»
3ACBIYYE, LLO

CUNCTEMA YTIPABJIIHHA AKICTHO

TOBAPVCTBA 3 OBME>XXEHOR BIAMNOBIAAJIBHICTHO
«BITPOTECT BIOPEAIEHT»

KOpuaunyHa agpeca: Byn. boiuyka, 18-b, kB. 56, M. KuiB,
01103, YkpaiHa
Appeca BupobHuyrtea: By/n. KypopTHa, 11, m. Kuig, 04075, YkpaiHa

Kog EZIPTIOY 42149820

CTOCOBHO
PO3pP06/IEHHA Ta BUPOOHMLTBA TECT-CUCTEM IMYHODEPMEHTHUX

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

! IKaT Ne [IA.C.378-19 B Pe€CTpI OpraHy ceptudikauii
i 3apeecTpoBaHuii " 25 " nuctonaga 2019 poky
YMHHUI ao " 24 " nuctonaga 2022 poky

3acTyrnHUK KepiBHUKa

OpraHy ceptudoikauii B.[. Pnmep
KA1
AEPXABHE nignrPnemMcTBO <_§BCEYKI BHU/ HAYKOBO-BUPOBHUYUWN LIEHTP
CTAHOAPTU3ALII, METPONO TUPIKALIT TA 3AXUCTY MPAB CMNOXWBAUIB»

(AN «<YKPMETPTECTCTAHOAPT»)
ByN. MeTposnorivHa, 4, m. KuiB, 03143, YkpaiHa, Ten./dpakc +38 044 452-67-38
ATtecTat akpeguTauii HAAY Ne 80020

Ne 80020 UnHHICTb cepTudpikaty MoxxHa nepeBipuUT Ha caliTi MOTYy.Ceri3y3ieTs.kiey.na B po3gini
ACTY EKI180/LUC 17021-1 oo -
«Mocnyrn / CepTudikaliss cuctem ynpassiiHHSA»



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

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

DECLARATION OF CONFORMITY

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

Description of the product:

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

Ministers decree from 02.10.2013 Ne754

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

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

OCTY EN ISO 13485:2018

ACTY EN ISO 14971:2015

OCTY EN 13641:2015

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

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

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

Validity of declaration till: 31.10.2024

Ihor Nikolaienko, Ph.D.

Director

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 ".-“"

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-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

Edition 1 from 31.10.2019




Vitrotest’

TOB «BITPOTECT BIOPEATEHT"

Anpeca: 01103, m. Kwis, 8yn. Boituyka, Gya. 18-5, Ks. 56
InenTudbikauiiinmit kop: 42149820

IMH: 421498226554

Ten.: +380 67 329 84 25 +380 44 22276 72
www.itrotest.ua e-mail: info@vitrotest.ua

CEPTUDIKAT AIKOCTI

Ha iMyHOhepPMEeHTHY TecT-cucTeMy ANs BUABNEHHS aHTUTIN
Ao Giardia lamblia (intestinalis) «Vitrotest Anti-Lamblia»

Cepis:

0319

Lara BurotoBneHHs:

2019-12-06

Homep 3a katanorom ta BapiaHT KoMnnekrauil:

TKO30 96-1T

CTpoK npuaaTHOCTI:

2020-12-06

KoMnnekTHiCTb TecT-cucteMm Ta CTPOK NPUAATHOCTI KOMMOHEHTIE

KoMrioHeHT Konip, kinekictb Ta 06'em Cepisn Crpok
(a6o iHwi xapakrepucrukm) npuparHocti
IGA-nnaHwer 1 uT{12 crpunia no 8 nyHox), uinicicrs 0319 2021/02/26
BaKyyMHOI yakoBKW 36epexXeHo
. Poxesa pianHa, MikponpoGipka 3 4epBOHO- 205" ‘
Mo3nTMBHU KOHTPONL NOMaPaHYEBOIo KPHLLIKOIO, 1%0.3 M 0319 2021/102/26
HeraTuBHuWi1 KOHTpONb Kosra piaura, MikponpoGipka 3 seneroio 0319 2021102/27
KpuLwikolo, 1x0,5 mn
Posuux ans npomusaHHs bes6apsHa piauHa, 6inwii hnakoH 3 6inoio 0419 2021/03/09
Tween20 (20x) (koHueHTpaT) Kpuwkoto, 1x50,0 mn 0519 2021/05/21
Po3uuH ans poseeaeHHs dionetosa piauHa, 6inuit HnakoH 3 CUHBLOIO 0319 2021/02/22
CUPOBATOK Kpuuikoto, 1x12,0 mn
PO3uMH KOH'loraTy Seyiena plauiin, Ginki dinakan 3 senefoso 0319 2021/02/22
KpuLikoto, 1x12,0 mn
- besbGapBHa piauHa, YopHWiA (hNakoH 3 2021/04/18
PosunH TMb HOPHOIO KPUILIKOI, 1X12,0 M 0319 2021/04/1
C Bes6apsHa piavHa, 6inwii hnakoH 3 0419 2021/03/16
TR EHE 4EPBOHOIO KPHLLIKOIO, 1x12,0 M 0519 2021/05/21
Kneiika nnieka Y HasBHOCTI 2 wr. X HeobmexxeHn
bnaHk BHeCeHHs Npo6 Y HasiBHOCTI 1 ek3eMnnsp X HeobmexeHwit
IHCTPYKUis 1 eksemnnsp (peaakuis 1) X Heob6mexxeHuin

LiarHoCTUYHI XxapakTepucTUKn TecT-cuctemm

Bumoru
MoxkasHuk PesyniTat KOHTpOsIO HOPMaTUBHOT
. HoKymeHTaull
OrI" noanuTMBHOro KOHTPOIO (450/620 HM) 2,739 OO 21,2 00
Ol HeraTMBHOrO KOHTPONIO (450/620 HM) 0,030 OO <0,15 00
YHyTnmBiCTb Ha BHYTPILIHLOBUPOGHWIHA NaHeni CMpoBaToK 100 % 100 %
CreuncivuHiCTb Ha BHYTPILIHBOBMPOGHNYIA NaHeni cMpoBaToOK 100 % 100 %

BMCHOBOK: iMyHO(hepMeHTHa TecT-cUcTemMa AN BUSB/IEHHS

(intestinalis) «Vitrotest Anti-Lamblia» cepii 0319 Bignosigae

001:201.

Oupektop TOB ,BITPOTECT BIOPEAIEHT”
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Vitrotest’

CEPTU®DIKAT AKOCTI

TOB «BITPOTECT BIQPEATEHT"

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

IMH: 421498226554

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

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

Cepia:

0419

[lata BurotosneHHs: 2019-12-06

Howmep 3a katanorom Ta BapiaHT KOMNNeKTaLjii:

TKO51 96-1T

Crpok npugarHocri: 2020-12-06

KoMnnekTHicTb TecT-cucremu ta CTPOK NPUAATHOCTi KOMMOHEHTIB

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

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

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

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

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

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

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

CUPOBATOK CHHDbLOIO KPULLIKOIO, 1%x12,0 Mn

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

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

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

Kneiika nniBka Y HasBHOCTI 2 wr. X HeobmexkeHunin

bnaHk BHeceHHsi npo6 Y HasBHoCTi 1 eksemnnsp X HeobmexkeHui

IHCTPYKUis 1 eksemnnsap (pegakuisi 1) X HeobmexxeHui

LliarHocTuyuHI xapakTepuctuku Tect-cuctemu

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

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

AuvpekTop TOB ,BITPOTECT BIOPEAIEHT”

Ko I.B.




Vitrotest’

Ha iMyHOthepMeHTHY TecT-CUCTeMY A1 BUSIBNEHHS aHTHTIN

TOB «BITPOTECT BIOPIEATEHT"

Aapeca: 01103, M. Kuiia, Byn. Boituyka, Gyg. 18-5, ks. 56
InenTudpiauinnmin kop: 42149820

CEPTU®DIKAT SKOCTI

INH: 421498226554

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

Ao Toxocara canis «Vitrotest Anti-Toxocara»

Cepis:

0319

Jlata BUrotoBneHHs:

2019-12-04

Homep 3a katanorom Ta BapiaHT KOMNeKrawir:

TKO58 96-1T

Crpok npuaarHocrTi:

2020-12-04

KoMnnekTHicTb TecT-cuctremm Ta CTPOK NPUAATHOCTI KOMMNOHEHTIB

KoMrioneHT Konip, kinekicts Ta 06’em Cepis Crpok
(a6o iHwi xapakrepucrnkm) npupartHocri
T N— 1wr.(12 CTPVII’IIB no 8 nyHok), uinictictb 0319 2021/03/02
BaKyyMHOI yrnakoBKu 36epexeHo
Mo3uTMBHUIA KOHTPONb POXeBa piauka, MIkpoNpoGipka 3 4epsoko- 0319 2021/03/05
NoMapaHyeBoIl0 KPULLKOIO, 1X0,3 mMn
HeratuBHuii KOHTPONb Xosra pianna, mikponpoGipka 3 seneolo 0319 2021/03/05
KpuLikoto, 1x0,5 mn
Po3uuH ansi npoMuBaHHS be3GapeHa pianHa, 6inuii hnakoH 3 6inoio . - ;
$ 21/05/.
Tween20 (20x) (koHueHTpaT) Kpuuikolo, 1x50,0 mn 0519 B
PosuuH ans possepeHHs KopuuHeBo-3eneHa piauHa, 6inuii (hnakoH 3 0319 2021/02/25
CUPOBAaTOK CUHbOIO KPULLKOIO, 1%12,0 MN
Po3uuH koH'toraty Senewa piguka, Ginuii dhnakok 3 seneHoio 0319 2021/02/25
Kpuwikoio, 1x12,0 mn
PosuuH TMB BeaGapana piauHa, 4OpHMi thnakok 3 0419 2021/06/05
YOPHOIO KPULLKOIO, 1%x12,0 Mn
Bes6apBHa piavHa, Ginwit hnakoH 3 . .

Y Y 9 2021/05/21
Cron-pearesT YEPBOHOIO KPULLKOIO, 1%X12,0 Mn 054 Ganes
Knelika nniska Y HasBHOCTI 2 wWr. X Heo6mexeHunii
bnaHk BHeceHHs npo6 Y HasiBHOCTI 1 ekseMnnap X HeobmexeHunii
IHCTPYKUinA 1 eksemnnap (pegakuis 1) X HeobmexeHuii

lliarHocTnyHi xapakTepucTuku Tecr-cucremu
Bumornu
MokasHuk PesynkTaT KOHTpOMIO HOpMaTHBHOT
’ HOoKyMeHTaLil
Or" No3uTMBHOIO KOHTPONIO (450/620 HM) 2,714 00 21,2 00
OrI" HeraTneHoro KoHTposio (450/620 Hm) 0,019 OO <0,15 00
HyTNMBICTb Ha BHYTPILIHLOBMPOGHNUYIN NaHeni CMpoBaTOK 100 % 100 %
CneuudiyHiCTb Ha BHYTPILUIHLOBMPOGHUUINA NaHeni CUPOBaTOK 100 % 100 %

BucHoBsok: iMyHOotbepMeHTHa TecT-cuctema ana BUSIBNEHHA aHTUTIN Ao Toxocara canis «Vitrotest

Anti-Toxocara» cepii 0319 signosinae Bumoram TY.V 24.4-36555028-001:2011.

Avipektop TOB ,BITPOTECT BIOPEATEHT”
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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).

Edition 1
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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
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SYMBOLS
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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 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]
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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

(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




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).
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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.
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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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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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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.
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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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