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000 "Butporect buopeareHt”,

™ ® yn. Boltuyka M. 186, 56, r. Kues, 01103, YKpanHa
Vltrotest E0PTIOY: 42149820, UMH: 421498226554
Ten.: +38(044)222-76-72,

e-mall: info@vitrotest.ua, www.vitrotest.ua

CEPTU®UKAT KAYECTBA (MACIMOPT)
Ha ummyHod epmeHTHylo TecT-cucteMy «Vitrotest Anti-Lamblia»
ANA BbiiBNeHUA aHTuten K Giardia lamblia (intestinalis)

Cepusa: 0420
[Hata nsrotoenexHuna: 2020-09-16
Cpok rogHoctn:  2021-09-16

KaTtanoxHbli HoMep 1 BapuaHT koMmnaekTaumn: TKO30 96-1T

KOMMNNEeKTHOCTb TECT-CUCTEMbI U CPOK rogHOoCTM KOMIMNOHEHTOB

KomMnoHeHT Cepus CpOK rogHocTu
MDA - nnaHweTt 0420 2022/06/03
MonoXutenbHbIi KOHTPO/Ib 0420 2022/06/14
OTpuuaTenbHbIi KOHTPO/Ib 0420 2022/06/14

PactBop ansa npombiBaHna Tw20

(20%) (KoHLeHTpaT) 0920 2022/09/M
PacTtBop Ans pasBeaeHus 0520 2022/06/02
CbIBOPOTOK

PacTtBOp KOHbBlOraTa 0420 2022/06/02
PactBop TMB 0920 2022/09/07
Cron - peareHT 0720 2022/09/11
Knerkas nneHka X HeorpaHuuyeHHbIl
BnaHk BHeceHUs Npo6 X HeorpaHuyeHHbIl

WHcTpyKuma Pepakuma 2 HeorpaHuuyeHHbIl




000 "Butporect buopeareHt”,

™ ® yn. Boltuyka M. 186, 56, r. Kues, 01103, YKpanHa
Vltrotest E0PTIOY: 42149820, UMH: 421498226554
Ten.: +38(044)222-76-72,

e-mall: info@vitrotest.ua, www.vitrotest.ua

ﬂMaFHOCTquCKMeXapaKTepMCTMKMTeCFCMCTeMb

Tpe6oBaHus
PesynbTar =
MNMokasarenb HOpMaTUBHOU
KOHTpoOsA
AOKYMeHTauuun
Ol nonoxutenbHoro KoHTposs (450/620 Hm) 2596 00 >1.200 00
Ol otpuuaTtenbHoro koHtponsa (450/620 HMm) 0.024 00 <0150 00
HyBCTBUTENIBHOCTb Ha BHYTPUNPOU3BOACTBEHHOM 100 % 100 %
naHes CbIBOPOTOK ? ?
CneumdnyHOCTb Ha BHYTPUMNPOU3BOACTBEHHOM 100 % 100 %
naHesnm CbIBOPOTOK

BbiBoa:

NmmyHohepmeHTHaa TecT-cuctema «Vitrotest Anti-Lamblia» gna seisBneHusa
aHTuTen k Giardia lamblia (intestinalis) cepun 0420 cooTBeTcTBYET TPEOOBaHUAM
TY Y 24.4-36555928-001:2011 1 MHCTPYKLNKN MO NMPUMEHEHMIO.

[aTta: 2020/09/22
L OKYyMEHT creHepupoBaH B 3/1IEKTPOHHOM Buae.

[enctButeneH 6e3 nognucu.



000 "Butporect buopeareHt”,

™ ® yn. Boltuyka M. 186, 56, r. Kues, 01103, YKpanHa
Vltrotest E0PTIOY: 42149820, UMH: 421498226554
Ten.: +38(044)222-76-72,

e-mall: info@vitrotest.ua, www.vitrotest.ua

CEPTU®UKAT KAYECTBA (MACIMOPT)
Ha ummyHod epmeHTHylo TecT-cucteMy «Vitrotest Anti-Ascaris»
OIS BbISIB/IEHUA aHTUTeN K Ascaris lumbricoides

Cepusa: 0420
[ata nsrotoenexHuna: 2020-10-01
Cpok rogHoctn:  2021-10-01

KaTtanoxHbli Homep 1 BapuaHT komnnekTtauun: TKO51 96-1T

KOMMNNEeKTHOCTb TECT-CUCTEMbI U CPOK rogHOoCTM KOMIMNOHEHTOB

KomMnoHeHT Cepus CpOK rogHocTu
MDA - nnaHwert 0420 2022/06/24
MonoXutenbHbIi KOHTPO/Ib 0420 2022/06/25
OTpuuaTenbHbIN KOHTPO/b 0420 2022/06/25

PactBop anga npombiBaHna Tw20

(20%) (KoHLeHTpaT) 1020 2022/09/17
PacTtBop Ans pasBeaeHus 0420 2022/06/22
CbIBOPOTOK

PacTtBOp KOHbBlOraTa 0420 2022/06/22
PactBop TMB 1020 2022/09/17
Cron - peareHT 0820 2022/09/29
Knerkas nneHka X HeorpaHuuyeHHbIl
BnaHk BHeceHUs Npo6 X HeorpaHuyeHHbIl

WHcTpyKuma Pepakuma 2 HeorpaHuuyeHHbIl




000 "Butporect buopeareHt”,

™ ® yn. Boltuyka M. 186, 56, r. Kues, 01103, YKpanHa
Vltrotest E0PTIOY: 42149820, UMH: 421498226554
Ten.: +38(044)222-76-72,

e-mall: info@vitrotest.ua, www.vitrotest.ua

ﬂMaFHOCTquCKMeXapaKTepMCTMKMTeCFCMCTeMb

Tpe6oBaHus
PesynbTar =
MNMokasarenb HOpMaTUBHOU
KOHTpoOsA
AOKYMeHTauuun
Ol nonoxutenbHoro KoHTposs (450/620 Hm) 281100 >1.200 00
Ol otpuuaTtenbHoro koHtponsa (450/620 HMm) 0.015 00 <0150 00
HyBCTBUTENIBHOCTb Ha BHYTPUNPOU3BOACTBEHHOM 100 % 100 %
naHes CbIBOPOTOK ? ?
CneumdnyHOCTb Ha BHYTPUMNPOU3BOACTBEHHOM 100 % 100 %
naHesnm CbIBOPOTOK

BbiBoa:

MmmyHohepmeHTHaa TecT-cuctema «Vitrotest Anti-Ascaris» gna BbigBneHus
aHTUTen Kk Ascaris lumbricoides cepun 0420 cooTBeTCTBYET TPEOOBAHUAM
TY Y 24.4-36555928-001:2011 1 MHCTPYKLNKN MO NMPUMEHEHMIO.

[aTta: 2020/10/02
L OKYyMEHT creHepupoBaH B 3/1IEKTPOHHOM Buae.

[enctButeneH 6e3 nognucu.



000 "Butporect buopeareHt”,

™ ® yn. Boltuyka M. 186, 56, r. Kues, 01103, YKpanHa
Vltrotest E0PTIOY: 42149820, UMH: 421498226554
Ten.: +38(044)222-76-72,

e-mall: info@vitrotest.ua, www.vitrotest.ua

CEPTU®UKAT KAYECTBA (MACIMOPT)
Ha UMMyHod epMeHTHylo TecT-cucteMy «Vitrotest Anti-Toxocara»
ANA BblABNEeHUA aHTUTen K Toxocara canis

Cepusa: 0420
[Nata nsrotoeneHuna: 2020-09-21
Cpok rogHoctn:  2021-09-21

KaTanoxHbli HoMep 1 BapuaHT KoMnniekTaumm: TKO58 96-1T

KOMMNNEeKTHOCTb TECT-CUCTEMbI U CPOK rogHOoCTM KOMIMNOHEHTOB

KomMnoHeHT Cepus CpOK rogHocTu
MDA - nnaHwert 0420 2022/06/16
MonoXutenbHbIi KOHTPO/Ib 0420 2022/06/17
OTpuuaTenbHbIN KOHTPO/b 0420 2022/06/17

PactBop anga npombiBaHna Tw20

(20%) (KoHLeHTpaT) 0920 2022/09/M
PacTtBop Ans pasBeaeHus 0420 2022/06/15
CbIBOPOTOK

PacTtBOp KOHbBlOraTa 0420 2022/06/15
PactBop TMB 0920 2022/09/07
Cron - peareHT 0720 2022/09/11
Knerkas nneHka X HeorpaHuuyeHHbIl
BnaHk BHeceHUs Npo6 X HeorpaHuyeHHbIl

WHcTpyKuma Pepakuma 2 HeorpaHuuyeHHbIl




Vitrotest’

000 "Butporect buopeareHt”,

yn. Boltuyka M. 186, 56, r. Kues, 01103, YKpanHa
€LIPMNOY: 42149820, UMH: 421498226554

Ten.: +38(044)222-76-72,

e-mall: info@vitrotest.ua, www.vitrotest.ua

ﬂMaFHOCTquCKMeXapaKTepMCTMKMTeCFCMCTeMb

Tpe6oBaHus
PesynbTar =
MNMokasarenb HOpMaTUBHOU
KOHTpoOsA
AOKYMeHTauuun
Ol nonoxutenbHoro KoHTposs (450/620 Hm) 3.332 00 >1.200 00
Ol otpuuaTtenbHoro koHtponsa (450/620 HMm) 0.016 0O <0150 00
HyBCTBUTENIBHOCTb Ha BHYTPUNPOU3BOACTBEHHOM 100 % 100 %
naHes CbIBOPOTOK ? ?
CneumdnyHOCTb Ha BHYTPUMNPOU3BOACTBEHHOM 100 % 100 %
naHesnm CbIBOPOTOK ) ?

BbiBoa:

MmmyHodepmeHTHaa TecT-cuctema «Vitrotest Anti-Toxocara» ans BbIABMEHUA
aHTUTen k Toxocara canis cepun 0420 cooTBeTcTBYET TpeboBaHuam TY Y 24 .4-

36555928-001:2011 1 MHCTPYKLMM MO MPUMEHEHMIO.

[aTta: 2020/09/22
L OKYyMEHT creHepupoBaH B 3/1IEKTPOHHOM Buae.

[enctButeneH 6e3 nognucu.



CEPTU®IKAT

CEPTIPICATE * CEKTIPICAT * 2EPTIPIKAT * CEPTU®UKAT * CEPITIPICAPO

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)

Ceptudpikat Ne 1IA.C.378-19 B PeecTpi OpraHny ceptudikadii
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. Kuis, Byn. boiuyka, 6yg. 18-b, ks. 56
V I t r 0 t e st laeHTdikauinnuia koa: 42149820
IMH: 421498226554

Ten.: +380 67 329 84 25 +38044 22276 72
www.vitrotest.ua e-mail: info@vitrotest.ua

AEKNAPALUIA MPO BIANOBIAHICTb
NeUA-TKO030

ToBapnCTBO 3 0OMEXKEHON BIANOBIAANBHICTIO
«BitpoTecT BiopeareHT»

BupobHuk: kod EPIMOY 42149820

MicuesaHaxomkeHHs BUpPOOHUMKa: Byn. M. Bonuyka 186, odic 56, m. Kuis, 01103, YkpaiHa

Onuc npoaykry:

Hasea KaTanoxHui Homep

IMyHOEepMEHTHa TecT-cucTema ANs BUAIBNEHHA aHTWUTIN 40 TKO30
Giardia lamblia (intestinalis) «\/itrotest Anti-Lamblia»

Knacudikauis )

3rigHo TeXHIYHOro pernamenTy Woao MeaudHUX He BiaHocnTbCA Ao nepeniky A Ta B, He € BupoGom
BMPOBIB ANA [iarHOCTUKK in Vitro, 3aTBEPAXKEHOrO ANS CAMOKOHTPONID, He ANA OUIHKWA XapaKkTepucTuk
MocTanoeow KMY Big 02.10.2013 Ne754

Oopatok 3 TexHiMHOro pernaMmenTy Woa0 MeduyHNX
Mpoueaypa ouiHkK BignoBigHOCTI: BMpoBiB 4NA AlarHOCTUKK in Vitro, 3aTBepAXeHoro
[NocTanosoto KMY Big 02.10.2013 Ne754

TOB "BitpoTecT biopeareHT" geknapye BUKOHaHHSA BCiX BUMOTr 40 BUPOBY, 3a3Ha4veHoro euLLe,
ariaHo JogaTky 1 TexHiYHOoro pernameHTy Woao MeandHnx Bupobis AN AiarHocTukKy in vitro,
sateBepaxeroro MoctaHosok KMY Big 02.10.2013 Ne754, Ta BMMOr HacTynHWX CTaHAapTIB!

OCTY EN ISO 13485:2018

OCTY EN ISO 14971:2015

OCTY EN 13641:2015

OCTY EN I1SO 15223-1:2018 (EN 1SO 15223-1:2016, IDT; 1ISO 15223-1:2016, Corrected version 2017-03, IDT)
OCTY EN ISO 23640:2015 (EN 1SO 23640:2015, IDT; 1SO 23640:2011, IDT)

[eknapauito cknageHo nig WinkosuTy BiANOBIAaNbHICTL BUPOBHMKA.

HaTa Bugauyi geknapauii: 31.10.2019
Tepmin giT aeknapauii go: 31.10.2024

Y/ _
AvipexTop /5//// CEATEAT K.M.H. |.B. Hikonaenko
// :

Pepakuia 1 sig 31.10.2019




= ® TOB «BITPOTECT BIOPEATEHT"
Appeca: 01103, m. Kuig, Byn. boruyka, 6ya. 18-, k8. 56

V I t ro t e s t lnenTudikavinnui kog: 42149820
IMH: 421498226554

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

AEKITAPAUIA NMPO BIAMNOBIAHICTb
NeUA-TK051

TosapucTeo 3 0OMexeHO BiANOBIAANLHICTIO
«BitpoTect BiopeareHT»

BupobHuk: koa €APMOY 42149820

MicuesHaxoaxeHHA BUpoGHUKa: Byn. M. Boidyka 186, odpic 56, m. Kuie, 01103, YkpaiHa

Onuc npoaykry:

HasBa KaTtanoxHui Homep

IMyHODepMeHTHa TecT-cucTeMa ANSA BUABNEHHSA aHTUTIN Ao TKO51
Ascaris lumbricoides «Vitrotest Anti-Ascaris»

Knacudikauis . .

3rAHO TeXHIYHOro pernameHTy LWOAO MeaNUHIX He BigHocnTbCA Ao nepeniky A Ta B, He € BupoGom
BUpOBIB ANA AiarHOCTWKK in vitro, 3aTBEpAXEHOr0 ANA CAaMOKOHTPOMIO, HE ANA OUIHKWA XapaKTepucTuk
MocTaHoeok KMY Big 02.10.2013 Ne754

HopaTtok 3 TexHiYHOro pernameHTy Wo40 MequyHnX
Mpoueaypa ouiHku BignoBigHOCTI: BUpoBiB AnsA QiarHOCTUKK in vitro, 3aTBepAXeHoro
lMocTanoeoro KMY Big 02.10.2013 Ne754

TOB "BitpoTecT BiopeareHT" aeknapye BUKOHaHHA BCiX BUMOT 40 BUPOBY, 3a3Ha4YeHOro BULLE,
srigHo JoaaTtky 1 TexHiYHOro pernameHTy Woao MeaudHux BMpo6is ana giarHocTukK in vitro,
3atBepaxeHoro MNoctaHosot KMY Big 02.10.2013 Ne754, Ta BUMOT HACTyMHWX CTaHAapPTIB:
ACTY EN ISO 13485:2018

AOCTY EN ISO 14971:2015

OCTY EN 13641:2015
ACTY EN ISO 15223-1:2018 (EN ISO 15223-1:2016, IDT; ISO 15223-1:2016, Corrected version 2017-03, IDT)

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

[Hexnapadito cknageHo nig LinkosuTy BignosigansHicTs BUpoBHUKa.

Oata Bugadi aeknapauii: 31.10.2019
TepmiH gii neknapauii go: 31.10.2024

OwvpexTop K.M.H. |.B. HikonaeHko

Penawkuis 1 8ig 31,10,2019




] ® TOB «BITPOTECT BIOPEATEHT"
Appeca: 01103, m. Kuis, Byn. boiuyka, 6ya. 18-B, ke. 56
V I t r 0 t e st Inentndikauinkmi koa: 42149820
INMH: 421498226554

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

AOEKNAPALIA NMPO BIANOBIAHICTb
NeUA-TKO052

ToBapucTeo 3 0OMexeHOoK BIANOBIAanbHICTIO «BiTpoTecTt
BiopeareHT»

ERRRa: ko EAPMOY 42149820

HOpuauyHa agpeca BUpoOHHUKA: Byn. M. Boituyka 186, odic 56, m. Kuis, 01103, Ykpaina
Appeca Bupob6HuuUTBa: Byn. KypoptHa, 11, M. Kunig, 04075, Ykpaina

Onuc npooykry:

HazBa KaTtanoxHun Homep

IMyHOhepMeHTHa TeCcT-cucTeMa ANs AKICHOrO Ta HaMiBKINbKICHOro BU3HAYeHHS
aHTWUTIn knacy IgM ao kancugHoro aHTurery eipycy EnwreiHa-bapp (VCA) TK052

«Vitrotest EBV VCA-IgM»
IMyHOhepMEeHTHa TecT-cucTema ANs AKICHOro Ta HaniBKINbKICHOro BU3HaYeHHA

aHTWTIN knacy |gG oo kancuaHoro aHTureHy Bipycy Enwreina-bapp (VCA) TK053
«Vitrotest EBV VCA-IgG»

IMyHObEepMEHTHA TECT-CUCTEMA ANA AKICHOMO Ta HaNiIBKINbKICHOrO BU3HAYEHHS
aHTWTIn Knacy 1gG oo spepHoro aHTurery Bipycy Enwreitda-bapp (EBNA-1) TK054
«Vitrotest EBNA-IgG»

Knacudikauin

3rigHo TexHiYHOro pernameHTy Woao MeauyHux He BigHocuTbCA oo nepeniky A Ta B, He € Bupobom ans
BUpOBIB ANSA AiarHOCTUKK in Vitro, 3aTBepaXXeHoro CaMOKOHTPOMIO, HE ANS OUIHKW XapakTepucTuk
MocTtarnosoto KMY Big 02.10.2013 Ne754

Hopatok 3 TexHiYHOro pernamenTy Woao MeguyHmx supobis
Mpoueaypa oUiHKM BiANOBIAHOCTI: ANS giarHocTwkw in vitro, 3aTeepaxeHoro MoctaHosoo KMY
Big 02.10.2013 Ne2754

TOB "BiTpoTecT BiopeareHT" fgeknapye BUKOHaHHS BCix BUMOT 40 BMpoBy, 3a3HaveHoro Buule, 3rigHo Jogarky
1 TexHiYHOro pernameHTy WoA0 MeauyHux Bupobie ANsA AiarHOCTMKK in vitro, 3aTBepaxeHoro [ocTaHoBo
KMY Big 02.10.2013 Ne754, Ta BUMOr HACTyNHUX CTaHAapTIB:

OCTY EN ISO 13485:2018

OCTY EN ISO 14971:2015

OCTY EN 13641:2015

OCTY EN I1SO 15223-1:2018 (EN ISO 15223-1:2016, IDT; 1ISO 15223-1:2016, Corrected version 2017-03, IDT)

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

AOCTY EN 13612:2015

OCTY EN ISO 18113-1:2018 (EN ISO 18113-1:2011, IDT; ISO 18113-1:2009, IDT)

OCTY EN ISO 18113-2:2018 (EN ISO 18113-2:2011, IDT; ISO 18113-2:2009, IDT)

AOCTY EN 980:2007
[eknapaudiro cknageHo nig UinkoBUTY BigNOBISANBHICTE BUPOOHMKA.

OaTta Bugaui geknapadii: 13.02.2020 - .
Tepmin pii pexknapauii no: 13.02.2025 18 2" o h
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o Alpr s kM. 1B HikonaeHko
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OwvpekTop

Pepakuia 1 sig 13.02.2020



™ ® TOB «BITPOTECT GIOPEATEHT"
Appeca: 01103, m. Kuis, syn. boiuyka, 6ya. 18-, ke. 56
V I t r 0 t e st |lneHTudikauinnmia koa: 42149820
IMH: 421498226554

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

AEKNAPALIA NPO BIANOBIAHICTb
NeUA-TKO058

ToBapucTeo 3 0OMEXEHOK BiANOBIAANBHICTIO
«BitpoTect BiopeareHT»

Bupo6Huk: koa €EAPMOY 42149820

MicuesHaxogxeHHs BUPOOHMKA: Byn. M. Boivyka 186, odhic 56, m. Kui, 01103, YkpaiHa

Onuc npoaykry:

Hazea KaTtanoxHui HoMep

|MYHO¢epM9HTHa TecT-cucTemMa Ans BUSABNEHHA aHTUTIN 4o

Toxocara canis «Vitrotest Anti-Toxocara» ThDS8

Knacudikauis . .

3rigHo TexHIYHOro pernameHTy Lo MeAYHIX He BigHocuTbcA Ao nepeniky A Ta B, He € BUpoGoM
BUp0oBIB ANA AlarHOCTUKKW in vitro, 3aTBEPAXEHOTO AMNA CAMOKOHTPOIMD, He AN OLIHKA XapakTepucTuK
MocTanoeoto KMY Big 02.10.2013 Ne754

HopaTtok 3 TexHI4YHOro pernamedTy LWo40 MeguydHuX
MNpoueaypa ouiHkKU BignoBigHOCTI: BUpo6iB 4NSA A4iarHOCTUKK N Vitro, 3aTBEpPAXKEHOro
MocTaHoeoro KMY Big 02.10.2013 Ne754

TOB "BitpoTecT BiopeareHT" geknapye BUKOHaHHS BCiX BUMOT 40 BUPOBY, 3a3Ha4YeHoro BULLE,
srigHo Jopnatky 1 TexHi4HOro pernaMmeHTy Woho MeandHux BUpobiB Ans 4iarHOCTUKK in Vitro,
3arteeppxeHoro NMoctaHosoro KMY Big 02.10.2013 Ne754, Ta BUMOr HacTyNHWX CTaHAapTIB:

AOCTY EN ISO 13485:2018

OCTY EN ISO 14971:2015

OCTY EN 13641:2015

OCTY EN 1SO 15223-1:2018 (EN I1SO 15223-1:2016, IDT; 1ISO 15223-1:2016, Corrected version 2017-03, IDT)
ACTY EN ISO 23640:2015 (EN 1SO 23640:2015, IDT; ISO 23640:2011, IDT)

Heknapauito cknaaeHo nig LinkoBWTY BiANoBiAanbHIiCTs BUpoBHUKa.

HaTa Bupaui geknapauii: 31.10.2019
Tepmin il aeknapauii go: 31.10.2024

-

‘/‘2///" LATEHTS 23 ) K.M.H. |.B. HikonaeHko

e

OwpekTop

Pepakuia 1 Big 31.10.2019



Vitrotest® Anti-Ascaris TKOST

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

1. INTENDED USE

ELISA test-kit «Vitrotest Anti-Ascaris» is an enzyme linked immunosorbent assay (ELISA) for the
detection of IgG antibodies to Ascaris lumbricoides in human serum or plasma. The test-kit might be
applied for the ELISA using both automatic pipettes and standard equipment as well as open system
automated ELISA analyzers.

2. CLINICAL VALUE

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

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

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

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

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

3. PRINCIPLE OF THE TEST

«Vitrotest Anti-Ascaris» ELISA is a solid phase, indirect ELISA method for detection of IgG
antibodies to Ascaris lumbricoides in a two-step incubation procedure. Microwells are coated with
A. lumbricoides antigens. During the first incubation step, the specific antibodies to A. lumbricoides,
if present, will be bound to the solid phase precoated antigens. The wells are washed to remove
unbound antibodies, leaving only the specific antigen-antibody complexes. Secondary antibodies
(anti-lgG) which are conjugated to horseradish peroxidase (HRP) added next and bind to the immune
complexes on the solid phase. Unbound components are removed by washing. Chromogen solution
containing 3,3',5,5'- tetramethylbenzidine (TMB) and hydrogen peroxide is added. TMB is catalysed
by the HRP to produce a blue colour product that changes to yellow after adding stop solution.
Absorbance at 450/620-695nm is read using a plate reader. The density of yellow colouration is
directly proportional to the amount of the antibodies present in the sample.

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

196 Microplate (12 strips x 8 wells)
ELISA STRIPS wells Each well is coated with A. lumbricoides antigens. The
wells can be separated.
Positive control
CONTROL 1x0.3 ml Solution of specific antibodies to A. lumbricoides with
preservative (pink).
Negative control
CONTROL] ] 1x0.5 ml Negative human serum with preservative (yellow).
Sample diluent
SAMPLE DILUENT 1x12 ml Buffer solution with detergent and preservative
(brown-green).
Conjugate solution (ready to use)
Buffer solution of monoclonal antibodies to human IgG
[CONJUGATE SOLUTION] | 1x12 m conjugated to HRP with stabilizers and preservative
(green).
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TVB SOLUTION 1512 ml TMB solution (ready to use)

TMB, H,0,, stabilizers and preservative (colourless).

Washing solution Tw20 (20x concentrated)

[wASH TWEEN]20X] x50 ml 20X concentrate of PBS buffer with Tween-20 and

NaCl (colourless)

STOP SOLUTION %12 mi Stop Solution (ready to use)

0.5MH,SO, (colourless).

Adhesive films (2), sera identification plan (1) and instruction for use.
4.2. Material required but not provided

Variable volume automatic pipettes (10ul-1000pl) and disposable pipette tips;

— plate reader (single wavelength 450 nm or dual wavelength 450/620—-695 nm);
— volumetric laboratory glassware (10—1000ml);

— distilled/DI water;

— incubator thermostatically controlled at 37°C;

— automatic/semiautomatic plate washer;

— appropriate waste containers for potentially contaminated materials;
— timer;

— absorbent paper;

— disposable gloves;

— disinfectants;

— protective clothes.

5.

PRECAUTIONS AND SAFETY

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

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

Note: it is possible to use [WASH TWEEN]20X] [TMB SOLUTION] and [STOP SOLUTION] from other

Vitrotest® ELISA kits.

— close reagents after use only with appropriate caps;

— control the filling and full aspiration of the solution in the wells;

— use a new tip for each sample and reagent;

— avoid exposure of kit reagents to direct sunlight;

— must be colourless before use. If [TMB SOLUTION]is blue or yellow it cannot
be used. Avoid any contact of [TMB SOLUTION| with metals or metal ions. Use glassware
thoroughly washed and rinsed with distilled/DI water:

— never use the same glassware for [CONJUGATE SOLUTION] and [TMB SOLUTION]

The manufacturer is not responsible or liable for any incorrect results and/or incidents taking place as a result of

any violation of the instruction. The manufacturer is not responsible for visual readings of samples (without using a
plate reader).

5.2. Safety

Edition 1

all reagents included in the kit are intended for in vitro diagnostic use only;

— the test-kit is designed for use by qualified personnel only;

— disposable gloves and safety glasses must be worn at all times while performing analysis;

— never eat, drink, smoke or apply cosmetics in the assay laboratory;

— never pipette solutions by mouth;

— positive control does not contain of human origin components;

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

— the liquid waste must be inactivated, for example, with hydrogen peroxide solution at the final
concentration of 6% for 3 hours at room temperature, or with sodium hypochlorite at the final
concentration of 5% for 30 minutes, or with other approved disinfectants;

— the solid waste must be inactivated by autoclaving at 121°C for 1 hour;

— dispose of inactivated waste in accordance of national laws and regulations;

— do not autoclave the solutions that contain sodium azide or sodium hypochlorite;

— some components of the test-kit contain low concentrations of harmful compounds and
could cause irritation of the skin and the mucosa. In the case of contact of
, [ISTOP SOLUTION| or |CONJUGATE SOLUTION] with skin or mucosa, the place of contact
should be immediately rinsed with large amounts of water;

— in case of spilling of solutions that do not contain acid, e.g. sera, rinse the surface with
disinfectant, then dry it with absorbent paper. In other case acid first must be neutralized by
sodium bicarbonate and then wiped out as described above.
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6. STORAGE AND STABILITY

Reagents are stable until stated expiration date on the label when stored refrigerated (2-8°C). Do
not freeze. The kit should be shipped at 2-8°C. Single transportation at the temperature up to 23°C
for two days is acceptable.

7. SPECIMEN COLLECTION

The fresh serum or plasma samples can be stored for 3 days at 2-8 °C or frozen for longer periods
at-20 —-70°C. Frozen samples must be thawed and kept at room temperature for at least 30 minutes
before use. Do not use preheated samples. Mix thawed samples thoroughly to homogeneity. Avoid
repeated freezing/thawing. Samples containing aggregates must be clarified by centrifugation
(3000rpm for 10-15min). Do not use hyperlipeamic, hyperhaemolysed or contaminated by
microorganisms serum specimens. The presence of bilirubin up to concentration of 0.21 mg/ml
(361.8 uM/l), haemoglobin up to concentration of 10 mg/ml and triglycerides up to concentration of
10 mg/ml (11.3 mM/I) are allowed.

8. REAGENT PREPARATION
Itis very important to keep all test components for at least 30 min at room temperature (18-25 °C) before the assay!

8.1. preparation

Before opening the bag with ELISA STRIPS, keep it at room temperature for 30 minutes to avoid
water condensation inside the wells. Open the vacuum bag and take out the necessary number of
the wells. Once opened the bag with the remaining strips must be resealed with zip-lock immediately
and kept refrigerated at 2-8°C for no more than 3 months.

8.2. Washing solution preparation

Check the [WASH TWEEN]20X] for the presence of salt crystals. If crystals have formed, re-
solubilise by warming at 37°C, until crystals dissolve (15-20min). Dilute the [WASH TWEEN]20X] 1:20
(1+19) with distilled/DI water before use. For example, 4 ml concentrate + 76 ml water is sufficient for
8 wells. Once diluted it is stable at 2-8°C for 1 week.

9. ASSAY PROCEDURE

9.1. Take out from the protective bag the support frame and the necessary number of the wells (the
number of specimens + 4 for controls). Place the wells into the frame. Wells with the controls
must be included in every test.

9.2. Complete the sera identification plan.

9.3. Prepare washing solution (see 8.2.).

9.4. Dispense 90 l of into each well.

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

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

9.7. Atthe end of the incubation period, remove and discard the adhesive film and wash the well 5
times with automatic washer or 8-channel pipette as follows:

— aspirate the contents of all wells into a liquid waste container and add immediately a minimum
of 300 pl of diluted washing solution to each well;

— soak each well for 30 seconds between each wash cycle;

— aspirate again. The residual volume must be lower than 5 pl.

— repeat the washing step 4 times;

— after the final washing cycle, turn down the plate onto an absorbent paper and tap it to remove
any residual buffer.

9.8. Dispense 100 pl of [CONJUGATE SOLUTION] per well. Cover strips with a new adhesive film,
incubate for 30 min at 37°C.

9.9. At the end of the incubation period, remove and discard the adhesive film and wash the wells

five times as described above (see 9.7).

9.10. Dispense 100 pl into all wells. Do nottouch the walls and bottoms of the wells
to avoid contamination.

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

adhesive film in thi
9.12. Dispense 100 ul |[STOP SOLUTION] into all wells in the same order and at the same rate as for

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

5 minutes after adding the |[STOP SOLUTION| Pay attention to the cleanness of the plate
bottom and absence of bubbles inthe wells before reading.
Measurement in the single-wave procedure at 450 nm is possible. Reserve blank well to adjust
spectrophotometer in such analysis. Only [TMB SOLUTION]and[STOP SOLUTION]|must be added
in blank well).
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10. CALCULATION AND INTERPRETATION OF RESULTS
10.1. Calculation of results

Calculate the mean absorbance value for 3 negative controls (Nc), Cut off value (CO) and Sample
Index of Positivity (IP

somple)

Nc =(Nc1+Nc2 +Nc3)/3; CO=Nc+0.3; |IP

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

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

If one of the negative control absorbances does not match the above criteria, this value should
be discarded and a mean value should be calculated using the other two values. If more than one
negative control absorbance does not meet the criteria, the test is invalid and must be re-tested.

oD /CO

sample sample’

10.3. Interpretation of results

P e 1 POSITIVE
09< P <11 DOUBTFUL*
e <09 NEGATIVE

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

11.1. Specificity and sensitivity

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

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

11.2. Accuracy

Intra assay repeatability

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

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

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

Serum No. op .. P CV, %
102L 0.637 1.76 37
133L 1.329 3.67 25
948 2.539 7.01 25

12. LIMITATIONS OF THE PROCEDURE

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

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

A negative result in the «Vitrotest Anti-Ascaris» test-kit indicates either the absence of antibodies
to Ascaris lumbricoides in the sample tested, or that the concentration of specific antibodies is
below the detection threshold of the test.
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Diagnosis of an infectious disease should not be established on the basis of a single test result. A
precise diagnosis, in fact, should take into consideration as well as clinical history, symptomatology
and serological data. It is impossible to completely eliminate cross-reactions of antibodies and

antigens of other worms.

13. TROUBLESHOOTING

Possible causes

Solutions

High background in all wells

Contaminated washer

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

Low quality water or contaminated water

Use distilled/DI with resistivity > 10 MQ-cm.

Using contaminated glassware

Use clean glassware

Using chlorine based disinfectants

Use disinfectants without chlorine

Using contaminated tips

Use new tips

Increased time of incubation or temperature
regimen was changed

Follow incubation regimen according to instruc-
tion for use

High background in a few wells

TMB solution was added more than once

Add TMB solution once

Pipette shaft was contaminated with conjugate

solution

Clean the pipette; pipette the liquids carefully

One the channels of the washer was contam-
inated

Clean the washer channel, clean the washer

OD of the positive control below normal

Conjugate solution/tmb solution was prepared Run ELISA repeatedly, prepare conjugate solu-

improperly or not added

tion / TMB solution properly

Reduced incubation time in one of the stages

Follow incubation regimen according to the
instruction for use

Visual colour intensity of the wells does not correspond to optical density

The optical beam or another component of the

reader is misaligned or malfunctioning

Test the absorbance reader’s performance

Edition 1
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SYMBOLS

E{E

<
o

@ o~ <>

Catalogue number
Consult instructions for use

In vitro diagnostic medical device

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

Temperature limitation

Batch code

Use by

Date of manufacture

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

Authorized representative in the European Community / YnonHomo4ueHHbli npeactasutens 8 EC

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

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

Edition 1st, 12.09.2019.

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

= [rer]
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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




Vitrotest® EBVVCA-l9G TKOS3

VIMMyHOhepMeHTHada TecT-cuctemMa ANa Ka4eCTBEHHOIO 1 MONYKONNYeCTBEH-
HOro onpefeneHunsa aHtuTen knacca IgG kK kancnaHoMy aHTUreHy BUpyca 96 aHannsos
SnwreiiHa-bapp (VCA).

1. HASBHAYEHUE

VIMMyHOtbepmeHTHaa TecT-cuctema «Vitrotest EBV VCA-IgG» npeaHa3sHayeHa ANS KayeCTBEH-
HOro ¥ MONYKONMYECTBEHHOrO onpeaeneHnsa aHTuten knacca IgG kK kancngHomy aHTurery (VCA)
BMpyca dnwTeliHa-bapp B CbIBOPOTKE UM N1a3Me KPOBU YenoBeKa.

TecT-Habop MOXeT OblTb MPUMEHEH Kak AN NPOBeAEHNA UMMYHOPEPMEHTHOro aHannsa (MDA)
C MCNONb30BaHMEM aBTOMATUYECKMUX MUNETOK U CTaHAAPTHOro 060PyAOBaHUA, Tak 1 A9 nocTa-
HOBKMW Ha aBTOMaTM4E€CKOM MMMYHO(EPMEHTHOM aHann3aTope OTKPbLITOro Tmna.

2. KNMHMYECKOE 3HAYEHUE

Bupyc SnwreiiHa-bapp (B3B), Takxxe N3BECTHbIN, Kak BUPYC repneca Yenoseka 4-ro tuna, aBngerca
3TVONOMNYECKUM areHTOM Takux 3a60n1eBaHNii, Kak MH(DEKLUMOHHBIA MOHOHYKNe03 (M), numoma bep-
kuTTa (/1B), HasodapuHreanbHaa KapLunHoMma.

3apaxeHne BOBb B paHHeEM geTcTBe ABNSETCS NpeuMyLecTBeHHo 6eCccuMnTomMHbIM. VHbuumpoBa-
HWe B MOAPOCTKOBOM W/IM PAHHEM B3POC/NIOM Mepuoae 4acto Bnevet kanHuyeckuin VIM. B tunnyHom
cnydyae 60M1e3Hb NPOSBAAETCS KaK (PapuHruT, nuMdaaeHonaTua U nuxopanka. B 60nbWKWHCTBE CNy-
4aeB CMMNTOMbI MCHEe3aloT Yepes 2-4 Hepenw, oaHako, y 6onee 90% B3pOC/bIX Pa3BMBAETCA NaTEHT-
Hada Hpekuna B B-numdountax. MNpumepHo y 1% MMMYHOKOMNETEHTHBIX MHAVBWAOB MOMYT BO3HUKATb
TSXENble OCNOXHEHNS (renaTuT, MMOKaPAMT, Pa3pPbIB CENE3EHKU, HEBPOOTMYECKNE OCNOXHEHWS). B
MMMYHOCYNPEeCCMPOBaHHbIX N1LL NepBrnyHas BOb nHdekunsa npuBoAnT K TAXENbIM PaCCTPONCTBAM (Ha-
npumep, J1B).

[Ona nabopaTopHON AnarHOCTUKKM BIB-UHMeKUMn NpyMEHSIOT NoOAMMepasHylo LEMHYIO peakumio
N CePONOrnyeckne MeToabl MCCNeA0oBaHMI, KOTOPbIE BKIKOYAIOT TECT Ha BbIABNEHWE reTepodnIbHbIX
aHTUTEN W onpeaenexHne cneunuyecknx aHTMTeNn METOAOM MMMYHOMEPMEHTHOTO aHannsa (MDA). Mo-
cnefHnii MeToa NO3BOMAET HE TOMBbKO YCTaHOBUTL (PaKT MH(MUMPOBaHNS B3B, HO 1 cTaauio 3a6one-
BaHMA.

OnTumanbHas KOMOMHaUUS CepPONornyecknx TeCToB ANS AnarHoCTukM BIB-MHbekumMn Bkaoyaet
BbigBneHne IgG v IgM aHtuTen, cneunduyHbIX K BUPYCHOMY KancuaHoMmy aHtureny (aHtn-VCA-IgG,
aHTn-VCA-IgM) n agepHomy aHTturery (@HTn-EBNA-IgG). AHTU-VCA-IgM aHTUTENa NOABNAIOTCA B Opra-
HW3Me NPU PaHHel MHEeKUMN U ncYe3atoT B Teyerune 4-12 Hepenb. IgG k VCA BBISBNSIOTCS HECKOMBKO
no3sxe (Yepes 2-4 Hefenv Nocne MHOULUMPOBAHNS), UX KOHLEHTPALMUS OCTUraeT MakCMManbHOMo yPoB-
HS TaK>XXe Ha HaYvanbHbIX CTaAnaxX 3a001€BaHNS, NOCTENEHHO CHUXAaAChb, OAHAKO, 3TK aHTUTeNa onpeae-
NAKOTCH B TeYeHne BCei Xn3Hn. ECnn aHTutena K BUPYCHOMY KancuaHOMY aHTUreHy He onpeaensoTcs,
TO YEOBEK ABNAETCA BOCMPUNMUMB K BIB-nHMbekumnm.

AHTV-EBNA-IgG BbipabaTbiBaloTCA OpraHn3Mom Yepes 2-4 mecsua nocne NogBaeHns CUMNTOMOB, Y
60MbWMHCTBA MH(MLUMPOBAHHBIX MX BbICOKWI YPOBEHb COXPAHAETCS B TeUeHue BCell xnsnun. OgHospe-
MeHHOEe o6HapyxeHwue IgG, cneundunyecknx kK EBNA n VCA, asngeTtcsa nokasatenem nact-uHpekumn.

3. NPUHLWM AHATIU3A

Onpepgenexve aHtuTen knacca IlgG kK KancMaHOMY aHTWreHy Bupyca 2nwTeiHa-bapp B
TecT-cucTteme «Vitrotest EBV VCA-IgG» OCHOBbIBAeTCA Ha NpUHLMNE «HENPAMOro» TBepaodasHo-
ro M®A B AByx3TanHom MHKyOauun. B nyHkax nnaHweTta 3acopOmnpoBaH KancuaHblii aHTureH BoOb.
Bo Bpema nepBoro stana nHkybaummn nccnegyemoix o6pasuos B nyHkax VMIOA-nnaHweTa cneymn-
unyeckme k VCA aHTMTENA CBA3LIBAIOTCA C aHTUreHamun Ha TBepaoit daze. J/lyHKn oTMbIBatoTCS
ANS yAaNeHUs HECBA3AHHbIX @HTUTEN, OCTAKOTCS TObKO cneunduyecke KOMNIEeKChl aHTUreH-aH-
TMTeno. MNocne 31oro 4o6aBNAETCA KOHBIOraT aHTUBUAOBbLIX @HTU-IgG MOHOKNOHANBHbIX aHTUTEN
C NEepOKCUAA30M XpeHa, KOTOPbLIA CBA3BIBAETCA C MMMYHHbIMWM KOMNAEeKCaMn Ha TBepaol ase.
HecBA3aHHbIe KOMMOHEHTHI yAANFI0TCA BO BPEMA OTMbIBAHUSA. VIMMYHHbIE KOMM/1EKChI BLIABNASIOT-
ca fobaBneHvem pactsopa xpomoreHa 3,3, 5,5-tetpametnnbensnanHa (TMB) ¢ nepekuncelo Bo-
popogaa. Nocne 30-TM MUHYTHOW MHKYBaUnn peakumnsa ocTaHaBIMBaETCA K onTuyeckas NIOTHOCTb
(Of1) B nyHkax onpegenserca Ha cnekTpooTomeTpe npu AnnHe BonHbl 450/620-695HM. NHTEH-
CVMBHOCTb XEeNTOM OKPacKn NponopLMoHansHa KONMYeCTBY aHTUTeN B oOpasLe.

4. MATEPWAJTbl U OBOPYIOBAHUE

4.1. CocTaB Habopa

NOA-nnaHwer (12 ctpunos no 8 NyHoK)

ELISA STRIPS 1x96 B KaXAoW NyHke nnaHuera 3acopbuposaH PEeKoM-
NYHOK OVHaHTHbI KanCUAHbIA aHTUreH Bupyca INWTei-

Ha-bapp. J/TyHKn MOXHO oTAeNATb.

Pepakuna 3
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MonoxuTenbHbIA KOHTPOb

CONTROLJ +] 1x0,5 mn PacTtBop cneunduyeckmx MIMMyHOrNo6yIMHOB C KOH-
CepBaHTOM (PO30BbIN).
CONTROL] ] 1%0.5 Mn OTpuLaTenbHbIi KOHTPONb

PacTtBOop anbbyMuHa C KOHCEPBAHTOM (KENTbIN).

PactBop Ana pa3BefeHns CbIBOPOTOK

SAMPLE DILUENT 1xX12 mn BythepHbIi pacTBOp C AETEPreHTOM U KOHCEPBaHTOM

(KOPUYHEBO-3E€MEHbIN).

PacTBOp KOHBIOraTa (roTOB K MCNONb30BaHMI0)

[CONJUGATE SOLUTION] | 1x12 mn BythepHbIi pacTBOP MOHOK/TOHAMbHbIX aHTuTen K 1gG
yenoBeka, KOHbIOIMPOBAaHHbLIX C MEPOKCMAA30M Xxpe-

Ha, cCo cTabunamnsatopamMu n KOHCEPBAHTOM (3€NEHbIN).

PactBop TMB (roToB K cnonb30BaHuio)
TMB SOLUTION 1x12 mn Pacteop TMbB, H,O,, crabwnusatop, KOHCepBaHT
(6ecuBeTHbIN).

PacTtBop anst npombiBaHus Tw20 (20X KOHUEHTpaT)

[WASH TWEEN]20X] 1x50 mn 20-TU KpaTHbIA KOHLEHTpaT doctatHoro 6ydepa ¢
TeuHoM-20 1 NaCl (6ecuBeTHbIN).
STOP SOLUTION A2 Mn CTon-peareHT (roTOB K NCMOb30BaHNIO)

Pacteop 0,5 M H,S0O4 (GecuBeTHbiIi).

Knerikag nnexka (2), 6naHk BHeceHns npoo (1) U MHCTPYKLUMA MO MPUMEHEHMIO.

4.2. lononHnTeNbHbIE peakTuBbI, MaTepUanbl U 060pyaoBaHNe
— ABTOMaTtU4eckue nunetkn nepemeHHoro oovema Ha 10-1000 MK M HAKOHEYHUKK K HUM;
— cnekTpooToOMeTp (pUaep) AN MUKponIaHweToB Ha 450/620-695 Hwm,

mMepHas nabopatopHaa nocyga (10-1000 mn);

— OENOHU3MPOBaHHas UM ANCTUNNNPOBAHHANA BOAA;

— TepmocTaT Ha 37°C;

— aBTOMAaTUYECKUIA UIN NOTyaBTOMaTUUYECKUI NPOMbIBATE b M1aHLWETOB (BOLWep);

— KOHTelHepbl AN OTXOA0B NOTEHUMAaNbHO 3apaXeHHOro matepmnana;

— Tanmep;

— uneTpoBanbHaga Oymara;

— OflHOpa30Bble NepyaTku;

— AesvHduuMpytoLmne CpeacTsa;

— 3allMTHas odexaa.

5. MPEAOCTEPEXEHNA U TEXHUKA BE3OIMACHOCTH

5.1. MpepocTtepexexus

CobniofeHne BpeMeHn MHKyoaumn v TeMneparypsl IBASETCS YPE3BbIYANHO BAXHbLIM A/151 KOPPEKTHOrO pesy/biara
NOA.

— He MCMNo/b30BaTb KOMMOHEHTbLI TECT-CUCTEMbBI MO OKOHYAHWMIO CPOKa roAHOCTY;

— HEe NCnoNb30BaTh NPY @aHaIN3e U He CMeLIMBaTb KOMNOHEHTbI Pa3HbIX CEPUA, KOMMNOHEHTbI 13
TECT-CUCTEM Pa3INYHBIX HO30MNOMMIA UK peareHTbl APYrnx NPON3BOAUTENEN B COYETaHUN C
Ha6opamun Vitrotest®;

Mpumedarme: gonyckaercs ucnonssosanme [WASH TWEEN]20X] [TMB SOLUTION] # [STOP SOLUTION]

APyrux cepui.

— NOC/1e NCNOMb30BaHMA peareHTa 3akpbliBaTb KaXAbli (1akOH CBOEN KPbILLKOW;

— BO BPEMS MPOMbIBaHWA KOHTPONMPOBATb HAMNOMHEHME W MOMHYIO acnupaunio pacteopa 13
NYHOK;

— KaxpAblli pa3 nCnonb30BaTb HOBbIM HAKOHEYHWUK NMUNETKN ANA BHECeHUs 06pasLOoB UK pea-
reHTOB;

— n36eraTb NONaAaHUA NPAMbBIX CONHEUHbIX NyYell Ha peareHTbl TeCT-CUCTEMBI;

- ﬂOﬂ)KeH OblTb 6eCLBETHbIM Mepeancnoib3oBaHemM. Ecnvpactsop okpalleH
B CUMHWIA UV XEeNTbl LBET ero HeMb35 NCNoMNb30BaTh. Mi36eratb KOHTaKTa
C MeTannamu unav noHamu metannos. [ng padoTel ICNONb30BaTb TONBKO YUCTYIO, TLATENBHO
BbIMbBITYO ANCTUN/IMPOBAHHOW BOAOW NOCYAY;

— HW B KOEM C/ly4ae He UCMOMb30BaTb OAHY U Ty Xe nocyay And [CONJUGATE SOLUTION]

TMB SOLUTION|

lpoussognTeib He HeCeT OTBETCTBEHHOCTH 30 /I00bIe HEKOPPEKTHbIE PE3Y/IbTATH M HEONAroNpHUSTHbIE CTY4anu,
BO3HUKLUINE BCAICACTBAC HOAPYLLICHWI BbILIEYKA3AHHBIX IPEAOCTEPEXeHH. [Ipon3BoaNTE b HE HeCeT OTBETCTBEHHOCTH
30 BU3YQ/IbHBII YHET PE3y/IbTATOB AHA/N3A (6€3 MCOMb30BAHNS CIEKTPOMOTOMETPA).

Pepakuus 3 2/8



5.2. TexHuka 6e30nacHoOCTH

— BCE peareHTbl Habopa npefHasHaveHbl TONbKO ANS in Vitro AMarHOCTUKM U MOTYT MCNOMb30-
BaTbCHA TO/TbKO KBa}'Il/ICbVILLMpOBaHHbIM nepcoHanowm;

— MOCTAaHOBKY aHa/in3a npoBOANTb TO/TbKO B 3alNTHOW oaexae, OAHOPA30BbLIX Nep4aTkax n
3aLWNTHBIX OYKaXx;

— He AonyckaeTcd NpuHMMaTb nully, NTb, KYPUTb UKW MONMb30BATLCA KOCMETUMKOW B KOMHaTe
BbINMO/THEHUNA TECTQ,

— He nNMneTMpoBaTb PACTBOPbLI PTOM,;

— MONOXUTENbHbIA U OTpI/ILI,aTe/'IbeIﬂ KOHTPO/IM He coaep>xaT KOMMOHEeHTOB 4Ye/sioBe4dYeCKoro
npouncxoxageHna,

— XUWAKue oTxo4bl CnefyeT MHAKTMBMPOBaTb, HanpuMmep, PacTBOPOM Nepekncy BoAopoaa B KO-
HEeYHOoWn KOHUEeHTpaunn 6% B TeyeHune 3 yacoB npu KOMHAaTHOW Temnepartype, uan runoxnopu-
TOM HaTPWSA B KOHEYHOW KOHUEeHTpaunn 5% B TederHne 30 MUHYT, AN APYrMMK pa3pelleHHbl-
MU Ae3NHMULNPYIOWNMU CpeacTBamu;

— TBepAble OoTXoAbl cnegyetr MHAKTUBMPOBATb MyTeEM aBTOK/1AaBUPOBAHUA Mpu TeMmneparype
121°C B TeyeHue 1 vaca;

— YTUNN3aumnto MHAKTMBUPOBAHHbLIX OTXOA0B NPOBOANTb COrMIaCcHO ,Cl,el7ICTB\/DOLLI,eMy HauMoHanb-
HOMY 3aKOHOAATE/TbCTBY;

— He aBTOK/1aBMpPOBAaTb PaCTBOPLI, cogepXallne asng Hatpua Uan rtnoxXn10pnT HaAaTPpU4d,

— HEeKOTOpble KOMMOHEHTbl TeCT-CUCTeMbl COoAepXaT HU3KMe KOHUeHTpauun BpedHblX Be-
WecTB M MOIyT BbI3BaTb pa3gpaXeHune KOXW U CAN3UCTbIX 060/104eK. |_|pl/l nonagaHum
[TMB SOLUTION], [STOP SOLUTION] # [CONJUGATE SOLUTION| Ha cnnsuncTblie 060104KM U
KOXY HeOGXOLI,I/IMO HeMed/IeHHO NPOMbITb MOPa>XeHHoe MeCTo 60MbLWMM KONMUYECTBOM BOAbI;

— B C/ly4ae pa30pbi3rMBaHna pacTBOPOB, HE COAEepXallunX KUCIOTY, HanpuMmep, CbiIBOPOTOK,
06paboTaTb NOBEPXHOCTb AE3NHMULMNPYIOLNM CPEACTBOM, @ 3aTEM BbITEPETL HACYXO Pu/b-
TpoBanbHOM Oymaron. B apyrom cnyyae KMCnoTy cHavana HeoOXoAMMO HENTPann3oBaTb pa-
CTBOpPOM GMKapéoHaTa HaTpu4, a 3aTeM BblTepeTb NOBEPXHOCTb, KakK ONMMCaHoO Bblle.

6. XPAHEHWE N CTABW/IBHOCTb

PeareHTbl TeCT-CUCTEMbI CTAOWU/IbHbI B TEYEHWE CPOKA MOAHOCTH, yKa3aHHOroO Ha 3TUKETKe, ecnu
nx xpaHutb npu 2-8°C. He gonyckaeTtcs 3amopa)xuBaHue TecT-CMCTeMbl. TpaHCnopTMpoBaThb Ha-
6op npu Temnepatype 2-8°C. [lonyckaeTcs O4HOKPATHas TPaHCMOPTUPOBKa Npy TemnepaTtype He
Bblwe 23°C B TeUeHmne ABYyX CYTOK.

7.1TOArOTOBKA OBPA3LIOB

O6pasubl CbIBOPOTKN MM NNa3mbl KPOBM XpaHUTb Npu Temnepatype 2-8°C He 6onee 3 cyToK
nocne 3abopa. [Anga 6onee onNTENBHOrO XpaHeHNs 00pa3Libl XPaHUTb B MOPO3U/IbHOM KaMepe npu
Temneparype ot -20 go -70°C. 3amMopoXeHHble 06pa3ubl nepes UCNonb30BaHWEM HEOOX04MMO
Pa3MOpPO3UTb U BblAepXaTb NPU KOMHATHON Temnepatype B TedeHne 30 MUHYT. He ncnone3osats
nporpeTble o6pasubl. [locne paamopaxuBaHus o6pasubl cnedyeT nepemelarte ANa AOCTUXEHNS
OAHOPOAHOCTU. N36eraTb MOBTOPHOMO 3aMOpaXXMBaHWSA-OTTanBaHUA nccnegyembix o6pasLos. B
C/ly4Yae NOMYTHEHMWA CbIBOPOTKM (MW NNa3mMbl) 0CBO6OANTL 06pa3eL, OT HEPACTBOPUMbIX BK/IOYE-
HWUI ueHTpudyrnposarmem npy 3000 06./MUH. B TedeHne 10-15 MuHyT. He ncnone3oBaTtb o6pasubl
CbIBOPOTOK (MM NNa3Mbl) C BbIPaXeHHOW NMNUAEMUEN, reMOM30M, a Takxe 6akTepuanbHbIiM Npo-
pacTtaHveM. Ha pe3ynsraTbl aHannsa He BAMAET NpUCYTCTBrE B oOpa3sue OUIMpyouHa B KOHLEH-
Tpaumn go 0,21 mr/mn (361,8 MkmMonb/n), remornobuHa B KoHUeHTpauuu o 10 Mr/mn n Tpurnnuepm-
[0B B KOHUeHTpauuun o 10 mr/mn (11,3 mmons/n).

8.MOArOTOBKA PEATEHTOB

O4eHb BaOXHO BbIAEPXATb BCE PEAreHTbl TECT-CUCTEMbI TP KOMHATHOM Temneparype (18-25°C) B rederune 30 MuHy T
nepes ncnosib30BaHnem!

8.1. MoarotoBka NOA-nnaHweTa

Ona npenynpexaeHns KoHaeHcauun Bodbl B IyHKax HEOOX0AMMO OTKPbIBaTb
TONbKO Moc/e BblaepXuBaHuns 30 MUHYT NpU KOMHATHOW TemnepaTtype. MNoToM packpbiTb BakyyM-
HYIO YNaKOBKY, OTAENNTb HEOOXOAMMOEe KOMMUYECTBO /IYHOK, @ OCTa/lbHble Cpasy Xe TWaTesbHO
yMnakoBaTb C BNaronornoTMTenem U XpaHnTs N10THO 3AKPbITLIMU HA 3AMOK (zip-lock) npu Temnepa-
Type 2-8°C. XpaHeHune TakMM 06pa30oM ynakoBaHHOro naaHweTa o6ecneynBaeTt ero ctabuabHO-
CTb B TeUEeHue 3 MecsaLues.

8.2. MpuroTtoBneHune pacTeopa Ans NPOMbIBaHMUS

[Na NpuUroToBfeHWsa pacTBopa ANd NPOMbIBaHWA passecty koHueHTpat [WASH TWEEN]20X]
1:20 (1+19) AMCTMNNNPOBAHHOK UM AENOHM3MPOBAHHO BOAON, 3aTeM nepemeluatb. Hanpumep,
4 MmN KOHLeHTpaTa + 76 Mn BOAbl, YTO AOCTATOYHO ANdA 8 NyHOK. B cnyvae Hanuuma Kpuctannos B
KOHLEHTpaTe pacTBopa ANs NPOMbIBaHUA, NporpeTb iakoH npu 37°C 40 NOMHOro pacTBOPEHNS
kpuctannos (15-20 MuH.). Pa3BeaeHHbIn pacTBOP MOXHO XpaHUTb Npu Temnepatype 2-8°C He 60-
nee 7 CyTOK.
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9. MPOLEEAYPA AHAJTN3A

91. TMoAroToBUTL HEOBXOAMMOE KOMMYECTBO /YHOK ANS aHanM3a (KoM4yecTso
nccneayemblx 06pasLoB 1 YeTbipe NyHKU AN KOHTPONEeN), BCTaBUTb UX B paMKy DA-nnaHweTa.
JIyHKM C KOHTPONIAMK 06A3aTe/IbHO BK/TIOYaTb B KaX Ayl MOCTAHOBKY aHanusa.

9.2. 3anonHuTtb 6naHk BHeCeHNd Npoo.

9.3. lNpUrotoBMUTL PacTBOP ANS NPOMbIBaAHMS COM1aCHO MYHKTY 8.2.

9.4. BHecTn BO BCe NyHKM nnaHweTa no 90 mMkn A

9.5. BHecTu B NyHKM No 10 MKA KOHTDOAEN W UCCAedyeMbx 06PasLoB: B NyHKy Al — [CONTROL] + ],
B nyHkn B1, C1w D1 —A B octanbHble nyHku - uccnegyemble o6pastbl. OCTOPOXHO
nMNeTMpoBaTb CMeCb B /IyHKax, He AOMyckaa neHoobpasoBaHus. [Npu BHeceHnn obpa3uoB
NMPOUCXOANT U3MEHEHNWE LiBETa pacTBOpa AN pPa3BeAeHUs CbIBOPOTOK C KOPUYHEro-3e1EHOro
Ha CUHWIA.

9.6. 3akneuntb CTpWMbl KNENKOW NNEHKON U MHKYOMpOBaTb B TeueHne 30 MUHYT Npu Temneparype
37°C.

9.7. Tlo OKOHYaHUN MHKYOaLMM OCTOPOXHO CHATb KAEWKYIO MAEHKY U MPOMbITh IYHKW MATb pa3 C
MCNOMNb30BaHMEM aBTOMAaTUYECKOrO MPOMbIBATENA WM 8-KaHaNbHOM MUNETKM CAeaylowmnMm
obpaszom:

— Y[AanuTb COAEPXMMOE TYHOK B KOHTEMHEP AN XUAKUX OTXOLO0B;

— HaNoOMHWUTb NTYHKM He MeHee YeM no 300 MK pacTBOPOM 4719 MPOMbIBAHWA, OCTaBUTL HE MEHee
yem Ha 30 cekyHg;

— acnupupoBaTb PacTBOP M3 /lyHOK, OCTAaTOYHbIA OObem pacTBopa Mocne acnvpaumm Ha Bcex
3Tanax NPOMbIBaHUA AO/MKEH COCTaBNATb He 6onee 5 MK,

— MOBTOPWTL NpoLeaypy NPOMbIBaHUS eLle YeTblpe pasa;

— nocne nocnegHen acnupaumm n3baBUTLCS OT NULWHER Bnaru, NOCTyKuBas MAaHLWeToM Mo
hunsTpoBanbLHOM ymare.

9.8. B nyHku BHecT no 100 mkn [CONJUGATE SOLUTION]. CTpunbl HakpbiTs HOBOW KWKo
NNeHKOoM N nHKybrpoBaTb B TeueHne 30 MuHyT npun 37°C.

9.9. Mo OKOHYaHUM MHKYOaUMM OCTOPOXHO CHATb KNEMKYIO MNEHKY 1 MPOMbITb TYHKM NATb Pa3, Kak
onucaHo B NyHkTe 9.7.

910. He kacadcb AHa v CTEHOK NIyHOK NnaHweta, BHectn no 100 Mkn B /YHKW.

9M. NHkyOupoBsaTb CTpUnbl B Tederre 30 MUHYT B TEMHOM MecTe Npu KOMHATHOW Temnepatype 18-
25°C. He ncnonb3oBaTh KAeRKyto NAIEHKY Ha AaHHOM 3Tane.

912. Ina octaHOBKM (hepMeHTaTUBHONM peakumn BHeCTU B nyHkM no 100 mkn |[STOP SOLUTION|,
NpUAEPXMBASACH TOW Xe NOCNef0BaTENbHOCTH, YTO U NpK BHECeHMN [TMB SOLUTION|

913. NamepuTb Ha cnekTpodotomeTpe Of B KaXAaol nyHKe npv AAWMHE BOJHBI -695 HM
B TeyeHne 5 MMHYT noc/ie OCTaHOBKM peakumn. O6paTuTb BHUMAHMWE Ha YUCTOTY HapyXHOM
NMOBEPXHOCTM AHa NIYHOK 1 OTCYTCTBME MY3bIPbKOB.

Yyet pe3ynbraroB aHA/IM3a MOXHO MPOBOANTL B OAHOBO/THOBOM PEXUME NPy A/IMHE BO/HBI 450

HM, B 3TOM _C/ly4ae cnegyer OCTAaBUTb JIYHKY /151 YCTaHOBIEHUST O/IQHKA (B TAKYKO JIyHKY BHOCUTb

T0/1K0 [TMB SOLUTION] # [STOP SOLUTION).

10. YHET PE3YJIbTATOB U UX UHTEPMPETALINA
10.1. Yuet pe3ynbTaToB aHann3a

Paccuuntatb cpegHee 3HadeHne Ol oTpuuaTenbHOro KoHTpons (NC), ypoBEHb FpaHUYHOro
3HauveHus (Cut off - CO) n nHaeKc no3nTMBHOCTM o6pa3ua (IPsample),

Nc = (NcT+ Nc2 + Nc3)/3;
CO=Nc+03;
OD /CO; roe OD - Orn

sample sample’ sample obpasua

P

10.2. [locToBEPHOCTL pe3y/bTaToB aHann3a
ﬂ,aHHbIe Tecta CUHMTatTCA AOCTOBEPHBIMU, €C/T OHM OTBeYatoT cneaytounm Tpe@OBaHV]ﬂMZ

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

Ecnn ogHo 13 3HayeHwuii Ol oTpuuaTenbHOro KOHTPONS BLIXOAWT 3a npeesbl yKasaHHOro
BbIlLE MHTEePBana, ero oTépachiBaloT U paccunTbiBaloT cpeaHee Nc no ocTasibHbIM 3HauYeHnam Ol
oTpuLaTensHOro KoHTpons. Ecnn 6onee ogHoro 3 3HaveHnit Ol oTpuLaTeNbHOro KOHTPONS He
0TBEYaloT yKa3aHHbIM TPeOOoBaHNSAM, TO TECT CUMTAETCS HEKOPPEKTHbIM ¥ TpebyeT NMOBTOPHOro
aHanusa.
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10.3. UHTepnpetaumsa pe3ynbratoB

1P e > 11 MONOXUTE IbHbIN
09<IP_ <1 HEOMPEAE/EHHbIN*
1P mpe <09 OTPWLIATE/IbHBINA

*HeonpepeneHHble o6pasubl pekoMeHayeTCq nccnenoBaTb NOBTOPHO. Ecnn pesyneratel cHOBa
OyayT B Npefenax HeonpeaeneHHolx, ceayet NpousBecTv 3a00p HOBOro oopasLa.
VHTepnpeTaumna pe3ynstaTtoB onpegeneHne aHtuTen,
cneundguyecknx K aHTUreHam Bupyca nwreiiHa-bapp

Hannune aHtuTen k aHtureHam B36

VIHTepripetaumns pesynstara
aHTn-VCA-IgM | aHtu-VVCA-IgG |aHTn-EBNA-IgG

MHKy6aUVOHHbIN Nepro nnn oTcyTcTBmne
NHbekunm

Bbissnatotca OtcytctBytoT | OTCcyTCTBYIOT BepoaTHO paHHAA CTaaua MHMeKLun*

[aHHbI ceponornyeckuii npodune MOXeT

COOTBETCTBOBATh NacT-MHMEKLMN, OAHAKO

HedaBHAA MHEKUMSA He MOXET OblTb

VckAtoYeHa *

Beiasngorca Beiasngtorca OTtcyTcTBYIOT OcTpas nHdeKkLms

OTcyTcTBYIOT OTcyTcTtBYIOT OTcyTcTBYtOT

OtcytcTtByioT | Buissnawotcs | OTcyTCTBYIOT

Mpodunnb CNOXHO MHTEpNpeTnpoBaTb. OH

MOXeT OTOoOpaxaTb MO3AHIO NePBUYHYIO

BbiasnawoTca Boiasnqatorca BbIBNAIOTCA | H(EKUMIO UMM PeaKTMBALMIO, OAHAKO HeMb3d

NCKAOYUTE NOXHOMONOXNTENbHBIA pe3ynbTat
BblgBNeHNS IgM

OrtcyTtcTBytoT BbiaBnatoTcs Buiasndiorca MacT-nHekuns

* pekoMeHayeTcs NoBTopHOe o6cnefoBaHme nayumenTa Yepes 2-3 Hegenu

1. ANATHOCTUYECKME XAPAKTEPUCTUKW TECTA

11.1. CneundnyHOCTb 1 YYBCTBUTENBHOCTD

B cpaBHUTENbHbBIX CCNefoBaHNax TecT-cuctemsl «Vitrotest EBV VCA-IgG» ¢ gpyroi kommep-
yeckon tecTt-cuctemoint, umetowen CE MapkmpoBKy, Obliv NpoaHanu3npoBaHbl 162 CbIBOPOTKMY,
coaepXxallne aHTuTena knacca lgG kK kancnagHoro aHTUreHy Bupyca SnwTeiHa-bapp, n 124 cbiBo-
POTKW, HE CcoAepxalune ceponornyecknx mapkepoB BIB-nHdekummn. OTHOCUTENbHAA YYBCTBU-
TenbHOCTb TecT-cuctemsl «Vitrotest EBV VCA-IgG» cocTaBuna 99,4%, oTHoCUTebHaA cneumduny-
HoCTb - 100%.

11.2. ToyHoCTb

[ToBTOPSEMOCTH PE3Y/ILTATOB B NPEAENAX OAHOI MOCTAHOBKY aHa/M3A (Intra assay repeatability)

KoathpuumeHTt Bapunaumm (CV) anga 2 CbiIBOPOTOK C pa3HbiM YPOBHEM cneundmnyeckmx Kk EBV VCA
aHTUTen knacca IgG oueHnBanu B 32 NoBTOpax Ha OAHOW CepPUN TECT-CUCTEMbI.

N° cbIBOPOTKH o[)cp |Pcp CV, %
9s 2,525 8,02 32
22S 1,009 3,20 3,9

Bocnponzsoanmocts pesynbTaros Mexay pasimyHeIMyu NOCTAHOBKAaMM aHam3a (Inter assay reproducibility)
KoadppurumeHT Bapnaumnm (CV) Ansg 2 CbiIBOPOTOK C pasHbiM YPOBHEM Cneumpnyecknx aHTuTen
oueHVBanu B TedeHne 4 AHel B 4 NOCTaHOBKaxX aHannsa, No 8 NOBTOPOB B KaX/0OM aHanunse.

N° cbIBOPOTKHM ODcp IPCp CV, %
9S 2,547 8,07 3,8
22S 1,005 318 37
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12. OTPAHUHEHNA AHANTU3A

[onoxuntensHeld pesynsraT B Tect-cucteme «Vitrotest EBV VCA-IgG» aBnaeTcsa CBMAETENbCTBOM
HanNMuna y naumeHTa aHTuTen knacca IgG, cneumguyHbIX K KanCuaHOMy aHTUreHy BUpyca SniiTeriHa-
bapp, koTopble MpoayuMpyloTCs OpraHMaMomM npu B3OB-vHgekumn n octaloTcs Ha ypPOBHE, 4To
onpefenseTcs B TeYeHWe BCEeW XU3HW. Hanuume aHTUTEn 3Toro Knacca Yy HOBOPOXAEHHbIX He
ABNAETCS JOoKa3aTeNbCTBOM MHMULMPOBaHMS BUPYCOM DnuiTeiHa-bapp.

[N KOPPEKTHOM AnarHOCTMKK IniiTeiHa-bapp BUPYCHOW MH(EKUNN PEKOMEHAYETCS NMPOBECTYH
nccnepoBaHne Ha Hanuume aHTu-VCA-IgM n aHT-EBNA-IgG aHTUTEn, Hanpumep, B TecT-cuctemax
«Vitrotest EBV VCA-IgM» 1 «Vitrotest EBNA-IgG».

[na noctaHOBKM AnMarHosa cnegyet yuuTblBaTb Kak pe3ynbraTbl 1abopaTopHbIX MCCNefoBaHui,
TaK 1 KNMHUYeCKne nNposBieHnsa 3a00neBaHus.

13. MPOBJIEMbI, KOTOPBIE MOT'YT BO3HUKHYTb MNMPU NMPOBEAEHWNN NDA U
CNOCOBbl UX YCTPAHEHUA
BO3MOXHbIE TPUYNHBI CriocoObl yCTpaHeHus npobnem

Bbicokuii (hoH B /lyHKAX BCEro NaHLeTa
[MpoYNCTUTL rONOBKY NPOMBIBATENS Y MPOMbITH
3arpAsHeHHbIn NpoMbiBaTe b 30% pacTBOPOM 3TUNOBOrO CNNpPTa, 3aTeEM
OVCTUNIMPOBAHHOM BOOOW

Mcnonb30BaTb OYMLLEHHYIO BOAY C YAENbHbIM
conpotusnerHunem =10 MQ-cwm.

HuW3koe kKa4yecTBO UM 3arpA3HEHHOCTb BOAbI

icnonb3oBaHmne NaIoxo BbIMbITOW NOCyAbl Vicnonb3oBaTh XMMUYECKN YNCTYIO NOCYaY
Mcnonb3oBaHne Ae3nHUUMPYOLWNX CpeacTs, He ncnonb3oBaTth X/1I0pcoAepXaLyme
cofepxalimx xaop Ae3nHpuumpyolmMe cpeactsa
Mcnonb3oBaHune 3arpsasHeHHbIX

VIcnonb30BaTh HOBbIE HAKOHEYHWKM
HAKOHEUYHWKOB cnonesosa OBbIC HAKOHE
YBeM4eHo BpeMa MHKyGaLUmumn unm nuameHeH MpuaepxrBaTbCa pexnmMa HKyGauum
TEeMMNepaTypHbIA PexXnm COrNacHO MHCTPYKLMK MO MPUMEHEHNIO

Bbicoknit poH B OTAE/IbHBIX PSAAX

[MoBTOpHOE BHeceHue pactBopa TMb Pactsop TMB BHOCUTL 04WH pa3
3arpsisHeHne KoHyca aBToMaTuyHoOM NuneTkn  MpoYnCTUTb MUNETKY U OCTOPOXHO HabupaTb
pacTBOPOM KOHblorata pactBop

[MpoYnCTHTL KaHan NPOMbIBaTENS, MPOMbITh

rPA3HEH OAMH U3 KaHaNoB NPOMbIBaTENS
3arpssHeH o 3 KaHanoB nNpo aTen BOwEp

3rnaqenne Of1 no0XNTE/IbHOrO KOHTPO/ISI HUXE YCTAHOBAEHHOM rPAaHULIbI

HenpaBWIbHO NPUIrOTOBIEH UK HE BHECEH
OOWNH N3 peareHToB (KOH'bIOI'aT nnn pacTeop

MoBTOopHO NpoBecTn NPA, o6patnTb
BHVMMaHWe Ha NPUroTOBAEHNE 3THX PeareHToB

TMB)
CokpalleHo BpeMs nHKyGaunm Ha OAHOM MX MpoBOANTb MHKYBALMIO COrNAacHO MHCTPYKUMK
3TanoB No NPUMEHEHWIO

WHTEHCMBHOCTb OKPALUMBAHUS JYHOK He oTBeqaert nosay4erHon Of1
CMeLlleH onTuYeckuii nyy [MpoBEepPUTE KOPPEKTHOCTL PAabOThl puaepa
JINTEPATYPA
1. Bo3Byautenu BUPYCHbIX MHpeKLUMA YenoBeka. // MeanumHckas Mukpoouonorus. / I'n. pea. B.M.

Mokposckuii, O.K. MozeeB — M.: T'SOTAP MeaunumHa, 1998. — C. 745-822.
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after 35 Years.// J. Clin.Microbiol. — 2004. — V.42, No.8 — P. 3381-3387.

4. Lennette, ET. Diagnosis of Epstein-Barr Virus Infections, In E.H. Lennette (ed.), Laboratory Diagno-
sis of Viral Infections. - Dekker Publishing, New York, 1985. - P.257-271.

5. Lennette, ET. Epstein-Barr Virus, In P.R. Murray (ed.), Manual of Clinical Microbiology. - ASM Press
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6. Sumaya, CV,, Jenson, H.B. Epstein-Barr Virus, In N.R. Rose (ed.), Manual of Clinical Laboratory
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Vitrotest® EBV VCA-19G
CXEMA AHA/IM3A

Bbioepxatb Bce peareHTbl He meHee 30 MuHyT npun 18-25°C nepepg
MNCMob30BaHNeM

BHecTr no 90Ul [SAMPLE DILUENT| B NyHKW CTPUMNOB

(kopn4yHeBO-3e/1EHbIN LBET)

BrecTn no 10pl KoHTpoNen 1 06pasuoB B NYHKM:

A1 —[CONTROL[+]

B1, C1, D1~ [CONTROL]-],

E1 1 ocTanbHble NyHKN — nccnegysBaemMble o6pasLbl
(UBET MEeHSeTCs1 C KOPUYHEro-3e1EHOro Ha CUHWIA)

3aKkneunTb CTPUNbl NNEHKON, MHKYOUpoBaTb 30 MUHYT npu 37°C

MpoMbITb NyHKK 5 pa3 po3BeaéHHbIM 1:20 (1+19) pacTBOpOM ANS NPOMbIBaHUA
Tw20 (300l B nyHKY)

BHecTtr no 100ul [CONJUGATE SOLUTION] B Kaxayto NyHKY
(3enéHbIi yBerT)

3akneunTb CTpUNbl NNEeHKOM, MHKyOupoBaTe 30 MUHYT npu 37°C

MpoMmbITb NYHKK 5 pa3 po3seaéHHbim 1:20 (1+19) pacTBOpPOM ANS NPOMbIBaHMS
Tw20 (300l B NyHKY)

BHectr no 100 pl [TMB SOLUTION| B KaxAyto NyHKY

MHky6uposaTb 30 MMHYT B TEMHOM MecTe npu 18-25°C

OcTaHoBUTb peakumio BHeceHnem no 100ul |STOP SOLUTION

(UBET MEHSIETCS C CUHEro Ha XENTbIN)

OnpegennTb onTnyeckyto nnoTHocTe (OD) npu 450/620-695nm

YYET PE3Y/IbTATOB MHTEPIMPETALINS PE3YJIbTATOB
Nc = (Nc1+ Nc2 + Nc3)/3; _
CO=Nc+03; P >11 | MONOKNATENbHbIN
P 1p1e=OP e/ CO; B _
Nc - cpeaHee 3HaueHne OI‘I3, 0.9< ||3Samme <11 HEOMPEAE/EHHbBIN
CO - rpaHMyHOE 3Ha4veHue,
P, 6™ MHAEKC NO3UTMBHOCTH 0GpasLa |Psamme <0.9 OTPULIATE/IbHbIN




Vitrotest® EBV VCA-lgM TKO52

MIMMYHOepMeHTHas TecT-cuctema ANs KayeCTBEHHOMO ¥ NONyKONINYeCTBEH-
HOro onpefeneHns aHTUTen knacca IgM K KancMaHOMY aHTUreHy BUpyCa 96 aHannsos
SnwreiiHa-bapp (VCA).

1. HASHAYEHWE

VIMMyHOhepmeHTHaa TecT-cuctema «Vitrotest EBV VCA-IgM» npegHa3HaveHa ANS9 KayeCTBEH-
HOro M MOYKONMYECTBEHHOro onpeaenexHns aHtuten knacca IgM k kancugHomy aHTureny (VCA)
BMpyca dnwTeliHa-bapp B CbIBOPOTKE UM N1a3Me KPOBU YeioBeKa.

TecT-Habop MOXeT OblTb MPUMEHEH Kak A5 NPOBeAEHNA UMMYHOPEPMEHTHOro aHannsa (MDA)
C NCNONb30BaHMEM aBTOMATUYECKMUX MUNETOK U CTaHAAPTHOro 060PyAOBaHUA, Tak 1 A9 NocTa-
HOBKMW Ha aBTOMaTV4E€CKOM MMMYHO(EPMEHTHOM aHann3aTope OTKPbLITOro Tmna.

2. KNMHMYECKOE 3HAYEHME

Bupyc 2nwreiiHa-bapp (B3B), Takxe M3BECTHLIN, Kak BUPYC repneca Yyenoseka 4-ro tvna, ABNseTcs
3TMONOMNYECKUM areHTOM Taknx 3a60neBaHuii, Kak MHMEKUMOHHbI MOHOHYKN€03 (MM), numdoma Bep-
kuTTa (/1B), HasotapuHreanbHaa KapunHoMma.

3apaxerune BOb B paHHEM AeTCTBe SBNAETCA NPEVMYLLECTBEHHO 6E€CCUMNTOMHBIM. VIHMumnpoBa-
HVe B NOAPOCTKOBOM WK PAHHEM B3POC/IOM MEPUOAE HacTo BNeYeT KAuHuyeckuii M. B tnnnyHom
cnydae 60ne3Hb NPOABAAETCA Kak (hapuHrnT, nnMdaaeHonaTusa U nuxopaaka. B 6onbwmnHcTBE CAy-
YaeB CMMNTOMbI MCYe3atoT Yepes 2-4 Hefenu, oaHako, y 6onee 90% B3pOC/bIX Pa3BMBAETCA NaTEHT-
Has nHpekunsa B B-numpoumntax. NMpumepHo y 1% MMMYyHOKOMNETEHTHbIX MHANMBMAOB MOTYT BO3HMKATb
TSXEeNble OCNOXHEHNS (renaTuT, MUOKAPAKT, Pa3PbIB CENE3EHKU, HEBPONOTrMYeCKne 0CNoXHeHus). B
MMMYHOCYNPEeCCMPOBaHHbIX NNL NepBrUYHas BIB-nHdeKumns NpuBoanT K TAXKENbIM PaCCTPORCTBAM (Ha-
npumep, J1B).

Ana na6opaTopHO AnarHoCTMKK BIB-MHMeKUMN NPYMEHSIOT NONMMEepasHyto LUenHylo peakumio
N CEPONOrNYeCcKne MeToabl UCCNeA0BaHMMA, KOTOPbIE BK/OUYAIOT TECT Ha BbISBNEHWE reTepodUIbHbIX
aHTUTEeN v onpeaeneHne cneunuyecknx aHTuTeNn MeToAoM MMMyHoepMeHTHOro aHanun3za (M®A). Mo-
CNefHUA MeToa NO3BOMAET He TONBbKO YCTaHOBUTL hakT MHuUmpoBaHua B3b, Ho v cTaguio 3a6one-
BaHMS.

OntManeHaa KOMOMHALMA CEPONOrMYecKnX TeCToB ANS ANArHOCTUKK BIB-nHdekunn Brkaoyaet
BbigBNeHne 1gG un IgM aHTuTen, cneunduyHbiX K BUPYCHOMY KancuaHomy aHTureHy (aHtn-VCA-IgG,
aHTn-VCA-IgM) n agepHomy aHTureHy (aHtn-EBNA-IgG). AHTU-VCA-IgM aHTuTena nosBnaoTCS B opra-
HU3Me NpU paHHel nHdekuun n ncyesaloT B TedeHune 4-12 Hegenb. IgG kK VCA BbISBASIOTCS HECKObKO
nosxe (Yepes 2-4 Hegenu Nocne MHPUUMPOBAHWS), X KOHLEHTPaUMsa 4OCTUraeT MakCMMaibHOro ypoB-
HS TaK>XXe Ha HayabHbIX CTaamnax 3a60N1eBaHNS, MOCTENEHHO CHUXAaACb, OAHAKO, 3TN aHTUTeNa onpeae-
NATCA B TEHYEHME BCEN XU3HW. ECM aHTUTENa K BUPYCHOMY KancuaHOMY aHTUreHy He onpeaensoTcs,
TO Ye/IOBEK ABNSETCA BOCNPUMMUMB K BOB-nHpekumnm.

AHTU-EBNA-IgG BbIpabaTbiBalOTCA OPraHn3mMom Yepes 2-4 mecsila Nocne NosBAEHNS CUMNTOMOB, Y
60MbWMHCTBA MH(MLMPOBAHHBIX MX BLICOKWUA YPOBEHE COXPAHAETCA B TeUeHue BCell Xn3nn. OgHospe-
MeHHOe o6HapyxeHue IgG, cneundnuecknx kK EBNA n VCA, aBnaetcsa nokasatenem nact-mHekumn.

3. NPUHLWM AHATIU3A

Onpegenenne aHTMTen knacca IgM Kk KancuaHOMy aHTUreHy Bupyca 2nwTeliHa-bapp B
TecT-cucteme «Vitrotest EBV VCA-IgM» ocHoBbIBaeTcd Ha npuHumne «lgM-3axsata» TBepaoas-
Horo N®A B AByx3aTanHoW MHKybOauuun. B nyHkax nnaHweTta 3acopObmpoBaHbl MOHOK/IOHabHbIE
aHTUTeNa, cneunuyHblie K MMyHornobynnHam knacca IgM yenoseka. Bo Bpema nepsoro stana
MHKYOauumn nccnegyembix o6pasLoB B NyHkax VOA-nnaHwera MMyHOrNoOyIMHbl Knacca IgM
CBSA3bIBAOTCS C MOHOK/IOHA/bHBIMW @aHTUTUTENaMW Ha TBEPAOW (ha3e. ocne oTMbIBaHWA HECBS-
3@HHbIX KOMMOHEHTOB B TYHKMN 400aBNAETCA KOHBbIOraT PEKOMOMHAHTHOIO KancUaHOro aHTUreHa
SnwTeliHa-bapp ¢ NepoKcmMaa3oit XxpeHa, KOTopbln cBA3biBaeTca ¢ aHTU-VCA cneunduyeckmumm
IgM B cocTaBe 06pa30BaHHbIX MMMYHHbIX KOMMIEKCOB Ha TBEPAON ha3e. HecBA3aHHbIe KOMMO-
HEHTbI yAansoTCa BO BPEMSA OTMbIBaHUA. MIMMYHHbIE KOMMIEKCHI BbIABNAOTCA foOaBneHnem pa-
CTBOpa xpoMmoreHa 3,3’, 5,5-tetpametnnbensngunHa (TMB) ¢ nepeknceto sogopoaa. Mocne 30-u
MWHYTHOW MHKYOauUun peakums oCcTaHaBnMBaeTCs 1 ontuyeckas NnnoTHocTe (Of1) B nyHKax onpe-
AensieTca Ha cnekTpooToMeTpe Npu AnnHe BonHbl 450/620-695HM. 3HayeHne Of1, nonyyeHHoe
Ans o6pasua, N03BONAET BbIABUTb HAMYME Wan OTCYTCTBME aHTUTeN knacca IgM k kancugHomy
aHTUreHy BuUpyca dnwTterHa-bapp. VIHTEHCMBHOCTL XXeNTol OKpackun NponopLMoHanbHa Konmye-
CTBY aHTUTesN B ob6pasLe.

4. MATEPWAJTbl U OBOPYIOBAHUE

4.1. CocTaB Habopa

NOA-nnaHwer (12 cTpunos no 8 NyHoK)

196 B kaxpol nyHke nnaHweTa 3acopbupoBaHbl MOHO-
KNOHaNbHbIEe aHTUTena, cneumuyHble K UMMYHO-

rnobynuHaMm knacca IgM yenoseka. JlyHKN MOXHO

OTAENATb.

ELISA STRIPS
NYHOK
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MonoxuTenbHbIA KOHTPOb

CONTROL 1x0,5 mn PacTtBOp MMMYHOrNo6yNMHOB C KOHCEPBAHTOM (P0O30-
BbIW)
CONTROL] ] 1%0.5 Mn OTpuLaTenbHbIi KOHTPONb

PacTtBOop anbbyMuHa C KOHCEPBAHTOM (KENTbIN).

PacTBop Ans pa3BefeHns CbIBOPOTOK
SAMPLE DILUENT 1xX12 mn BythepHbIi pacTBOp C AETEPreHTOM U KOHCEPBaHTOM
(broneToBbInA).

PacTBOp NS PO3BE/IEHNS KOHbBIOTaTa
[CONJUGATE DILUENT]| 1X13 Mn ByepHbIii pacTBOP C JeTEPreHTOM U KOHCePBaHTOM
(>kenToln).

KoHblorat (11x KoHLeHTpaT)

11-T KpaTHbIA KOHUEHTPAT KOHblorata PEKOMONHAHT-
11X 1x1,3 Mn HOrO KanCWAHOro aHTUreHa BuUpyca nwTteliHa-bapp
C nepokcmnaasoi xpeHa B OydepHOM pacTBOpe CO
cTabunmnsatopamu (CUHWNA).

PactBop TMB (roToB K NCMONb30BaHUIO)

TMB SOLUTION 1x12 mn Pactgop TMbB, H,O,, cTabwnusatop, KOHCepBaHT

(6ecuBEeTHbIN).

PactBop ana npombiBaHns Tw20 (20x KoHLeHTpaT)

[wASH TWEEN]20X] 1x50 mn 20-TV KpaTHbIN KOoHLEeHTpaT docaTHoro Bydepa ¢
TeuHoM-20 1 NaCl (6ecuBeTHbIN).
STOP SOLUTION %12 MA CTon-peareHT (roTOB K NCMO/Ib30BaHUI0)

Pacteop 0,5 M H,SO4 (GecuBeTHbiIi).

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

4.2. [lononHutenbHble peakTuBbl, Matepuasnsl U 060pyaoBaHue
— ABTOMaTtU4yeckue nunetkn nepemeHHoro oosema Ha 10-1000 MK U HAKOHEYHWUKK K HUM,;
— cnekTpodoToMeTp (puaep) Ang MmkponnaHweTtoB Ha 450/620-695 Hwm,
— MepHas nabopatopHas nocyga (10-1000 mn);
— AEWOHU3MPOBaHHAas UK ANCTUNNNPOBAHHANA BOAS;
— TepmocTaT Ha 37°C;
aBTOMaTUYECKWIA MK NONyaBTOMATUYECKU NPOMbIBaTE b NNAHLLETOB (BOLEp);
KOHTEWHepb! ANA OTXOA0B NOTEHUMANbHO 3apaXXeHHOro Matepurana;
Tanmep;
— punbTpoBanLHas oymara;
— O[HOpa30BLIe NepyYaTKy;
— AesvHduumpylolne CpeacTsa;
— 3alunTHag odexaa.

5. MPEAOCTEPEXEHUA U TEXHUKA BE3OMNACHOCTHU

5.1. MpepocTepexexus

CobniofeHne BpeMeHu MHKybaumn u TeMneparypsl IBASETCS YPE3BbIYANHO BAXHbIM A/151 KOPPEKTHOro pesy/brara
NOA.

— He MCMNo/b30BaTb KOMMNOHEHTHI TECT-CUCTEMbI MO OKOHYAHMIO CPOKa FrOAHOCTY;

— He MCNOoNb30BaTh NPV aHaNn3e 1 He CMeLUMBaTb KOMMOHEHTLI Pa3HbIX CEpPUii, KOMNOHEHTbI U3
TECT-CUCTEM PA3/INYHBbIX HOSOMOTUIA UK peareHTbl APYrnx NPOn3BoAUTE el B COYETaHUN C
Habopamu Vitrotest®;

pumeyarme: gonyckaercs ucnonb3osarme [WASH TWEEN]20X] [TMB SOLUTION] # [STOP SOLUTION]

APyrux cepui.

— NOC/€e UCMNOMb30BAHNA peareHTa 3akpblBaTh KaxAbli PakoH CBOE KPbILLKOW;

— BO BpeMm#A NPOMbIBaHWS KOHTPOMPOBAaTb HAMNOMHEHWE U NOMHYID acnupaumio pacTBopa 13
NYHOK;

— Kax/Ablli Pa3 UCNonb30BaTb HOBbLIM HAKOHEYHMK NUNETKK ANA BHECEHNA 00Pas3LOB UK pea-
FEHTOB;

— p36eratb NoNagaHUs NPAMbIX COMHEUHbIX TyYeli Ha peareHTbl TeCT-CUCTEMB;

- uon>¢<eH ObITb 6eClUBETHLIM NEPea NCnoNb30BaHeM. ECnvpactBop okpalleH
B CUHWUIA UNN XKENTbIV LiBET ero He/lb39 UCMNOMb30BaTh. VI36eratb KOHTaKTa
C MeTannamu U noHamu metannos. na paboTbl UCMOMb30BaTk TOIbKO YUCTYIO, TLLATeNBHO
BbIMbITYIO ANCTUNNNPOBAHHOW BOAOK nocyay;
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— HW B KOEM Ciyydae He MUCMNOo/MIb30BaTb OAHY W Ty >Xe nocyay ANd pacTtBOpa KOHbiorata u

TMB SOLUTION|

pon3soanTenb He HeCeT OTBETCTBEHHOCTH 30 /00bIE HEKOPPEKTHLIE PE3Y/IbTATHI M HEGAroNpPUSTHbIE CyYaM,
BO3HUKILINE BC/IACTBAE HOPYLLCHNIT BbILICYKA3AHHBIX MPEAOCTePEXeHI. [IDON3BOANTE b HE HECET OTBETCTBEHHOCTH
30 BUSYQ/IbHBIA yHET PE3y/IbTATOB GHA/M3A (6€3 NCMONb30BAHNS CMEKTPOMHOTOMETPA).

5.2. TexHnka 6e30MacHOCTH

— BCe peareHTbl Ha6opa NpeaHasHadYeHbl TONLKO AAS in VItro ANarHOCTUKM U MOTYT NCNOb30-
BaTbCA TONBKO KBAaMMULMPOBAHHbIM NepCoHanowm;

— NOCTaHOBKY aHanuW3a NpoBOAUTL TOMBKO B 3aLLUMTHOM Ofex/e, OAHOPAa30BbIX NepuaTkax u
3AUNTHBIX OYKaX;

— He [0oMycKaeTcs NPUHMMaTh ML, MUTb, KYPUTb UM NONb30BATLCH KOCMETWUKOM B KOMHaTe
BbINOMHEHUS TeCTa;

— He MMNeTUPOBaTb PaCTBOPbLI PTOM;

— NONOXMUTENbHbIA N OTPULATENbHBIA KOHTPOMM He COoAepXaT KOMMOHEHTOB Ye0BeyYeckoro
NPOUCXOXAEHUS;

— XUAKME OTXOMbl CeflyeT UHaKTUBUPOBATb, HanpyMep, PACTBOPOM NePEeKUCH BOOPOAA B KO-
HEUHOM KOHLEHTPaLMK 6% B TeyeHue 3 YaCoB NPY KOMHATHOV TeMnepaType, Uu r’MNoxnopu-
TOM HATPUSA B KOHEUHO KOHLEHTpaLUn 5% B TeueHne 30 MUHYT, WAN APYTMU Pa3peLleHHbI-
MW Ie3UHPUUMPYIOLLIMMU CPEACTBAMY;

— TBepable OTXOAbl ChefyeT WHaKTMBMPOBaTb MyTeM aBTOKNABUPOBAHWA NpU TemnepaType
121°C B TeueHune 14aca;

— YTUAU3AUMIO MHAKTUBMPOBAHHBIX OTXOA0B NPOBOAUTL COFACHO AEMCTBYIOIEMY HaLIMOHA b-
HOMY 3aKOHOAATENLCTBY;

— He aBTOK/M1aBMPOBATh PACTBOPLI, COAEPXALLME a3uz HAaTPUSA UAU TUNIOXNOPUT HATPUS;

— HEKOTOPblE KOMMNOHEHTbl TeCT-CUCTeMbl COAePXaT HU3KME KOHUEHTPaUuu BPeaHbiX Be-
1eCTB W MOryT BbI3BaTb pasfpaxeHue KOXW 1 CAMSUCTBIX o6Gonoyek. MNpu nonagaHum
[TMB SOLUTION],[STOP SOLUTION]1 pacTBopa KOHBIOraTa Ha CIM3UCTbie 060M0UKM 1 KOXY
HEOBXOAMMO HEMEAIEHHO NPOMBITb NOPaXeHHOEe MECTO 60/bLINM KOMYECTBOM BOAbI;

— B C/lyyae pasBpbI3rMBaHWA PacTBOPOB, HE COAEPXalMX KUCAOTY, HaNpUMEp, ChIBOPOTOK,
06paboTaTh NOBEPXHOCTb AE3MHMULMPYIOLLMM CPEACTBOM, @ 3aTEM BbiTepeTb HaCyXo hub-
TPOBanbHO 6yMaroii. B Apyrom ciydae KMCIOTy CHauyana Heo6X0aMMO HeliTpaau3oBaTh pa-
CTBOpPOM 61Kap6oHaTa HaTPUS, @ 3aTeM BbiTepeTh NOBEPXHOCTb, Kak OMMUCaHO Bhille.

6. XPAHEHWE N CTABU/IbHOCTb

PeareHTbl TeCT-CUCTEMbI CTAOWU/BHBI B TEYEHWE CPOKA NOAHOCTH, yKa3aHHOrO Ha 3TUKETKe, ecu
nx xpaHutb npu 2-8°C. He gonyckaeTtcsd 3amopa)xuBaHue TecT-CUCTEMbl. TpaHCNopTMpoOBaTh Ha-
60p npu Temnepatype 2-8°C. JlonyckaeTca ogHOKpaTHas TpaHCNopTMpPOBKa Npu TemnepaType He
Bbllwe 23°C B TeUeHne ABYX CYTOK.

7.1MOArOTOBKA OBPA3LIOB

OO6pasLbl CbIBOPOTKN UK Na3Mbl KPOBU XpaHnTb Npu Temnepatype 2-8°C He 6onee 3 CyToK
nocne 3abopa. Ansa 6onee ANNTENbLHOMO XpaHeHs 06pasLbl XPaHWUTb B MOPO3UIBHOM Kamepe npu
Temnepatype ot -20 go -70°C. 3amMopoXxeHHble o6pa3ubl nepeg UCNonb3oBaHMEM HeOBX0AMMO
pPasMOpPO3UTb 1 BblAep>XaTb MPW KOMHATHOW Temnepatype B TeueHne 30 M1HYT. He ncnonb3osatb
nporpeTble oopasuebl. [locne pasmopaxuBaHus oopasubl cnedyeT nepemewars ANA AOCTUXKEHNUS
oaHoOpoAHOCTH. M3beraTb MOBTOPHOIO 3aMOPaxXWBaHUA-OTTanBaHUA nccnegyemMbolx oopa3uos. B
C/lyyae NOMYTHEHUSA CbIBOPOTKM (M1 Nna3mMbl) 0CBO6OANTL 06pa3eL, OT HEPACTBOPUMBIX BK/OUE-
HUIA LeHTpudyrnposaHmem npm 3000 06./MUH. B TeueHne 10-15 MnHyT. He ncnonb3soBatb 06pa3ubl
CbIBOPOTOK (MM NNa3Mbl) C BbIPaXEHHOW NNuAeMUent, reMonnM3om, a Takxe 6akTepranbHblM Npo-
pactaHueM. Ha pe3ynbTaTel aHan13a He BAngeT npucytcteue B obpasue 6uMnmpyorHa B KOHLEH-
Tpaumn go 0,21 mr/mn (361,8 Mkmonb/n), reMornobuHa B KoHUeHTpauuu 4o 10 Mr/mn v Tpurnnuepm-
00B B KOHUeHTpauun go 10 mr/mn (11,3 mmons/n).

8.MOArOTOBKA PEATEHTOB

O4eHb BOXHO BbIAEPXATH BCE PEAreHTbl TECT-CUCTEMbI TP KOMHATHOM Temneparype (18-25°C) B revenmne 30 muHy T
nepes ncnosb30Baxnem!

8.1. MoprotoBka NDA-nnaHwWweTa

[Insi npeaynpexaeHus KOHAEHCaLMN BOAbLl B NyHKAaX HEOGXOAMMO OTKPLIBATH
TONbKO MOC/e BblaepXuBaHus 30 MUHYT NpU KOMHATHOW TemnepaTtype. NoToM packpbiTb BaKyyM-
HYIO yNaKoBKY, OTAeNNTb HEOOXOAMMOEe KOMMYECTBO NIYHOK, @ OCTasbHble Cpasy e TlaTenbHo
yMNaKoBaTh C BNaronornoTUTeemM u XxpaHUTh /10THO 3AKPbITbIMU HA 3AMOK (zip-lock) npu Temnepa-
Type 2-8°C. XpaHeHune TakMM 06pa3oM ynakoBaHHOro naaHweTta o6ecneymnBaeTt ero ctabuibHO-
CTb B TeyeHune 3 mecsLeB.
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8.2. MpuroTtoBneHne pacteopa AMsg NPOMbIBaHNS

[ns NpuroToBneHWa pacTeopa AN NPOoMbIBaHWA passecTu koHueHTpaT [WASH TWEEN]20X]
1:20 (1+19) AMCTUNNNPOBAHHOK UM AENOHM3MPOBAHHOM BOAOM, 3aTemM nepemellaTtb. Hanpumep,
4 Mn KOHUeHTpata + 76 Mn BOAbl, 4TO A4OCTATOYHO ANs 8 NyHOK. B cnyyae Hannumnsa Kkpuctannos B
KOHLleHTpaTe pacTBopa ANS NPOMbIBaHUA, NporpeTe hnakoH Npu 37°C 4O NONHOTO pacTBOPEHNS
kpuctannos (15-20 MWH.). PasBedeHHbI pacTBOP MOXHO XpaHUTb Npu Temnepatype 2-8°C He 6o-
nee 7 CyToOK.

8.3. MpurotoBneHne pacTBopa KoHbloraTa

Pabouee pasBefeHne KoHborata rortoB1TCA cnefytowmm o6pas3om:

PassecTy (cvmvnﬁ) B uncTom hnakore [CONJUGATE DILUENT] (kentsiif) B co-
oTHoweHumn 1:11 (To ecTb, 1+ 10), pacTBOP OKpallnBaeTCH B 3e/1eHblii UBeT. Hanpumep, 4ng 8 nyHOK

aHanusa 4o6asuTb B M1 [CONJUGATE DILUENT] 100 mkn [CONJUGATE] 11X]. PacTBop KoHbloraTa
B paboyem pa3BeaeHunmn cTabuaeH B TeYeHmne CyToK Npu yCcaoBum xpaHeHunsa npun 2-8 ° C.

9. MPOUEAYPA AHAJTU3A

91. MoAroToBMTL HEOOXOAMMOE KOMMYECTBO JIYHOK ONA aHanmMsa (KONMyecTso
nceneayemMblx 06pasLoB v YeTblpe MYHKK 4159 KOHTPOMEe), BCTaBUTb Ux B paMky VIOA-nnaHweTa.
JIyHKN C KOHTPONAMKU 0653aTe/IbHO BKNIOYaTh B KaXAyl MOCTaHOBKY aHanvsa.

9.2. 3anonHuTtb 6naHk BHeceHnsa npoo.

9.3. TpUroToBmUTL PACTBOP A/ MPOMbIBaHNS COMNAaCcHO NyHKTY 8.2.

9.4. BHecTtn BO BCe NyHKM nnaHwweTta no 90 mkn 4

9.5. BHect B nyHk1 Mo 10 MKA KOHTPONENi 1 UccnedyeMblx 06pasLoB: B NyHKy Al —[CONTROL[ ],

B nyHku B1, C1 v D1 —[CONTROL] - | B octansHble nyHku - nccnegyemble 06pasLisl. OCTOPOXHO
nuNeTMpoBaTb CMECb B /yHKax, He Jonyckas neHoobpas3oBaHud. Mpu BHeceHun obpasLoB
NPOWNCXOANT U3MEHEHWE LiBETa PAaCcTBOPA AN Pa3BEeAeHNS CBIBOPOTOK C (PMONETOBOrO Ha CUHWNA.

9.6. 3aKneutb CTpuMbl KNENKOW NNEHKOR U MHKYOUPOBaTb B TeueHne 30 MUHYT npu Temneparype
37°C.

9.7. Mo OKOHYaHUW MHKYOaLMK OCTOPOXHO CHATb KNEWKyt MAEHKY M MPOMbITb IYHKM NATb Pas C
MNCNOMb30BaHMEM aBTOMAaTMYECKOrO MPOMbIBATENA WAM 8-KaHaNbHOW MUNETKU CnefyolmMm
o6paszom:

— yOanuTb COAEPXMMOE TYHOK B KOHTEHEP AN XWUAKMUX OTXOA0B;

— Hano/HUTb NYHKN He MeHee YeM no 300 MK PacTBOPOM 15 MPOMbIBAHUSA, OCTaBUTL HE MEHee
yem Ha 30 cekyHg;

— acnupupoBaTb PacTBOP M3 /IYHOK, OCTaTOYHbIM O6beM pacTBOpa MOCie acnupaumy Ha BCex
3Tanax NPOMbIBaHWA AO/KEH COCTaBNATL He 6onee 5 Mk,

— MOBTOPUTb NPOLEedypPYy NPOMbIBaHWS elle YeTbipe Pa3a;

— nocne nocnegHel acnvpauuMn n30aBUTbCA OT JIUWIHEW Bnaru, NOCTykKMBas MAaHWETOM Mo
hunsTpoBanLHoO ymare.

9.8. lNpUrotoBMTL PACTBOP KOHbBIOraTa CornacHo nyHkta 8.3 (B paboyem passegeHuu 1:11).

9.9. B nyHku BHecTn no 100 Mk pacTtBopa KoHblorata. CTpunbl HaKPbITb HOBOW KNEKOM NAEHKOM 1
MHKYOunpoBaTk B TedeHne 30 muHyT npu 37°C.

9.10. Mo OKOHYaHUK MHKYOaLWM OCTOPOXHO CHATb KNEMKYIO NNEHKY U NPOMbITb IYHKM NATE Pa3, Kak
OnucaHo B NyHkTe 9.7.

9. He Kacasch AHa W CTeHOK NlyHOK nnaHLeTa, BHecTv no 100 Mkn B MTYHKU.

9.12. IHky6upoBaTb CTpunbl B TedeHne 30 MUHYT B TEMHOM MeCTe Mpu KOMHATHOW TemnepaTtype 18-
25°C. He ncnonb3oBaTh KNenkyio NNeHKy Ha AaHHOM aTane.

9.13. Ina octaHOBKKM (hepMeHTaTUBHOM peakumn BHecCTU B NyHKM no 100 mkn |[STOP SOLUTION|,
NpUAEPXMBAACH TON Xe NOCNefoBaTeNbHOCTU, YTO U Npy BHeCeHn |[TMB SOLUTION|

914. NamepuTb Ha cnektpodotomeTpe Ol B KaXAaoW NyHKe npv AAMHE BOJHbBI -695 HM
B TeyeHne 5 MWHYT nocne OCTaHOBKW peakumn. OOpaTuTb BHMMaHWE Ha YUCTOTY HapyXHOM
NOBEPXHOCTN AHA NTYHOK W OTCYTCTBME My3bIPbKOB.

Yuet pe3y/ibTaToB QHA/IM3A MOXHO MPOBOANTL B OAHOBOTHOBOM PEXMME Mpu A/IMHE BOJIHBI 450

HM, B 3TOM C/lyH4ae c/redyer OCTaBuTb JIYHKY /151 YCTAHOB/IEHNS O/IQHKA (B TAKYIO /IyYHKY BHOCUTH

ro/1k0 [TMB SOLUTION] # [STOP SOLUTION]).

10. YHET PE3Y/IbTATOB N UX UHTEPMPETALINA
10.1. Yuet pe3ynbTaToB aHanm3a

Paccuuntath cpegHee 3HaueHne Ol oTpuuatenbHOro KoHTpons (NC), ypoBeHb rpaHUYHOro
3HauveHus (Cut off - CO) n nHaeKc no3nTMBHOCTM 06pa3ua (IPWDIS),

Nc = (Nc1+ Nc2 + Nc3)/3;
CO=Nc+03;
=0D /CO; rpe OD -0on

sample7 sample’ sample obpasua

IP
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10.2. locTOBEPHOCTL Pe3yNnbTaToB aHanm3a
ﬂaHHbIe Tecta CUHMTatTCA AOCTOBEPHBIMU, €C/T OHM OTBEeYatoT cneaytounm TpeﬁoBaHV]ﬂMi

CONTROLJ +] oD =12
CONTROL[ -] OD <0.150
CONTROLJ[ -] Nc x 0.5 < Ncn < Nc x 2.0

Ecnn oaHo n3 3HauveHuii O oTpuuaTeNnbHOro KOHTPOAS BbIXOAMT 3a@ npeaensl yKa3aHHoro
Bbllle MHTEepBana, ero oTépachiBaloT U paccuUnTbiBaloT cpedHee Nc no ocTanbHbIM 3HadeHnsam Orl
oTpuuaTenbHOro KOHTpond. Ecnu 6onee ogHoro ns 3HadeHni Ol oTpuLaTeENBHOrO KOHTPONSA He
OTBEYalOT YKa3aHHbIM TpeBGoBaHUAM, TO TECT CUMTAETCS HEKOPPEKTHbIM 1 TpebyeT NOBTOPHOro

aHasnmsa.
10.3. UHTepnpetaumsa pe3ynbratoB
IP e > 1 MONOXUTE/bHbI
09<IP <1 HEOMPEAE/IEHHbIA*
P e < 0-9 OTPULIATE/IbHbIlA

*HeonpepneneHHble o6pasubl pekoMeHayeTCq nccnenoBaTb NOBTOPHO. Ecnn pesyneratbl cHOBa
OyayT B Npefenax HeonpeaeneHHslx, cieayet NpousBecTv 3a00p HOBOro oopasLa.
VHTepnpeTaumna pe3ynstaTtoB onpegeneHne aHtuTen,
cneundguyecknx K aHTUreHam Bupyca nwreiiHa-bapp

Hannune aHTuten kK aHtmreHam Bob

VIHTepnipetaymns pesy/istara
aHtu-VCA-IgM | aHtu-VVCA-IgG  |aHTu-EBNA-IgG

OTCyTCTByDT OTCyTCTBy}OT OTCyTCTBy}OT V]HKyﬁaLLMOHHbII/I nepuoa nnan oTcyTcreme
NHpekUmnn
Boiasnaworca OTtcyTcTBYIOT OTtcyTCcTBYIOT BepoAatHo paHHas ctaansa nHpekummn®

[aHHbIl ceponornyeckuii npoduib MOXeT
COOTBETCTBOBATL NaCT-MHMEKLUMN, OAHAKO
HeaaBHAA MHGEKLMS He MOXET OblTb
nNckatoYeHa *

Bbiasnatortca Boiasnatotca OTcyTcTBYIOT OcTpas nHMeKLms

OTcyTcTBYIOT BbigBasoTcs OTcyTcTBYIOT

Mpodurnb cNoxHo nHTepnpetTnpoBatb. OH

MOXeT oTo6pakaTb MO3AHIO NePBUYHYIO

Bbiasnatorca Boigsngorcsa Boiasnsiorca NMHMDEKLMIO NN peakTUBaLMIO, OAHAKO HENb3s

WNCK/TIOYUTD JTOXXHOMONOXUTENbHbIV PE3ynsTaT
BbIsiBNeHns IgM

OtcyTcTBYIOT Boiasnatotca Beiasnsaiorca MacT-nHpekums

* pekoMmeHayeTcs NoBTopHOe o6cnefoBaHme nayumeHTa Yepes 2-3 Hegenu

1. ANATHOCTUYECKME XAPAKTEPUCTUKW TECTA

11.1. CneundnyHOCTb 1 YYBCTBUTENBHOCTD

B cpaBHUTENbHBIX UCCNeaoBannsax TecT-cuctemsl «Vitrotest EBV VCA-IgM» ¢ gpyroit kommep-
yeckon TecTt-cuctemon, nmetowen CE mapkmpoBky, Oblnv npoaHanuanpoBaHbl 102 CbIBOPOTKY,
coaepXxallne aHTMTena knacca IgM K kancMAHOro aHTUreHy Bupyca dnwTeriHa-bapp, 1 124 cbiBo-
POTKW, HE CoAepxaline ceponornyecknx mapkepoB BIB-nHdekummn. OTHOCUTENbHAA YYBCTBU-
TeNbHOCTb TecT-cnuctemsbl «Vitrotest EBV VCA-IgM» coctaBuna 99,0%, oTHoCUTENbHAA cneumdmny-
HOCTb - 99,2%.

11.2. ToyHoCTb
[ToBTOPSEMOCTH PE3Y/ILTATOB B NPEAE/IAX OAHOM MOCTAHOBKY aHa/M3A (Intra assay repeatability)

KoathpuumeHt Bapuaunm (CV) ana 2 CbIBOPOTOK C pa3HbIM YPOBHEM Cneunduyecknx aHtuTen
knacca IgM k VCA B3b oueHnBanu B 32 NnoBTOpax Ha OAHOW CepuUn TeCT-CUCTEMbI.

N° cbIBOPOTKH o[)cp |Pcp CV, %
1100 1,468 4,42 6,9
1843 0,753 2,27 6,0
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BocnponzsoanmocTs pesybTaros MeXAy pasimyHeIMyu NOCTAHOBKAaMM aHam3a (Inter assay reproducibility)
KoathduumeHnt sapuaumnn (CV) Ang 2 CblIBOPOTOK C Pa3HbIM YPOBHEM CNeUNPUIYECKNX aHTUTEN
OoLeHuBanu B TedeHue 4 gHell B 4 NoCcTaHOBKax aHannsa, no 8 NoOBTOPOB B KaX/A0OM aHanmse.

N° CbIBOPOTKHM ODCp IPcp CV, %
100 1,533 465 6,4
1843 0,806 2,44 61

12. OTPAHWYEHMSA AHATTU3A

[MonoxuTteneHbld pesynsTtat B TecT-cucteme «Vitrotest EBV VCA-IgM» gsngetca cBuaetens-
CTBOM HanMuua y nauneHTa aHTuTen knacca IgM, cneumduyHbix K KancMaHOMY aHTUreHy Bupyca
nwreriHa-bapp. AHTMTeNna knacca IgM, cneunduyHsle kK VCA, NpucyTCTBYIOT NPKU OCTPOI BUPYC-
HOM MH(ekunn InwteitHa-bapp. He Bceraa aHTUTENa 3TOr0 KNacca ABASIOTCA AOKA3aTeNbCTBOM
NepBUYHOW MHEKUMM, NMPU PeaKTUBaLMUM TakXe MOTyT CMHTE3MPOBAaTbCS cneunduyeckne aHTu-
Tena knacca lgM.

Henb3a NONHOCTBIO UCKMIOUYNTL NEPEKPECTHbIE peakUunn C aHTuTenamu knacca IgM k umtome-
ranoBUPYCY, MOCKONbKY 06a repnecBupyChbl MMEKOT NMOXOXNE aHTUTeHHble AeTepMUHaHTbl. [ng
NCKMOYEHNSA NOXHOMNONOXUTENbHbBIX PEe3yNbTaToB PEeKOMEHAYETCS UCCeAoBaTb Cceponornyec-
Kuii npodunb B AnHamuke (CMV IgG, CMV IgM, VCA IgG, VCA IgM, EBNA IgG), a Tak>Xe NpUMeEHATb
meToabl BoigBneHna HK Bupyca B 61Monornyeckom matepuane nauneHTa n yuntblBatb KANMHUYEC-
KYIO KapTUHY 3a60/1eBaHUA.

Ecnn o6pasel nonyyeH yepes HeOONbLIOW NPOMEXYTOK BPEMEHN NOCAE UHMDULMPOBAHWS, TO
aHTUTeNa knacca IgM MoryT He onpeaenatcd. [1pu Hanuynum KNMHUYECKNUX CUMNTOMOB HEOOXOAM-
MO NPOBECTM NOBTOPHOE TECTUPOBAHME NauneHTa Yyepes 2-4 Hegenu.

C OCTOPOXHOCTBIO CNefyeT NHTEPNPETUPOBATb Pe3yNbTaThl, NONYYEHHbIE AN1F NALMEHTOB C UM-
MyHOCYMnpeccuen.

[na nocTaHOBKYW AnarHo3sa CneayeT yumTbliBaTh Kak pesybTaTtel 1abopaTopHbIX MCCNeaoBaHWM,
TaK ¥ KNMHWYeCKne NposaBneHnsd 3abonesaHus.

13. MPOBJIEMbI, KOTOPbIE MOI'YT BO3HMUKHYTb IMPW NMPOBEAEHUN UDA U
CIMOCOBbl UX'YCTPAHEHWUA

BO3MOXHbIE MPHYNHBI Cnocobsl ycTpaHeHns npobrem

Bbicokuii (hoH B /lyHKAX BCEro MAQHLIETA
[MpOYNCTUTL FOMIOBKY NPOMbBIBATENA U MPOMBbITh
3arpAsHeHHbIn NpoMbiBaTe b 30% pacTBOPOM 3TUMOBOrO CNNPTa, 3aTeEM
OVCTUNNNPOBAHHOM BOAOW
VIicnonb30BaTh OUMLLEHHYIO BOAY C yAENbHbIM
conpotmeaeHunem > 10 MQ-cm.

Huskoe kayecTBO UK 3arpA3HeHHOCTb BOAbI

Vicnonb3oBaHwme Naoxo BbIMbITOM Nocyabl Icnonb3oBaTh XMMUYECKN YNCTYIO NOCYAY
Vicnonb3oBaHve aesnHprUmMpyoWmnx cpeacts, He ncnonbsosatb xaopcogepxatimne
cofepxauimx xnaop nesvHpuumpytoline cpeactaa
Vcnonb3oBaHme 3arpsi3HeHHbIX
HAKOHEUHIKOR Mcnonb3oBaTb HOBbIE HAKOHEYHNKM
YBenuyeHo Bpems nHKyGaunv nnm n3MeHeH MpuaepxmBaTbCs pexumMa MHKybaumm
TeMNepaTypHbIA Pexmnm COMNAacHO MHCTPYKLMM NO NPYMEHEHWIO

Bbicoknit (poH B 0TAE/bHBIX PSAAX
[NMoBTOpHOE BHeceHMe pacTBopa TMb PactBop TMB BHOCKTL OAMH pa3
3arpasHeHne KoHyca aBTOMaTUYHOM NUNETKNn  MpoYnCTUTb NUNETKY M OCTOPOXHO HabupaTb
pacTBOPOM KOHbtoraTta pacTtBop

[poOUNCTUTL KaHaN NPOMbIBATENS, MPOMbITh

3arpAsHeH oauH U3 KaHa/noB NpOMbIBaTeNs BoLep

3Hauerne Of1 M0n0XUTE/IbHOIrO KOHTPO/IS! HUXE YCTAHOB/ICHHOM rPAHNLIbI

HenpanmbHo npuroToseH nain He BHeCeH

[MosTOpHO NpoBecTn MDA, 06paTtntb
OAVH W3 peareHTOoB (KOHbloraT nav pacTeo ’
Tﬁ/IB) P ( P P BHMMaHWEe Ha NPUrOTOBNEHME 3TUX PeareHToB

CoKpalleHOo BpeMs MHKYGaUmmn Ha OAHOM UX MpoBOAUTL MHKYBGALMIO COrMAcHO MHCTPYKLUMK
3Tanos Mo NPUMEHEHUIO
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Vitrotest® EBV VCA-lgM
CXEMA AHA/IM3A

BblgepxaTb BCe peareHTsbl He meHee 30 MuHyT npu 18-25°C nepen
MNCMoMb30BaHNeEM

BrecTtn no 90l [SAMPLE DILUENT| B NYHKW CTPUNOB

(bnoneroBuii yser)

BHecTr no 10l KOHTponeli n o6pasLoB B TyHKK:

A1 —[CONTROL[+]

B1, C1, D1 —[CONTROL[ -],

E1 1 ocTanbHble NyHKN — nccnegyBaemMble o6pasLbl
(uBeT MeHseTCs C (hrO/IeTOBOrO HA CUHMI)

3akneunTb CTpUNbl NNEHKOM, MHKyOupoBaTe 30 MUHYT npu 37°C

MpoMmbITb NyHKK 5 pa3 po3seaéHHbim 1:20 (1+19) pacTBOpPOM ANS NPOMbIBaHMS
Tw20 (300l B NyHKY)

BHectr no 100l pactBOpa koHbtorata (B padovem passegequn 1:11) B
Kaxayto nyHky
(3enéHbii yser)

3akneunTb CTpUNbl NNeHKOM, MHkyOupoBaTb 30 MUHYT npu 37°C

MpoMbITb NyHKK 5 pa3 po3BeaéHHbIM 1:20 (1+19) pacTBOpOM ANS NPOMbIBaHUA
Tw20 (300ul B nyHKy)

BrecTtv no 100 pl |[TMB SOLUTION| B KaxXAyto YHKY

MHky6uposaTtb 30 MUHYT B TEMHOM MecTe npu 18-25°C

OcTaHoBUTb peakumto BHeceHnem no 100ul |STOP SOLUTION

(UBET MEHSIETCS C CUHEro Ha XENTbIN)

OnpegennTb onTnyeckyto nnoTHocTe (OD) npu 450/620-695nm

YYET PE3Y/IbTATOB MHTEPIMPETALMA PE3Y/IbTATOB
Nc = (Nc1+ Nc2 + Nc3)/3; -
CO=Nc+03; IP_ =0D_ /CO; IPSample >11 MONOXUNTEbHbBIN
Nc - cpegHee 3HadyeHne OMN 3 |CONTROL| - |, . _
CO - rpaHnyHOe 3HaYenue, 0.9¢< |Psamp|e <11 HEOMPEAENEHHbBIN
P MHOEKC NO3UTUBHOCTH

sample

<0.9 OTPULIATE/IbHbIN

sample
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