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ABUA TECT-KACETA
TOKCOIJIA3MO3, TECT-KACETA AnAa
WBNAKOIro BUBHAYEHHA AHTUTIN IGM
Kam. Ne :LUA-RT.TOXOM2.C Ynakoseka: 40 mecmie
Gopma :Kkacema Jama ocmaHHbo20 nepeansdy

iHcmpykuii: 01-02-2024
TineKu 0na eukopucmaxHs 8 in vitro diazHocmuyi

NMPU3HAYEHHA BUKOPUCTAHHA

TecT-KkaceTa ANnA WBWAKOrO BM3HAYeHHA aHTWTIN IgM pgo Tokconnasmosy
(cmpoBaTka/mnasma) - Ue WBMAKUMIA  XpomaTorpadiuHnii  natepanbHUin
iMyHOaHani3 gnAa opHo4acHoro BMABMEHHA Ta AndepeHuiloBaHHA IgM aHTU-
T.gondii B cuposatui abo nnasmi nioavHu. Lleit Habip npusHauyeHun Ana
BUKOPUCTAHHA B AKOCTI CKPUHIHFOBOrO TecTy i AK [OMOMIKHUIA npu
piarHocTuyi iHdekuii T.gondii. Byab-AKuiA peakTUBHMI 3pa3ok 3 TecT-KaceTolo
ons WBWAKOrO  BW3HAUYEHHS  aHTUTIN IgM  pgo  Tokconnasmosy
(cnpoBaTka/nnasma) MoBWHeH 6yTW  MiATBEPAKEHU  anbTepHaTUBHUM
MeTofOoM (MeTofamm) TeCTYBaHHA Ta KNiHIYHMMUN BUCHOBKaMU.

PE3IOME

T.gondii € obniraTHUM  BHYTPILWHBLOKMITUHHUM  MPOCTUM  MapasuToMm,
PO3MNOBCIOAXKEHVM MO BCbOMY CBiTy. CeponoriuHi AaHi cBifuaTh, Wo npubnmsHo
30% HaceneHHA 6iNbWOCTI MNPOMUCIOBO PO3BUMHEHUX KpaiH XPOHIYHO
iHbikoBaHi UMM opraHiamom. Pi3Hi ceponoriuHi Tectu Ha aHTuTina go T.gondii
6ynn BUKOPUCTaHI AIK JOMOMiXKHI 3acobu ana fiarHoCTUKM roctpoi iHdekuii Ta
OnA OUiHKM nonepefHbOro BMAMBY Ha opraHiam. Lli Tectu - ue dapbyBaHHsA
CabiHa-OenbamMaHa, TecT MNpPAMOI arnTUHaL, HenpsMol remarnTuHaLil,
naTeKkcHOI arnoTuHauii, HenpaAmoi imyHodnyopecueHuii Ta IOA. A Takox,
XpomaTorpadiuHuii natepanbHU iMyHOaHani3, TakMin AK JaHuii TecT, 6yB
NPenCTaBNeHNn B KIIHIYHMX JOCHIIKEHHAX ONA CepofiarHoCTMKK iHbeKuil
TOKCOMMasmu.

nPUHLUUN

TecT-KaceTa AnNA LWBMAKOrO BM3HAuYeHHA aHTUTIn IgM po Tokconnasmosy
(cupoBaTka/nnasma) - uUe AKICHUIA, naTepanbHUIN iIMyHONOrIYHWIA aHani3 Ans
BUABMEHHsA IgM aHTUTIN JO TOKCOMMa3Mm y 3pa3kax cMpoBaTKku abo nnasmu. Y
LUbOMy TecTi Mulaydi aHTu-IgM noanMHM HaHeceHi B 06nacTax TecTtoBol AiHil
KOXHOI 30HM B TecTi. [lig yac TecTyBaHHA 3pa3oK CUpoBaTKM abo nnasmu
pearye 3 HaHeCEHUMM YacTVHKaMK aHTureHa T.gondii Ha TecT-Kaceri. oTim
CyMmill nepemilLy€eTbCA Bropy no membpaHi nif Ai€lo KaninApHUX cun Ta pearye
3 MUWauum aHTu-IgM noprvHM Ha MembpaHi B obnactax TecToBoi MiHil
BiANOBIAHMX AiNAHOK. HasBHiCTb KONbOpOBOI NiHii B 06nacTi TecToBoi NiHil
BiAMOBIAHOI AINAHKN BKa3ye Ha NO3WUTWBHUI pe3ynbTaT ANA BiANOBIAHOI
iHdeKuii. ATl BigcyTHICTb BKa3ye Ha HeraTUBHWUIA pe3ynbTaT Ana Liel iHpekuii.

B AKOCTi NpoLeAypHOro KOHTPOIO KONbopoBa JiHiA 3aBXAau byae 3'ABNATUCA B
06nacTi KOHTPOJSIbHOI MiHil CMyXKM, LIO BKa3ye Ha Te, Wo OyB AopaHui
BignoBigHWUIA 06'em 3pa3Ka i Binbynocsa 3B0N0XKeHHs MeMbpaHm.

PEATEHTU
TecT-KaceTa MiCTUTb MuLWadi aHTK-IgM noAVMHN Ta aHTUreH Tokconnasmosy
T.gondii. Ko3aunit aHTU-mumwwaunii IgG 3aCTOCOBYETbCA Ha KOHTPOMbHIN NiHii.

3ACTEPEXEHHA

1. Tinbkn gna npodeciiHOro 3acTocyBaHHA B in vitro giarHoctuui. He
BMKOPUCTOBYBATW MiCNA 3aKiHYeHHA TePMiHY NPUAATHOCTI.

2. Mepen BWKOHaHHAM TecTy Chif MOBHICTIO O3HAMOMUTWUCA 3  Ui€0
iHCTpYyKUi€to.

3. TeCcT NOBWHEH 3anUWATMCb Y 3aKpPWUTOMy NaKeTi [JO MovaTKy
BUKOPUCTaHHA.

4, MNepen BUMKOPWUCTAaHHAM MpPUBECTM BCi peareHTM [0  KiMHaTHOI
Temnepatypwm (15-30 °C (°C)).

5. HaneXxHy1m umHoM noBoAbTecA 3i 3pa3kamMu i TeCT-NPUCTPOAMMU, Lo Bynun

BMKOPWCTaHi, a came Tak, Hiby BOHW 3AaTHi MOTeHUiNHO iHiKyBaTW.
YTunisynte BCi 3paskm | BUKOPUCTaHi MPUCTPOI B  HanexHoOMy
KOHTelHepi ana 6ioHebe3aneuyHux maTepianis. Mpu 06pobui Ta yTunisauii
Hebe3neuyHrx MaTepianiB cnigynte MicueBMM, HauioHanbHUM abo
perioHasIbHM HOPMaTUBHYIM aKTaM.

6. OpArante ofHOPa3OBi PyKaBUYKM, XanaT Ta 3axWMCHi OKynapw nig yac
06pPO6KM NOTeHLiHO iHbIKOBAHOro MaTepiany Ta BMKOHAHHA aHani3y.
Micna uboro peTenbHO BUMUIATE PYKU.

7. HenoTpuMaHHA TeMMNepaTypHOro Pexrmy MOXKe HEraTVBHO BIUHYTW
Ha OTpVMaHi pe3ynbTaTu.

8. He ictn, He nuTn i He NanuTn B MicuAX, Ae NpauloloTb 3i 3paskamn i
Habopamu.

9. Mpy po3nuBaHHi 3paskiB Ha OyAb-AKi MOBepXHi NOTPIOHO peTenbHO

npmbpaTy, BUKOPUCTOBYIOUY BiANOBIAHWI Ae3iHiKylounii 3aci6.

10.  36epiraTvi B HelOCTYNHOMY AJ1A AiTei Micui.

3BEPIFAHHA TA CTABUIbHICTb

36epirat Habip nNpu KiMHaTHI TemnepaTypi abo B xonoaunbHuKy (2-30 °C
(°C)). TecT cTabinbHWMIA NPOTATOM YCbOro TePMiHYy NPWMAATHOCTI, 3a3HaYeHOro Ha
repmMeTUYHin ynakoBLi. TecT MOBWHEH 3anuWwaThca B LbOMY Milleyky Ao
BuKopuctaHHAa. HE 3SAMOPOYBATW. He BrkopurcToByBaTU NicNA 3akiHYE€HHA
TePMiHY NPUAATHOCTI.

3B6IP I MIArOTOBKA 3PA3KIB

. TecT-KaceTy AnA WBUAKOrO BU3HAUYeHHA aHTUTIN IgM fo Tokconnasmosy
(crpoBaTKka/nnasma) MoXKHa 3aCTOCOBYBaTU 3i 3pa3kamy CpoBaTKM abo
nnasmu.

. fIKHaMwWwBMAaLWe BiJOKPeMUT CUpoBaTKy abo nnasmy Bif KPoOBi, W06
YHUKHYTM remonisy. MoXHa BMKOPWUCTOBYBaTW JiMwe MNpo30pi, He
remosi3oBaHi 3pasKku.

. TecTyBaHHA cnif npoBoAMTM BiApasy X nicna 36opy 3paskiB. He
3anvwanTe 3pasky Npu KiMHaTHIM TemnepaTypi NPOTArom TPUBanoro
nepiofy yacy. 3pa3ku moxyTb 36epiratuca npm 2-8 °C (°C) npotarom o 3
[HiB. ina TpyBanoro 36epiraHHA 3pa3ku NOBUHHI 36epiratncb Hkue -20
°C (°Q).

. MNepen TecTyBaHHAM [OBEAiITb 3paskym A0 KiMHATHOI TemnepaTypw.
3amep3ni 3pa3ku MOBUHHI OyTW MOBHICTIO PO3MOPOXeHi Ta Aobpe
nepemiwaHi nepep TecTyBaHHAM. 3pasknm He CNif 3amMoOpOXyBaTu Ta
BifjTaBaTV HEOHOPA30BO.

. AKWO 3pa3kum NOBUHHI GYTW TPaHCMOPTOBaHi, BOHM MOBUHHI 6yTK
ynakoBaHi BiAMoOBIAHO [0 MicUeBUX NpasBua ANA TPaHCNOPTYBaHHA
€TNONOTiIYHNX areHTiB.

MATEPIANIA
Marepianum, Aki nocrayaroTbca 3 Habopom
. TecToBI Kacetn . MNineTtkn . IHCTpYKUia
e bydep
Heo6xigHi maTepianu, ane He HafaHi
. KoHTeliHepu ana 36opy . LieHTpndyra . Tanmep

3paskKiB

MPOLIEAYPA AHANI3Y

[lo nouaTKy TecTyBaHHA [O3BONMTW TecT-KaceTi, 3pa3Ky, 6ydepy i/abo

KOHTPONAM BOCArTN KimHaTHOi Temnepatypm (15-30 °C (°C)).

a. [lepepn BiOKpMTTAM NakeTa AoBefiTb MOro JO KiMHAaTHOI TemnepaTypu.
BuTArHiTh TecT-KaceTy 3 repmeTuMYHOI YMakoBKW Ta BUKOpuUCTanTe ii
AKomora weugle. Haikpalyi pesynbtati 6yayTb OTpYMaHi, AKWO aHanis
6yzie BUKOHAHO NPOTAroM OAHI€l roauHM.

b. MNocraBTe TecT-KaceTy Ha UWCTY Ta PiBHY MoBepxHo. TpumaiTte nineTky
BEPTMKanbHO; HabepiTb 3pa3oKk NpubnnsHo Ha 1 cm (cm) Hap BepXHimM
KiHLeM HaKOHEUHMKa, AK NMOKa3aHO Ha MasioHKy Huxye. MNepemicTitb 1
noBHy Kparno (npnénusHo 20 mkn (pl)) 3paska y KOXKHY NyHKy Ans
3pa3ska, noTiM Jopainte 2 kpamni 6ydepa (npmbnusno 80 mkn (ul) go
KOXXHOI NYHKM 3i 3pa3Kkom i 3anycTiTb Tanmep. [InB intocTpadito HuxKye.
MNMouekariTe, NOKN He 3'ABUTLCA KONbOPOBA NiHiA (i). PesynbTat Tecty cnig
3yntatm uepe3 15 xBuAuMH. He iHTepnpeTyinte pesynbtat 4yepe3 20
XBUIVH.

| l Apsata 1 kpanni

waipun | 2 wpanal
sanomsmra an | | Gydepy o mpey Ane
LT TemanM ki

Toxe

o ] |+ B ) G

oxoy

Nosurmenmi Herammshnit  Hegitcnnit

IHTEPMPETALIA PE3YJIbTATIB

(Byab nacka, 3BepHiTbcA Ao intocTpalii BuLLe)
MO3UTUBHUN:* 3'aBnAaoTbca ABi KONbOPOBI NiHii. OgHa Konboposa NiHisA
3aBXAM NOBMHHa 6yTU B 30Hi KOHTPonbHOI obnacTi (C) i e oAHa NiHiA NOBUHHA
6yTw B 30Hi TeCTOBOI 0bnacTi.
*MPUMITKA: IHTeHCUBHICTb KOMbOpY B 30Hi TecToBOI 06nacTi Moxe
3MIHIOBaTMCb 3aneXHo Bif KOHUeHTpauii IgM aHTuTin po Tokconnasmu,
NPUCYTHIX y 3pa3ky. Tomy 6yab-AKMI BiATIHOK KONbOPY B 0611acTi TeCTOBOI NiHil
cnif BBaXKaTyi NO3UTUBHMM Pe3yNibTaToM.
HEFTATUBHUA: B o6nacti KoHTponbHOi niHii (C) 3'ABnAeTbcA opgHa
KonbopoBa NiHifA. B TecToBiin 06nacTi He 3'ABNAETbCA XKOAHOT NiHil.



HEQINCHUI: KoHTponbHa niHia He 3'aBnAeTbca. HegoctaTHil 06'em 3paska
abo HenmpaBuSibHa MeToAMKa npouedypu TecTy € Halbinbll NMOBIPHUMMK
npUYMHamMy He MOABU KOHTPOMNbHOI niHii. [MepernAanytn npouepypy i
NOBTOPUTM TeCT 3 BUKOPUCTAHHAM HOBOI TecT-KaceTu. AKWOo ue He pJae
6axaHoro pesynbTaTy, Clif NPUNVHUTA BUKOPUCTAHHA TeCTOBOro Habopy
HeranHo i 38'A3aTnCA 3 perioHanbHUM JUCTPUG'IOTOPOM.

KOHTPOJIb AKOCTI

BHyTpilWwHi npoueaypHi KOHTpoONi BKOYeHi B TecT. KonbopoBa niHid, wWo
3'ABNAETbCA Ha KOHTpOnbHi AinaHui (C), € BHYTpIiWHIM npouesypHUM
KOHTponem. BoHa nigTBepmXye AoAaBaHHA HaNeXHOI KinbKOCTi 3paska,
BilNOBiZAHE 3BONOXXEHHA MEMOPAHN i KOPEKTHICTb NPOBEAEHHSA NpoLeaypu.

OBMEXXEHHA NPOLIEAYPU

1. Cnig cyBOpo AOTpMMYBaTMUCA NpoLeAypw aHanisy Ta iHTepnpeTauii
pe3ynbTaTiB TeCTy NpU TeCTyBaHHi Ha HasaBHICTb aHTUTIN go T.gondii B
cupoBaTtui abo nnasmi. HegoTprMaHHs npouesypu MoXe AaTh HETOYHI
pe3ynbTatu.

2. [aHnit TecT 0BMeXyeTbCA TiNbKU AKICHAM BUABMEHHAM aHTWTIN O
T.gondii y cnpoBartui uv nnasmi ntoguHU. IHTEHCUMBHICTb 3a6apBneHHs He
Ma€ NiHiHOT KopenALii 3 TUTPOM aHTUTIN Y 3pas3ky.

3. HeraTuBHwuiA pe3ynbTaT ANA OKpeMoro cy6'ekTa CBiUNTb NPO BiACYTHICTb
BUABNEHUX aHTUTIN T.gondii. NpoTe, HeraTMBHWI pe3ynbTaT TecTy He
BUMKJTIOYA€E MOXMBOCTI BMMBY abo 3apaxeHHaA T.gondii.

4. HeraTMBHUIM pe3ynbTaT MOMe BWHWKHYTUW, AKWO KifbKiCTb aHTUTIN
T.gondii, npucyTHIX y focnifXKyBaHOMY 3pa3Ky, 3HaXOAUTbCA HUXKUE, HixK
MeXa BUABMIEHHA aHanisy, abo aHTUTINa, AKI BMABNAIOTLCA, BIACYTHI nig
yac cTagiii 3aXBOpIOBaHHA, KONIM NPOBOAMBCA 3abip 3pa3Ka.

5. [Jeski 3pa3ky, WO MICTATb HaA3BMYANHO BUCOKMIN TUTP reTepodinbHUX
aHTUTIN abo peBMaTOIgHWI GAKTOP, MOXYTb BIMIMHYTM Ha OYiKyBaHi
pe3synbTatu.

6.  Pe3ynbTatu, OTPUMaHIi 3 LM TECTOM, MOBUHHI TAIYMauynTUCA NKLLIe Pa3om
3 iHWKMK BiarHOCTUYHMMM NpoLleaypamMm Ta KNiHIYHUMK BUCHOBKaMMU.

OYIKYBAHI PE3YJIbTATU

Tect-KaceTy AnA WBWAKOro BM3HAYeHHA aHTUTIn IgM o Tokconnasmosy
(cnpoBaTka/nnasma) NopiBHIOBaNM 3 NPoBiAHUM KomepLitHum IOA Tectom Ha
IgM Tokconna3mo3sy. Kopenauia MiXX UMMM ABOMa cuCTEMamy CTaHOBUTb
noHag 98.2%.

POBOYI XAPAKTEPUCTUKHN

YyT1nmsictb i cneyudivHicTb
Byno npoBegeHO KniHiYHY OLiHKY, MOPIiBHIOIOUN pe3ynbTaTi, OTPMMaHi 3a
ponomoroto TecT-kaceTm AnAa WBWAKOIO BU3HayeHHA aHTwTin IgM  po
ToKconnasmosy (cmposatka/mnasma) Ta IOA Tokconnasmosy IgM. locnigkeHHs
BKtoyasno 380 IgM 3pazkis; ans IgM obuasa aHaniav BUABUAN 345 HeraTyBHWX
Ta 28 NO3NTUBHWX pe3ynbTaTiB.

PesynbraTu IgM

InTepdepyioui peuoBrHMN
HactynHi cnonyku Takox Oynu BMNpoOyBaHi 3 JaHUM Tectom i He 6yno
BUAIB/IEHO iHTEpdepeHL;i.
EATA: 20 me/on

AuemamiHocpeH: 20 mz/on Kogpein: 20 m2/0n (mg/dl)

MeTtop T.gondii IQA (IgM) 3aranbHi
TecTt-KaceTa ana PesynbTatn Mo3nTvBHUI | HeraTvBHuiA | pe3ynbtaTtn
LUBUAKOrO BU3HAUYEHHS Mo3nTrBHMIA 28 5 33
anTuTin IgM po
TOKCOMNnasmosy HeratusHun 2 345 347
(cmpoBaTtka/nna3ma)
3aranbHi pesynbtatu 30 350 380

93.3% (95%Cl*: 77.9%-99.2%);
98.6% (95%CI*: 96.7%-99.5%);
98.2% (95%Cl*: 96.2%-99.3%).

BigHocHa YyTtnusicTb:
BigHocHa CnevymndiyHicTb:
[locToBipHiCTb:
*[loBipunii IHTepBan

TouHicTb

B aHanisi
TouHicTb B aHani3si BU3Havyanacb 3a gornomoroto 10 ay6nikaTtis 3 pisHUX 3pa3KiB:
HeraTVBHOrO, HU3bKO MO3WTUMBHOFO Ta BWCOKO MO3WUTMBHOrO. HeraTuBHi,
BMCOKO MO3WTMBHI Ta H3bKO NO3UTUBHI 3HaYeHHA OyNn NpaBUIbHO BU3HaYeEHi
y > 99% BuNagKis.

Mix aHanisamn
TouHicTb MiX aHanizamu BusHavanacb 10 He3aneXXHVMU aHasli3amMmn Ha TUX e
TPbOX Pi3HMX 3paskax: HeraTMBHOMY, BWMCOKO MO3UTUBHOMY Ta HW3bKO
no3mTMBHOMY. Tpu Ppi3Hi napTii TecT-KaceTn AnNA LWBWMAKOrO BU3HAYEHHA
aHTuTin IgM po Tokconnasmosy (cupoBaTka/mnasma) Oynu npoTecTtoBaHi
npotarom 10 AHIB, BUKOPUCTOBYIOUM BHLLE 3a3HaYyeHi 3pas3ku. 3pasku 6ynu
npaBwbHO ineHTUdIKoBaHi y > 99% BrNagKis.

MepexpecHa peaKTUBHICTb
TecT-KaceTa [AnA WBWAKOrO BU3HauYeHHA aHTMTIN IgM po Tokconnasmosy
(cnpoBatka/nnasma) byna npoTecToBaHa Ha NO3uTKBHI 3pa3ku HBsAg, HBsAD,
HbeAg, HBeAb, HBcAb, HCV, BI/, cuodinic, H. Pylori, CMV Ta KpacHyxa.
Pe3ynbTati He Nokasanu nepexpecHoi peakTUBHOCTI.

(mg/dl) (mg/dl)
Auemuncaniyunosa Fenmu3uHosa kuciioma: 20  Emanon: 10%
kucoma: 20 me/on (mg/dl) me/on (mg/dl)
AckopbiHosa kucioma: 2 ®eHunnponaHonamiu: 20 nioko3sa: 20 me/on
2/0n (g/dl) me/on (mg/dl) (mg/dl)
binipy6iH: 1000 m2/0n Caniyunosa kucioma: 20 ®eHomuasuH: 20
(mg/dl) Mme/0n (mg/dl) Mme/0n (mg/dl)
YMOBHi NO3HaYeHHA
YBara, AuBiTbcA He
A iHCTPYKUii no V Tecrig B Habopi ® BUKOPUCTOBY-
3aCTOCYyBaHHIO BaTV NOBTOPHO
Tinbku ana in vitro BukopucTaTin Kar. N
niarHoCTUKN no ar. =
sove 36epirati Mix DE 3*””"“1"0
e -T Ne naprii iHCTPyKUii 3
ZDCJH/ 2:30°C(Q - BUKOPUCTaHHA
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BUKOPUCTOBYITE, Bioo6
AKWO naket MpobHNK
MOLKOIXKEHNIA
m@_ BUPOBHUK: )
TOB «J1IABIOEU»
LABUA
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