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TOKCOIJIA3MO3, TECT-KACETA ANnAa
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MPU3HAYEHHA BUKOPUCTAHHA

TecT-KaceTa ANA LWBWAKOIO BU3Ha4yeHHA aHTWUTIN IgG Ao Tokconnasmosy
(cnpoBaTka/nnasma) - LUe WBWMAKUIA  XpomaTorpadiuHunii  natepanbHui
iMyHOaHani3 gnAa ofHOYacHOro BUABNEHHA Ta AudepeHuitloBaHHA I1gG aHTU-
T.gondii B cnpoBatui abo nnasmi noguHu. Llei Habip npusHayeHuin ana
BUKOPWUCTAHHA B AKOCTi CKPUHIHFOBOrO TecTy i AK [OMOMIKHMIA npu
niarHocTuli iHdekuii T.gondii. Byab-AKWIN peakTUBHUIA 3pa3oK 3 TECT-KaceTolo
[NA WBMAKOro BM3HaYeHHA aHTWTIN IgG [0 TOKconnasmosy MoBMHEH OyTu
NiATBEPAXEHNN anbTepHaTUBHUM MeTOfOM (MeTofamu) TecTyBaHHA Ta
KNiHIYHNMMN BUCHOBKaMMU.

PE3IOME

T.gondii € o6GRIraTHUM  BHYTPIWHBLOKNITUHHAM  NPOCTUM  MApPa3nUToOM,
|PO3NOBCIOAXKEHMM MO BCbOMy €BiTy. CepororiuHi AaHi cBifuaTh, WO npubnmsHo
30% HaceneHHA 6iNbWOCTI MNPOMUCIOBO PO3BUHEHUX KpaiH XPOHIYHO
iHdikoBaHi LM opraHismom. Pi3Hi ceponoriuHi Tect Ha aHTWTINa go T.gondii
6yny BUKOPUCTaHi AK AOMOMIKHI 3acoby AnA fiarHOCTUKM rocTpoi iHpeKLii Ta
INA OUiHKU MonepefHbOro BNAMBY Ha opraHism. Lli Tectn - ue dpapbysaHHA
CabiHa-OenbamaHa, TecT NPAMOI arnloTWHaLil, HenpAMOi remarnTrHaUil,
naTeKCHOI arnoTuHauii, Henpamoi imyHopnyopecueHuii Ta IOA. A Takox,
XpomatorpadiyHuii natepanbHUiA iMyHOaHani3, Takui AK AaHuid TecT, 6yB
NPenCTaBNeHUN B KIIHIYHMX [OCHIIKEHHAX ONA CepofiarHoCTMKU iHbeKuil
TOKCOMasmu.

NPUHLUUN

TecT-KkaceTa AnA LWBMAKOTO BW3HAYeHHA aHTUTIN IgG po Tokcomnasmosy
(cmpoBaTka/mnasma) - ue AKICHWIA, naTepanbHUA iMyHONOrYHWIA aHani3 ana
BUABNEHHA IgG aHTUTIN O TOKCONNa3Mu y 3paskax cMpoBaTku abo nnasmu. Y
LUbOMy TecTi MuwaYi aHTK-IgG nioAMHN HaHeceHi B 06nacTAx TecToBOi NiHil
KOXHOI 30HM B TecTi. [ig yac TecTyBaHHA 3pa3oK CUpoBaTKM abo nnasmu
pearye 3 HaHeCeHUMM YacTVHKaMK aHTureHa T.gondii Ha TecT-Kacerti. MoTim
CyMmill nepemilLlyeTbcs Bropy no meMbpaHi nig Ai€lo KaninapHUX cun Ta pearye
3 MuWaumm aHTK-IgG nlogvHM Ha Memb6paHi B 06nacTAX TecToBOl MiHil
BiANOBIAHMX AinAHOK. HasBHicTb KONbOpoBOI NiHii B 0bnacti TecToBoi AiHil
BiANOBIAHOI [AiNAHKN BKa3ye Ha NO3WTWBHWI pe3ynbTaT ANnA BiAnoBiAHOI
iHbekuii. ATi BigCcyTHICTb BKa3ye Ha HeraTUBHUIA pe3ynbTaT Ana Liel iHpekuii.

B AKOCTi NpoLeAypHOro KOHTPOJIO KONbOpOoBa JiHiA 3aBXAau byae 3'ABNATUCA B
ob6nacTi KOHTPONbHOI NiHiil CMyXKMW, WO BKalye Ha Te, Wo OyB AopaHuin
BiANoBiAHMUI 06'eM 3pa3Ka i BinOynoca 3B0NIOXKEHHA MeMbOpaHU.

PEATEHTU
TecT-Kaceta MicTUTb MUWwadi aHTU-IgG nAMHM Ta aHTUreH Tokcomnnasmosy
T.gondii. Ko3aunii aHTu-muLwaumnin IgG 3aCcTOCOBYETbCA Ha KOHTPOJIbHIN NiHil.

3ACTEPEXXEHHA

1. Tinbkn AnAa npodeciiHoro 3actocyBaHHA B in vitro piarHocTuvui. He
BMKOPUWCTOBYBATW NiCNA 3aKiHYEHHA TePMiIHY NPUAATHOCTI.

2. MNepen BWMKOHaHHAM TecTy Cnif MOBHICTIO O3HANOMWUTWUCA 3  Li€0
iHCTpYyKUi€to.

3. TecT NOBWHEH 3anUWATMCb Y 3aKpWUTOMYy NaKeTi O MoOYaTKy
BUKOPWCTaHHS.

4. Mepep BUKOPWCTAaHHAM NPUMBECTU BCi peareHTU [oO  KiMHaTHOI
Temnepatypw (15-30 °C (°C)).

5. HanexxHym umHoM noBoabTecs 3i 3pa3kamMu | TeCT-NPUCTPOAMMU, Lo Bynn

BMKOPWCTaHi, a came Tak, Hi6M BOHW 34aTHi MOTeHUiNHO iHOiKyBaTW.
YTunisynte BCi 3paskm | BUKOPUCTaHi MPUCTPOI B  HanexHoMy
KOHTelHepi Ana 6ioHeb6e3neyHux matepianis. Mpu 06pobui Ta yTunisauii
Hebe3neuHux MmaTepianis cnigyiTe MicUeBMM, HaLioHanbHUM abo
perioHanbHM HOPMaTUBHMM aKTaM.

6. OpArante ofHOPa3oBi PyKaBUYKM, XanaT Ta 3axWCHi OKynApw nig yac
06po6KM NoTeHLiiHO iHdIKOBAHOrO MaTepiany Ta BUKOHaHHA aHanisy.
Micna uboro peTeNibHO BUMUITE PYKU.

7. HepfoTprMaHHA TeMnepaTypHOro pexmmy MOXXe HeraTVBHO BMIUHYTU
Ha OTpVMaHi pe3ynbTaTu.

8. He icTn, He nuTW i He mManuTM B MicuAX, Ae NpauoTb 3i 3paskamu i
Habopamum.

9. Mpy po3nuBaHHi 3pa3kiB Ha Oyab-AKi MOBEPXHi NOTPIOHO peTenbHO

nprbpaTy, BUKOPUCTOBYIOUN BifNOBiAHWMI Ae3iHdiKyounii 3aci6.

10.  36epiraTi B HefOCTYMHOMY ANA AiTen micLi.

3BEPIFAHHA TA CTABUIbHICTb

36epirat Habip nNpu KiMHaTHIA TemnepaTypi abo B xonoaunbHuKy (2-30 °C
(°C)). TecT cTabinbHMI NPOTArOM YCbOTo TEPMiHY NPUAATHOCTI, 3a3HAaUEHOrO Ha
repmMeTUYHin ynakoBLi. TecT NOBWHEH 3anuwWwaThcA B LbOMY Milleyky A0
BuKopuctaHHAa. HE 3SAMOPOYBATW. He B1KoprcToBYBaTU NicNA 3akiHUEHHA
TePMiHY NPYUAATHOCTI.

3B6IP 1 MIArOTOBKA 3PA3KIB

. TecT-KaceTy AnA WBMAKOrO BM3HAYeHHA aHTUTIN IgG fo Tokconnasmosy
(cnpoBaTKka/nnasma) MOXKHa 3aCTOCOBYBaTU 3i 3pa3kamy CpoBaTKM abo
nnasmu.

. flkHanwBMALe BIAOKPEMUTU CUPOBATKYy abo nnasmy Bif KpoBi, W06
YHUKHYTW remonidy. MoXHa BUKOPUCTOBYBaTW nule Mpo30pi, He
remoli3oBaHi 3pasku.

. TecTyBaHHA cnif npoBoAMTM Bigpaly X nicna 36opy 3paskiB. He
3anvwanTe 3pasky Npu KiMHaTHIM Temnepatypi NpPOTArom TPUBanoro
nepiofy yacy. 3pa3ku MmoxyTb 36epiratuca npm 2-8 °C (°C) npotarom o 3
IHiB. Ina TpuBanoro 36epiraHHA 3pa3ky NOBUHHI 36epiratcb HUXue -20
°C (°Q).

. MNMepen TecTyBaHHAM [OBeAiTb 3pa3kyM A0 KiMHATHOI TemnepaTypw.
3amep3ni 3pa3ku MOBMHHI OyTW MNOBHICTIO PO3MOpPOXeHi Ta Aobpe
nepemilwaHi nepea TecTyBaHHAM. 3pasku He CNifg 3amMoOpOXyBaTu Ta
BifiTaBaTV! HEO[HOPA30BO.

. AKWO 3pa3kM MOBUHHI OyTVM TPaHCMOPTOBaHi, BOHW MOBUHHI 6yTn
ynakoBaHi BiAMOBIAHO A0 MicLeBMX NpaBun Ana TPaHCNOPTYBaHHA
€TWNONOTiYHNX 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 JOCArTN 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
BEPTMKabHO; HabepiTb 3pa3ok NpubnnsHo Ha 1 cm (cm) Hap BepXHiM
KiHLeM HaKOHEUHMKa, AK NMOKa3aHO Ha MasioHKy Huxye. MNepemicTitb 1
noBHy Kparno (npnénusHo 20 mkn (pl)) 3paska y KOXKHY NyHKy And
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.
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Nosutuekuid  Heratwerwin  HeglAckud

IHTEPMPETALIA PE3YJIbTATIB

(Byab nacka, 3BepHiTbcA Ao intocTpalii BuLLe)
MO3UTUBHUN:* 3'aBnaloTbca ABi KONbOPOBI NiHii. OHa KonbopoBa NiHisA
3aBXXAW NOBMHHA BYTW B 30Hi KOHTponbHOT obnacTi (C) i We ofHa NiHiA NOBUHHa
6yTI B 30Hi TecTOBOI 06nacTi.
*MPUMITKA: IHTeHCUBHICTb KOMbOpY B 30Hi TecToBOi 06nacTi Moxe
3MiHIOBaTUCb 3aneXHo Bif KoHUeHTpauil 1gG aHTWTIn Ao Tokconnasmu,
NPUCYTHIX y 3pa3Ky. Tomy 6yfb-AKMI BIATIHOK KONbopy B 061acTi TeCToBOI NiHil
cnifj BBaXaTui NO3UTUBHUM Pe3ysibTaToM.
HEFTATUBHUI: B o6nacti koHTponbHoi niHii (C) 3'aBnAeTbca opHa
KOJIbOpOBa NiHiA. B TecTOBIN 06nacTi He 3'ABNAETLCA XKOAHOI NiHil.



HEQINCHUI: KoHTponbHa niHia He 3'aBnAeTbca. HegocTtaTHil 06'em 3paska
abo HenmpaBuSibHa MeToAMKa npouedypu TecTy € Halbinbll NMOBIPHUMMK
npUYMHamMy He MOABU KOHTPONbHOI niHii. [Mepernanytn npouepypy i
NOBTOPUTM TECT 3 BUKOPUCTAHHAM HOBOI TecT-KaceTu. fAKWOo 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 KOHTpOnbHiM AinaHui (C), € BHYTpIiWHIM npouesypHUM
KOHTponem. BoHa nigTBepmXye AofaBaHHA 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 aHTWTIN go T. gondii B
cupoBaTtui abo nnasmi. HegoTprMaHHs npouesypu MoXe AaTh HETOYHI
pe3ynbTatu.

2. [aHnii TeCcT OOMEXYETbCA TiNbKU AKICHAM BUABMEHHAM aHTUTIA o T.
gondii y cnpoBaTUi uv nnasmi NoguHU. IHTEHCUBHICTb 3ab6apBneHHs He
Ma€ NiHiHOT KopenALii 3 TUTPOM aHTUTIN Y 3pas3ky.

3. HeraTuBHwuiA pe3ynbTaT ANA OKpeMoro cy6'ekTa CBiUNTb NPO BiACYTHICTb
BuABNeHMX aHTuTin T. gondii. MpoTe, HeraTMBHMI pe3ynbTaT TeCTy He
BUMKJTIOYA€E MOXNUBOCTI BNAMBY abo 3apaxeHHa T. gondii.

4. HeraTMBHUIM pe3ynbTaT MOXe BUHUKHYTW, AKWO KifbKiCTb aHTuTIn T.
gondii, NPUCYTHIX Y [OCAIAXYBAHOMY 3pa3Ky, 3HaXOAUTHLCA HIDKYE, HiXK
MeXa BUABNIEHHA aHanisy, abo aHTUTINa, AKI BMABNAIOTLCA, BIACYTHI nig
yac cTagii 3aXBOPIOBaHHSA, KON NPOBOAUBCA 3abip 3pa3ska.

5. [Jeski 3pasky, WO MICTATb HaA3BMYANHO BUCOKMIN TUTP reTepodinbHUX
aHTUTIN abo peBMaTOIgHWI GAKTOP, MOXYTb BMIMHYTM Ha OYiKyBaHi
pesynbTatu.

6.  Pe3ynbTaTu, OTPUMaHIi 3 LM TECTOM, MOBUHHI TAIYMauynTUCA NKLLE Pa3oMm
3 iHWKMK BiarHOCTUYHMMM NpoLledypamMm Ta KNiHIYHUMW BUCHOBKaMM.

OYIKYBAHI PE3YJIbTATU

TecT-KaceTy ANA LWBWMAKOTO BU3Ha4yeHHA aHTUTIn IgG Ao Tokconnasmosy
(cnpoBaTka/nnasma) NopiBHIOBaNM 3 NPoBiAHUM KomepLitHum IOA Tectom Ha
1gG Tokconna3smo3y. Kopenauia mixx Lumu gBoma crcTemamuy CTaHOBUTb NOHaZ,
98.2%.

POBOYI XAPAKTEPUCTUKHN

YyTtnmsictb i cneyudiuHicTb
Byno npoBegeHO KniHiYHY OLiHKY, MOPIiBHIOIOUN pe3ynbTaTi, OTPMMaHi 3a
ponomoroto TecT-KaceTu pAnA WBMAKOTO BU3HayeHHA aHtuTtin 1gG  go
ToKconnasmosy (cuposatka/mnasma) Ta I®A Tokconnasmu IgG. [locnigkeHHsA
BKtoyano 380 IgG 3pa3kis; 4na IgG obuasa aHanisv BUABUNN 344 HeraTyBHUX
Ta 29 NO3NTUBHWX Pe3ynbTaTiB.

Pesynbratu IgG

IHTepdepyloui peuoBrHN
HactynHi cnonyku Takox Oynu BunpoOyBaHi 3 JaHUM Tectom i He 6yno
BUWABMIEHO iHTepdepeHL;il.
EATA: 20 me/on

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

MeTop T. gondii IQA (IgG) 3aranbHi
Tect-KaceTa ana PesynbTatn Mo3unTBHUIA | HeratmHWiA pesynbratn
LIBMAKOFO BU3HAYEHHSA MNo3nTrBHWI 29 6 35
anTuTin IlgG no
TOKCOMnasmosy HeratusHuin 1 344 345
(cvpoBaTtKa/ nnasma)
3aranbHi pesynbtatu 30 350 380

96.7% (95%CI*: 82.8%-99.9%);
98.3% (95%CI*: 96.3%-99.4%);
98.2% (95%CI*: 96.2%-99.3%).

BigHocHa YyTtnusicTb:
BigHocHa CneumndiyHicTb:
[ocToBipHicTb:
*[osipunii IHTepBan

TouHicTb

B aHanisi
TouHicTb B aHanisi BM3Hauyanacb 3a gonomoroto 10 ay6nikaTiB 3 pisHuX 3pa3kKis:
HeraTMBHOrO, HU3bKO MO3UTVBHOFO Ta BUCOKO MO3WUTVMBHOrO. HeraTuBHi,
BMCOKO MO3WUTMBHI Ta H3bKO NMO3UTUBHI 3HAYEHHA OyNn NPaBUNbHO BU3HAYEHI
y > 99% BuNagKis.

Mix aHanisamn
TouHicTb MiX aHani3amy BU3Havanacb 10 He3anexHVMKn aHanizaMmn Ha TUX xe
TPbOX Pi3HMX 3paskax: HeraTMBHOMY, BMCOKO MO3UTMBHOMY Ta HU3bKO
nosnTMeBHOMy. Tpu pi3Hi napTii TecT-KaceTn [NA LWBWAKOrO BU3HAYEHHA
aHTWTin 1gG Ao ToKcomnasmosy (cmpoBaTka/mnasma) 6ynu npoTecToBaHi
npotarom 10 AHiB, BUKOPMUCTOBYIOUM BULLE 3a3HayeHi 3pas3ku. 3pasku Oynu
npaBwibHO ineHTUdIKoBaHi y > 99% BrNagKis.

MepexpecHa peaKTUBHICTb
Tect-KaceTa ANnA WBMAKOrO BM3HAYeHHA aHTUTIn IgG pgo Tokcomnasmosy
(cnpoBatka/nnasma) byna npoTecToBaHa Ha No3uTKBHI 3pa3ku HBsAg, HBsAD,
HbeAg, HBeAb, HBcAb, HCV, BI/, cuinic, H. Pylori, CMV Ta KpacHyxa.
Pe3ynbTat He NoKasanun nepexpecHoi peakTUBHOCTI.

(mg/dl) (mg/dl)
Auemuncaniyunosa leHmu3uHosa kucioma: 20 Emanon: 10%
kucoma: 20 me/on (mg/dl) me/on (mg/dl)
AckopbiHosa kucioma: 2 ®eHunnponaHonamin: 20 lnioko3sa: 20
2/0n (g/dl) me/on (mg/dl) me/on (mg/dl)
binipy6iH: 1000 m2/0n Caniyunosa kuciioma: 20 ®eHomiasuH: 20
(mg/dl) (mg/dl) me/0n (mg/dl) me/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
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