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TOKCOMNA3MO3, TECT-KACETA ANA
LWBUAKOIo BUSHAYEHHA AHTUTI IGG

Kam. Ne
®opma

Ynakoeka: 40 mecmie

Jama ocmaHHbo20 nepeansdy

iHcmpykuii: 01-02-2024
TinbKu ona eukopucmatHs 8 in vitro diazHocmuyi

:LUA-RT.TOXOG.C
:Kacema

NMPU3HAYEHHA BUKOPUCTAHHA

TecT-KaceTa And WBMAKOro BM3HaYeHHA aHTUTIN IgG o Tokconnasmosy (UinbHa
KpoB/cuMpoBaTKa/Mnasma) - ue LWBMAKWIA XpomaTorpadiuHuin natepanbHuUi
iMyHOaHani3 gnAa ofHo4YacHOro BUABMEHHA Ta AudepeHuitloBaHHA I1gG aHTU-
T.gondii B uUinbHIN KpoBi, cvpoBaTui abo nnasmi noguHn. Len Habip
NPU3HayYeHNn [ANA BUKOPUCTAHHA B AKOCTI CKPUHIHFOBOro TecTy i fAK
[onomixkHWI Npu aiarHocTuli iHdekuii T.gondii. Byab-AKNI peakTUBHWI 3pa3ok
3 TecT-KaceTolo ANA LWBUAKOrO BM3HAUYeHHA aHTuTin IgG po Tokconnasmosy

(4inbHa  KpoB/cupoBaTKa/mnasma) NnoBvHeH  OyTn  nigTBEpKEHWN
anbTepHaTMBHUM  MeToAOM  (MeTogamu) TeCcTyBaHHA Ta  KAiHIYHMMMK
BVICHOBKaMU.

PE3IOME

T.gondii € o6niraTHUM  BHYTPIWHBLOKNITUHHUM  NPOCTUM  MAPa3nTOM,

PO3NOBCIOAXKEHVM MO BCbOMY €BiTy. CeponoriuHi AaHi cBifguath, Wo npubnmsHo
30% HaceneHHA 6iNbWOCTi MNPOMUCIOBO PO3BUMHEHUX KpaiH XPOHIYHO
iHbikoBaHi UMM opraHiamMom. Pi3Hi ceponoriuHi Tect Ha aHTuTIna go T.gondii
6ynn BUKOPUCTaHI AIK JOMOMiXKHI 3acobu ana fiarHoCTUKM roctpoi iHdeKuii Ta
OnA OUiHKM nonepefHbOro BMAvBY Ha opraHism. Lli Tectn - ue dapbyBaHHs
CabiHa-OenbamMaHa, TecT MNPAMOI arnTUHaL, HenpsMol remarnoTuHaLil,
naTeKkcHol arnoTuHalii, Henpamoi iMyHodnyopecueHuii Ta IOA. A Takox,
XpomaTorpadiuHuii natepanbHUN iMyHOaHanis, Takui K JaHuii TecT, OyB
NPeaCTaBNeHNn B KIIHIYHMX AOCNIMKEHHAX [ONA CepofiarHOCTMKK iHbeKuil
TOKCOMnasmu.

nPMHUUN

TecT-KaceTa And WBMAKOro BM3HaYeHHA aHTUTIN IgG o Tokconnasmosy (UinbHa
KpoB/cnpoBaTKa/nnasma) - Lie AKICHUIA, naTepanbHWIM iMyHONOriYHMI aHani3 ana
BUABNEHHA |gG aHTUTIN O TOKCONNa3MO3y Y 3pa3kax LiinbHOI KPOBi, CMPOBaTKM
abo nnasmu. Y uboMy TecTi MuLavi aHTU-NACbKI IgG HaHeceHi B obnacTtax
TECTOBOI NiHii KOXHOI 30HM B TecTi. if Yac TecTyBaHHA 3pa3okK LiNbHOI KPOBI,
cnpoBaTkm abo Nnasmu pearye 3 HaHeCEHUMM YacTHKaMuy aHTureHa T.gondii Ha
TecT-KaceTi. [oTiM cymi nepemilyeTbcs Bropy Mo membpaHi nig A€o
KaninApHUX CUN Ta pearye 3 MULLIAYMM aHTU-TIOACbKMM IgG Ha membpaHi B
obnacTax TeCcToBOI NiHil BignoBigHUX AinAHOK. HaaBHICTb KONbOpoBOI NiHii B
obnacTi TecToBOI NiHii BifNOBIAHOI AINAHKN BKa3y€e Ha NMO3UTUBHUIA pe3ynbTaT
AnA BignosigHoi iHdpekuii. A ii BiACyTHICTb BKa3ye Ha HeraTMBHWI pe3ynbTaT Ana
uiei indekuii.

B sikoCTi NpoLeaypHOro KOHTPOJI0 KONbOPOBA fiHis 3aBXau byne 3'ABNATNCA B
06nacTi KOHTPONIbHOI MiHil CMyXKM, IO BKa3lye Ha Te, WO 6yB AoAaHWin
BiNOBiAHMIA 06'eM 3pa3kKa i Bifbynoca 3BoN0XKeHHA MeMbpaHu.

PEATEHTU
TecT-KaceTa MICTUTb MULLIAYNIA aHTU-NOACbKMN |gG Ta aHTUreH Tokconnasmosy
T. gondii. Ko3aunit aHTu-mumiwaunii IgG 3acTOCOBY€ETbCA Ha KOHTPOSTbHIN NiHil.

3ACTEPEXEHHA

1. Tinbkn gna in vitro giarHOCTUKN. He BUKOPWCTOBYITE MicNA 3aKiHYeHHA
TePMiHY NPYAATHOCTI.

2. He nanitb, He NuiTe Ta He KTe B MicUAX, Ae 06pPo6NATLCA 3pa3knu um
Habopw peareHTiB.

3. Ytwnisynte BCi 3pa3skum Ta martepianu, AKi BUKOPUCTOBYIOTbCA ANA
npoBefeHHs BUNPOOYBaHHS, AK 6ionoriuHo HebesneuHi BiAxoAw.

4.  Uen Bknaguw iHCTPYKUii HeO6XiAHO MpounTaTU MOBHICTIO Nepeq
BMKOHAHHAM TecTy.

5. Tepep BUKOpMUCTaHHAM [OBEefITb BCi peareHTV A0 KIMHaTHOI TemMnepaTypu
(15-30°C (°Q)).

3BEPIFAHHA TA CTABUIbHICTb

36epiraTi Habip Npw KiMHaTHI TemnepaTypi abo B xonogunbHUKy (2-30 °C (°C)).
TecT cTabinbHUA MPOTArOM YCbOTO TEPMiHY NPWAATHOCTI, 3a3HAYEHOro Ha
repMeTVUHIn ynakosui. TecT MNOBMHEH 3anuwaTticAa B Ui ynakosui fo
BukopuctaHHa. HE 3SAMOPOMYBATW. He BnkopucToByBaTh NicNA 3aKkiHYeHHA
TepMiHy NPUAATHOCTI.

36IP I NIArOTOBKA 3PA3KIB

. TecT-KaceTy AnA WBUAKOrO BU3HaYeHHA aHTUTIN IgG fo Tokconnasmosy
(uinbHa KpoB/cMpoBaTKa/Mna3sMa) MOXHa 3acTOCOBYBaTU 3i 3paskamu
LiNnbHOI KPOBI.

. Moxe 6yTv BMKOpMCTaHa fK LiNbHa KPOB Bif BeHenyHKLUii TaK i LinbHa
KPOB 3 nanbL.

. [ins 3a6opy 3pa3kiB LiNIbHOI KPOBI 3 NanbuA:

O  Bumuite pyky nauieHTa mMunom i Tennoilo BoAol abo OuunCTiTb
CNMPTOBMM TaMMOHOM. [laiiTe BUCOXHYTW.

0  MacaxywTe pyKy, He TOpKalUunCb MicLiA NPOKONY, NOTUPaoUn pyKy
[0 KiHUMKa cepefiHbOro abo 6e3iMeHHOro nanbLis.

0  [pokoniTb WKipy cTepunbHMM NaHueToM. MpoTpiTh NepLuy KpoB.

o ObepexxHo NoTupaiiTe PyKy Bif 3an'AcTA 40 LOMOHI A0 NanbLs, Wob
OTpUMaTK Kparniio KPoBi Hag MicLiem NpoKosy.

. TecTyBaHHs cCnifg npoBoAWTM Bigpaly X nicna 36opy 3paskis. He
3anMwWwanTe 3paskv Npy KiMHaTHIA Temnepatypi NpoTArom TpUBanoro
nepiofy yYacy. 3pasKku LinbHOT KpoBi MOXyYTb 36epiratucs npu 2-8 °C (°C)
npoTtarom o 2 pHiB. [na TpuBanoro 36epiraHHA 3pa3ku MOBUHHI
36epiratucb Hkye -20 °C (°C). HeobxifHO HeranHo NpoTecTyBaTh LifibHY
KpOB, 3ibpaHy 3 nanbus.

. Mepepn TecTyBaHHAM [AOBeAiTb 3pa3ku [0 KiMHATHOI Temnepatypu.
3amep3ni 3pa3kum MOBMHHI OyTW MNOBHICTIO PO3MOpPOXeHi Ta Aobpe
nepemilwaHi nepen TecTyBaHHAM. 3pa3ku He CNif 3aMOpPOXyBaTu Ta
BiATaBaT! HEOAHOPA30BO.

. AIKWO 3pa3kyM MOBMHHI OYyTVM TPaHCMOPTOBaHi, BOHW MOBUHHI GyTU
ynakoBaHi BiANOBIAHO [0 MicLeBMX NpaBUN AnAa TPaHCMNOPTYBaHHA
€TiONOriYHUX areHTiB.

MATEPIAIN
Marepianu, siki nocravaloTbca 3 Habopom
. TecToBI KaceTu . MNineTtkn . IHCTpYKUia
*  bydep
Heo6xigHi maTepianu, ane He HafaHi
. KoHTenHepwn gna . LleHTpudyra . Tanmep

360py 3paskis

MPOLIEAYPA AHANI3Y

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

b. MNocraBTe TecT-KaceTy Ha UWCTY Ta PiBHY MoBepxH. TpumaiTe nineTky
BEPTMKanbHO; HabepiTb 3pa3oK NpubnnsHo Ha 1 cm (cm) Hap BEpPXHIM
KiHLEM HaKOHEUHMKa, AK NOKa3aHO Ha MasioHKy Huxye. MNepemicTitb 1
noBHy Kparno (npnénusHo 20 mkn (pl)) 3paska y KOXKHY JyHKy And
3pa3ska, noTiM Jopainte 2 kpamni 6ydepa (npmbnusno 80 mkn (ul) go
KOXXHOI NYHKM 3i 3pa3KkoM i 3anycTiTb Tanmep. [inB intocTpaito HuxKye.

[ MNMouekariTe, NOKN He 3'ABUTLCA KONMbOPOBA NiHiA (i). PesynbTat Tecty cnig
34ynTaTh Yepes 15 xBunuH. He iHTepnpeTyinTte pesynbTtat yepes 20 XBUSIWH.
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IHTEPMPETALIA PE3YJIbTATIB

(Byab nacka, 3BepHiTbca o intocTpadii BuLLe)
MO3UTUBHUMN: *3'aBnsaoTbca ABi KONbOPOBI NiHii. OgHa Konboposa NiHisA
3aBX/AM NOBMHHa 6yTK B 30Hi KOHTponbHOT obnacTi (C) i We ofgHa NiHiA NOBUHHa
6yTI B 30Hi TeCcTOBOT 06nacTi.
*MPUMITKA: IHTEHCUBHICTb KOMbOpY B 30Hi TecToBOI 06facTi Moxe
3MIHIOBAaTMCb 3aneXHo Bif KoHUeHTpauii 1gG aHTWTIn Ao Tokconnasmu,
NPUCYTHIX y 3pa3ky. Tomy 6yab-AKMI BIATIHOK KONbOPY B 0611acTi TeCTOBOI NiHil
cnif BBaXKaTui NO3UTUBHMM Pe3ySibTaToM.
HEFTATUBHU: B o6nacti koHTponbHOi niHii (C) 3'ABnAeTbcA opgHa
KOJIbOpOBa NiHiA. B TecTOBiN 06nacTi He 3'ABNAETLCA XKOQHOI NiHil.
HEQINCHUI: KoHTponbHa niHia He 3'aBnAeTbca. HegoctaTHil 06'eM 3paska
abo HenpaBufibHa MeToAMKa npoueaypu TecTy € Halbinbll NMOBIPHUMMK
NpUYMHaMM He NOABK KOHTPOSbHOI NiHil. [lepernaHyTn npoueaypy i NOBTOPUTK
TeCT 3 BUKOPWUCTAHHAM HOBOI TecT-KaceTu. fKWO uUe He fae 6GaxaHoro
pe3ynbTaty, Clif NPUMNUHUT BUKOPWUCTAHHA TECTOBOrO Habopy HerawHo i
3B'A3ATNCA 3 PEriOHANbHUM AUCTPUE'IOTOPOM.



KOHTPOJ1b AKOCTI

BHyTpiWwHi npoueaypHi KOHTponi BKloueHi B TecT. KonbopoBa niHiA, wWo
3'ABNAETbCA Ha KOHTpOnbHiM AinaHui (C), € BHYTpIiWHIM npouesypHUM
KOHTponem. BoHa nigTBepmXye AoAaBaHHA HaNeXHOI KinbKOCTi 3paska,
BiiNOBiZAHE 3BONOXXEHHA MEMOPAHN i KOPEKTHICTb NPOBEAEHHS NpoLeaypu.

OBMEXXEHHA NPOLIEAYPU

1. Cnig cyBOpOo AOTpMMYBaTMCA npouUeaypw aHanisy Ta iHTepnpeTauii
pe3ynbTaTiB TeCTy Npu TeCTyBaHHi Ha HasaBHICTb aHTUTIN Jo T.gondii B
LinbHii KpoBi, cpoBaTLi abo nnasmi. HegoTprmaHHa npouenypu Mmoxe
[laTh HETOUHi pe3ynbTaTu.

2. [aHwni1 TeCcT 0OMEXYETbCA TiNbKM AKICHUM BUABNEHHAM aHTUTIN fo T. gondii
Yy UiNbHIN KpOBi, cmpoBaTUi uM nnasmi NAVHWU. |HTEHCUMBHICTb
3abapBieHHA He Ma€ NiHINHOT KopenALii 3 TUTPOM aHTUTIN Y 3pa3ky.

3. HeraTmBHwuiA pe3ynbTaT ANiA OKPeMOoro cy6'ekTa CBifuMNTb NPO BiACYTHICTb
BUABNEHWX aHTUTIN T.gondii. NpoTe, HeraTMBHWI pe3ynbTaT TecTy He
BUMKJTIOYAE MOXNMBOCTI BMMBY abo 3apaxeHHaA T.gondii.

4.  HeraTuBHWI pe3ynbTaT MOXe BUHUKHYTU, AKLLO KiNbKicTb aHTuTIN T.gondii,
NPUCYTHIX Yy AOCNIAKYBaHOMY 3pasKy, 3HaXOAUTbCA HWXKYE, HiK MeXa
BUWAIBMIEHHSA aHani3y, abo aHTUTINA, AKi BUABNAIOTbCA, BIACYTHI Nig Yac ctagii
3aXBOPIOBaHHSA, KON NPOBOAMBCA 3abip 3paska.

5. [Jeski 3pa3ky, WO MICTATb HaA3BMYANHO BUCOKMI TUTP reTepodinbHUX
aHTUTIN abo peBMaTOIgHMI GAKTOP, MOXYTb BMIMHYTM Ha OYiKyBaHi
pesynbTatu.

6.  Pe3ynbTaTu, OTPMMaHIi 3 LM TECTOM, MOBUHHI TIYMaunUTUCA NMLLIE Pa3OM 3
iHWMMK JiarHOCTUYHYMM NpoLefypamMu Ta KNiHIYHUMY BUCHOBKaMMU.

OUIKYBAHI PE3YJIbTATU

TecT-KaceTa And WBMAKOro BM3HaYeHHA aHTUTIN IgG go Tokconnasmosy (UinbHa
KpOB/c1poBaTKa/Mnasma) MOpiBHIOBaN 3 MPOBIAHNM KOMEPLiNHAM TeCcToM
Toxo IgG ELISA. Kopensuia mix Lmmu iBOMa cMcteMamu CTaHoBUTb 98.2%.

POBOYI XAPAKTEPUCTUKUN

YyTtnmsictb i cneyudiuHicTb
Byno npoBegeHoO KniHiYHY OLiHKY, MOPiBHIOIOUYN pe3ynbTaTi, OTPMMaHi 3a
ponomoroto TecT-KaceT [AnA WBMAKOTO BU3HayeHHA aHtuTin 1gG  go
TOKconnasmosy (UinbHa Kpos/cnpoBaTka/nnasma) Ta IOA Tokconnasmosy IgG.
[LocnigxeHHs Bktoyano 450 IgG 3pa3kis; ans IgG obuasa aHanisu Buasunm 394
HeraTMBHWX Ta 48 NO3NTMBHMX Pe3ynbTaTiB.

PesynbraTn IgG

MeTop T.gondii IQA (IgG) 3aranbHi
TecTt-kaceta ana PesynbTatn Mo3utnBHun | HeratvBHuin | pesynbraTtin

LUBUAKOTO Mo3nTrBHMIA 48 6 54

BU3HAUYEHHA aHTUTIN
19G po
TOKCOMMa3mo3sy HeratusHun 2 394 396
(UinbHa Kpos/

cvpoBaTKa/nnasma)

3aranbHi pesynbtatn 50 400 450

96.0% (95%Cl*: 86.3%-99.5%);
98.5% (95%CI*: 96.8%-99.4%);
98.2% (95%CI*: 96.5%-99.2%).

BigHocHa YyTtnuBicTb:
BigHocHa CneundiyHicTb:
[locToBipHiCTb:
*[loipunii IHTepBan

TouHicTb

B aHanisi
TouHicTb B aHani3i BU3Havyanacb 3a gornomoroto 10 Ay6nikaTtis 3 pisHUX 3pa3KiB:
HeraTMBHOrO, HA3bKO MNO3UTUBHOTO Ta BUCOKO NMO3UTUBHOIO. HeraTuBHi, BUCOKO
NO3UTUBHI Ta HN3bKO MO3MTUBHI 3HaUYeHHs OyNn NPaBUIbHO BM3HaueHi y > 99%
BUNAAKIB.

Mix aHanisamn
TouHicTb Mix aHanizamun BusHavanacb 10 He3aneXHVMK aHasizamMmm Ha TUX e
TPbOX Pi3HMX 3paskax: HeraTMBHOMY, BWCOKO MO3UTUBHOMY Ta HU3bKO
no3mTnBHOMY. Tpm pi3Hi napTii TecT-kaceTu AnaA WBULKOTO BU3HAYEHHA aHTUTIN
IgG po Tokconnasmosy (UinbHa KpoB/cupoBaTKa/mnasma) 6ynm npoTecTtoBaHi
npotarom 10 AHIB, BUKOPUCTOBYIOUM BHLLE 3a3HAYeHi 3pasku. 3pasku 6ynu
npaBwbHO ineHTUdIKoBaHi y > 99% BrNagKiB.

MepexpecHa peaKTUBHICTb
TecT-KaceTa AnA WBMAKOro BM3Ha4YeHHA aHTUTin IgG go Tokconnasmosy (UinbHa
KpoB/cupoBaTKa/nnasma) 6yna npoTecToBaHa Ha MO3UTMBHI 3pa3ku HBsAg,
HBsAb, HbeAg, HBeAb, HBcAb, HCV, BIJ1, cudinic, H. Pylori, CMV, HSV 1/2 Ta
KpacHyxa. Pe3ynbTaTti He Nokasanu nepexpecHoi peakTUBHOCTI.

InTepdepytoui peuoBuHU
HactynHi cnonyku Takox 6ynu BunpobyBaHi 3 JaHUM Tectom i He 6yno
BUWABMIEHO iHTepdepeHLil.
EATA: 20 me/on

AuemaminogeH: 20 me/on  Kogpein: 20 me/on

(mg/dl) (mg/dl) (mg/dl)
Auemuncaniyunosa FeHmu3uHosa Emanon: 10%
kucnoma: 20 me/on kucnoma: 20 me/on
(mg/dl) (mg/dl)
AckopbiHoga Kucioma: 2 DeHunNponaHoNnami: Tnioko3a: 20 m2/on
2/on (g/dl) 20 m2/0n (mg/dl) (mg/dl)
binipy6iH: 1000 m2/0n Caniyunosa kucioma: MeHomiaszuH: 20
(mg/dl) 20 m2/0n (mg/dl) me/0n (mg/dl)
YMOBHi NO3HaYeHHA
YBara, anBiTbCA He
& iHCTPYKLUii no V Tecris B Habopi ® BUKOPUCTOBY-
3aCTOCYyBaHHIO BaTV NOBTOPHO
IVD Tinbku ana in vitro Bukopucratn Kar. Ne
niarHoCTUKN no ar. =
20°C 36epirati mix - DE 3?epHinGj.ﬂo
e LOT Ne naprii iHCTPyKUii 3
m/ﬂf 2:30°C(Q) - BUKOPUCTaHHA
He
BUKOPUCTOBYITE, BUDOG
AKWO nakeTt MpobHIK
MOLIKOAXEHNN
@ BUPOBHUK:
3 TOB «J1ABIOEM»
lABUA

Byn. MeTtniopu, 6yauHOK 25,

M. IBaHO-@paHKiBcbK, 76018, YkpaiHa
Ten.: +380 (67) 000-20-22

EnektpoHHa agpeca: info@labua.com.ua
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