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LABUA KOMBIHOBAHA TECT-KACETA

AanAa wsunaKoro BusHAYEHHA AHTUTIN IgG/igM A0
TORCH-IHOEKLIIN

Kam. Ne
®opma

: F88-2WSP
:Kacema

Ynakoska: 25 mecmie
Jama sunycky incmpykuii: 18-09-2017

TinbKu 0na eukopucmaxHs 8 in vitro diazHocmuyi

MPU3HAYEHHA BUKOPUCTAHHA

KombiHoBaHa TecT-KaceTa ANA WBMAKOrO BU3HayeHHA aHTuTin IgG o ToRCH-
iHdeKUin (uinbHa KpoB/cnpoBaTKa/nnasma) - Le WBMAKMIA XpomaTorpadiuHmin
iMyHOMOrYHNIA  aHani3 AnA  AKICHOro BW3HavyeHHA aHTuTin 1gG  fo
ToKconnasmosy (Toxo), Bipycy kpacHyxwu (Rubella), untomeranosipycy (CMV) Ta
Bipycy npoctoro repriecy 1/2 (HSV 1/2) y uinbHiit KpoBi, cposaTLi abo nnasmi,
o6 gonomortu B giarHoctuui ToRCH.

Komb6iHoBaHa TecT-KkaceTa Ans WBMUAKOro BU3HaueHHA aHTuTin IgM go ToRCH-
iHpeKUin (UinbHa KpoB/cupoBaTKa/nnasma) - e WBKUAKMIA XpomaTtorpadiyHni
iMyHOMOriUHMIA  aHani3 gnAa AKICHOro BM3HauyeHHA aHTuTin IgM  po
ToKconnasmosy (Toxo), Bipycy kpacHyxwu (Rubella), untomeranosipycy (CMV) Ta
Bipycy npoctoro repriecy 1/2 (HSV 1/2) y uinbHiit KpoBi, cposaTLi abo nnasmi,
o6 gonomortu B giarHoctumui ToRCH.

PE3IOME

ToRCH € abpesiaTypoto ansa rpynu iHPeKUiiHUX 3axBOptoBaHb, AKi Mig yac
iHbiIKyBaHHA BariTHOIO KIHKOIO MOXYTb CNPUYVMHUTA BPOMXKEHI Bagu y
HoBOHapogeHnx. TORCH o6’eaHye 4 pi3Hi iHpeKLUii, AKi MOXYTb HeraTVBHO
BM/IVHYTW Ha BariTHUX XIHOK Ta Ha NNif, HOBOHAPOLXXEHMX AiTel, BKoYaun
BPOIKEHI BaAu Ta Y4acTo Befyuum o abopTi. YoTmpu iHdeKuil - Tokconnasmos
(A spirochete), kpacHyxa (Bipyc), CMV - unutomeranosipyc (Bipyc), HSV 1/2 -
Bipyc npoctoro repnecy 1 Ta/abo 2 (Bipyc). IHdeKuUii 3a3BnYalii BUKIMKaOTb
Masno (AKLIO €) CUMNTOMIB Y BariTHOI XiHKM, afie CTBOPIOIOTb GiNbluniAi pU3NK
CEepNO3HNX BPOAXEHMX AedeKTiB y HOBOHapoaKeHVX. IHdeKLUil, BUKIMKaHi
ToRCH - Tokconnasmosom, Bipycom KpacHyxu, umtomeranosipycom (CMV) Ta
Bipycom npoctoro repnecy (HSV) - € ocHoBHolo npuyvHoto BOH (noraHui
aKyLIepCbKMIN aHaMHe3). PU3nKmn Baxki, AKLWO MaTh iHPIKYETbCA B mepLiomy
TPUMECTPI, OCKINIbKA Ha LbOMYy eTani MouYMHaloTb (POpPMYyBaTUCA OpraHu
OWTWHW. 3aranbHi CUMNTOMW BK/OYalOTb NepefyacHe HapOKEHHS, 3aTPUMKY
PO3BUTKY, HEBPOJOTiYHI BiAXMNEHHA Ta NOLWKOMAPKEHHA OKa, NeYiHKK, cepua Ta
BYXa, @ TAaKOX ypaxeHHs KicTok. Mikpouedanis, rigpouedania, cygomm Ta
NCYXOMOTOPHA 3aTPVIMKa CYyNPOBOMXKYIOTb Lii Bagu PO3BUTKY.

Komb6iHoBaHa TecT-KaceTa Afisl WBMAKOrO BU3HaYeHHs aHTuTin IgG go ToRCH-
iHpeKUin (uinbHa KpoB/cupoBaTKa/mnasma) € LWBUAKAM XpomaTtorpadiyHum
iMyHOMOrYHMUM  aHanizom [nAa AKiCHOro BM3HayeHHA aHTuTin 1gG po
ToKconnasmosy, kpacHyxu, CMV ta HSV 1/2 y 3pa3kax cpoBaTku abo nnasmu.
Komb6iHoBaHa TecT-KaceTa AnA WBWAKOro BU3HaveHHA aHTuTin IgM go ToRCH-
iHbeKUin (uinbHa KpoB/cMpoBaTKa/mnasma) € WBUAKAM XpomaTorpadiuHum
iMYHONMOMYHNM  aHani3om AnA AKICHOro BM3HauyeHHA aHtuTin IgM  po
ToKconnasmosy, kpacHyxu, CMV ta HSV 1/2 y 3pa3kax cpoBaTku abo nnasmu.

nPUHUUN

Komb6iHoBaHa TecT-KaceTa Afisl WBMAKOrO BU3HaYeHHs aHTuTin IgG go ToRCH-
iHpeKUin (uinbHa KpoB/cMpoBaTKa/nnasma) € AKICHAM  natepanbHUM
iMyHOaHani3om ana AKiCHOro BM3HaueHHA aHTWTIN IgG Jo Tokcomnasmosy,
kpacHyxu, CMV ta HSV 1/2 y 3pa3skax LjifibHOT KpOoBi, CpoBaTKM abo nnasmu.
KombiHoBaHa TecT-KaceTa Ans WBWAKOro BM3Ha4YeHHA aHTuTin IgG po
ToRCH-iHndeKuin (4inbHa KpoB/cnpoBaTKa/nnasma):

Y ubomy TecTi Muwayi aHTK-1gG noanHNM HaHeceHi B obnacti TectoBoi niHii. Mig
Yyac TeCcTyBaHHA 3pa3oK LifbHOI KPOBi, CMPOBATKM abo nna3mu pearye 3
YacTMHKaMK, NOKpUTUMK aHTureHom T. gondii, Ha TecT-KaceTi. Cymiw noTim
nepemilly€eTbcss Bropy no MembpaHi nig Ai€lo KaninapHWX cun Ta pearye 3
MULWAYMM aHTK-IgG nognHM Ha membpaHi B 06nacTi TeCToBoI NiHil, BignosigHo.
HasgHicTb KonbopoBoi NiHil B 0651acTi TeCTOBOI MiHii BKa3y€e Ha MO3UTUBHUIA
pe3ynbTat ans iHdpekuii T. gondii, Togi AK ii BigcyTHICTb BKa3ye Ha HeraTMBHWN
pe3ynbTat AN uiei iHpekuii.

LWenpkui Tect KpacHyxa IgG/LUenpakunin Tect CMV IgG/LBunaknin Tect HSV
1/219G:

Y ubomy TecTi aHTUreHn KpacHyxu, CMV Ta HSV 1/2 HaHeceHi B obnactax
TEeCTOBUX MiHIN KOXHOI ceKuii kaceTw. lig yac TecTyBaHHA 3pa3oK LinbHOI
KpOBIi, cMpoBaTKy abo nnasmmn pearye 3 HAaHECEHUMM KO3MIAYMMM YacTUHKamMm
aHTK-IgG nioarHN Ha TecT-cmyLi. MNoTim cymiw mMirpye Bropy no membpaHi nig
Zi€o KaninapHMX cun Ta pearye 3 cneundiuyHMMK aHTUreHamu KpacHyxu, CMV
Ta HSV 1/2 Ha membpaHi B 0bnactax TectoBMX NiHii BiANOBIAHMX AiNAHOK.
HasBHicTb KonbopoBOI NiHii B 06nacTi TeCToBOI NiHii NeBHOI ceKuii BKa3ye Ha

NO3UTUBHUI pe3ynbTaT A1A BifgNosigHOI iHdeKLil, a came: KpacHyxu, CMV, HSV
1/2, Topi AK Ti BifCYTHICTb BKa3ye Ha HEraTUBHWUIA pe3ynbTaT AN Liel iHpekuii.

B AKoCTi NnpouenypHOro KOHTPOJSII0 KONbOPOBa NiHiA 3aBXAW 3'ABNATUMETbCA Y
BiNOBIAHMX 06NIACTAX KOHTPOJBbHOI AiHil BCiX YOTMPBOX CMYXKOK, LLIO BKa3y€E Ha
Te, wWo 6yB AofaHWi BiAMOBIAHMIA O6'eM 3pa3Kka i BiAbynocs 3BONOXKEHHS
MeMbpaHu.

Komb6iHoBaHa TecT-KkaceTa Ans WBWUAKOro BU3HaueHHA aHTuTin IgM go ToRCH-
iHpeKUin (UinbHa KpoB/cMpoBaTKa/nnasma) € AKICHUM  natepanbHUM
iMyHOaHani3om AnA AKICHOro BM3HayeHHA aHTWTIN IgM po Tokconnasmosy,
KpacHyxu, CMV 1a HSV 1/2 y 3pa3skax LjifibHOT KpOBi, cpoBaTKM abo nnasmu.
Kom6iHoBaHa TecT-KaceTa AnA WBMAKOro BM3HaveHHs aHTuTtin IgM po
ToRCH-iHdekKuin (4inbHa KpoB/cupoBaTKa/nnasma):

Y ubomy TecTi Muwwayi aHT1-IgM ntoguHK HaHeceHi B obnacTi TectoBoi NiHii. Mig
yac TeCcTyBaHHA 3pa3oK LifbHOI KPOBi, CMPOBaTKM abo nna3mu pearye 3
YacTMHKaMK, NOKpUTUMK aHTureHom T. gondii, Ha TecT-KaceTi. Cymiw noTim
nepemilly€eTbcss Bropy no MembpaHi nig i€l KanminapHWX cun Ta pearye 3
MULAYMM aHTU-IgM nogrHmM Ha MembpaHi B 0651acTi TeCTOBOI NiHil, BignosigHoO.
HasBHicTb KONbOPOBOI NiHil B 06nacTi TecToBOI NiHii BKasye Ha MO3UTUBHWN
pe3ynbTat Ana iHpekuii T. gondii, Toai AK i BifcyTHICTb BKa3ye Ha HeraTMBHWN
pe3ynbTat AN uiei iHpekuii.

Wenpkuin Tect KpacHyxa IgM/LWBuaknin Tect CMV IgM/LUBnakuin Tect
HSV 1/2 IgM:

Y ubomy TecTi aHTUreHn KpacHyxu, CMV 1a HSV 1/2 HaHeceHi B obnactsax
TEeCTOBUX MNiHIN KOXHOI ceKuii kaceTw. lig yac TecTyBaHHA 3pa3oK LinbHOI
KPOBI, CMpPOBaTK/ abo Mia3mu pearye 3 HaHeCeHUMY KO3MAUMMM YacTMHKaMU
aHTK-IgM ntoguHM Ha TecT-cmyui. MoTim cymil mirpye Bropy no membpai nig
Ai€o KaninApHMX cun Ta pearye 3 cneundiyHMMK aHTUreHamm KpacHyxm, CMV
Ta HSV 1/2 Ha membpaHi B 0bnactax TectoBUX NiHii BiANOBIAHMX AiNAHOK.
HanBHicTb KONbOPOBOI NiHii B 06/1aCTi TeCTOBOI NiHii NEBHOI ceKLii BKa3ye Ha
NO3UTUBHUI pe3ynbTaT A1A BifnosigHoI iHdeKLil, a came: kpacHyxu, CMV, HSV
1/2, Topi AK i BifCYTHICTb BKa3ye Ha HeraTUBHWUIA pe3ynbTaT AN Liei iHpekuii.

B AKoCTi NnpouefypHOro KOHTPOJIO KOTbOPOBa JiHIA 3aBXAMW 3'ABNATUMETbCA Y
BiANOBIAHUX 06NACTAX KOHTPOMNbBHOI NiHii BCIX YOTUPbOX CMYXKOK, L0 BKa3y€e Ha
Te, Wo 6yB AofaHWi BiAMOBIAHMIA 06'eM 3pa3Kka i BiAbynocs 3BONIOXKEHHSA
MeMbpaHu.

PEAFEHTU
TecT-KaceTa MicTUTb Muwadi aHTU-IgM noguHKn, muwavi aHTr-IgG nognHK,
KO3A4i aHTK-IgM  nioAnHK, aHTWreH TOKCOMNasmo3y, aHTUreH KpacHyXw,

aHtTureH CMV Ta aHturenm HSV .. Kosauun aHtu-muwauni 1gG Ta

cTpenTaBifnH-IgG 3aCTOCOBYIOTbCA Ha KOHTPONbHIN NiHil.

3ACTEPEXEHHA

1. Tinbkn AnAa npodeciiHoro 3actocyBaHHA B in vitro piarHocTuui. He
BMKOPWCTOBYBATW NiCNA 3aKiHYeHHA TePMiHY NPUAATHOCTI.

2. Mepen BWKOHaHHAM TecTy CRif MOBHICTIO O3HaNOMUTUCA 3  Li€l0
iHCTpYKUi€to.

3. TecT noOBMHeH 3anMWATWCL y 3aKpUTOMY MakeTi A0  MouvaTKy
BUKOPUCTaHHA.

4. MNepen BWMKOPUCTAHHAM NPUBECTM BCi peareHTM [0 KiMHaTHOI
Temnepatypw (15-30 °C (°C)).

5. HanexxH1m unHOM noBogbTeca 3i 3pa3Kamu i TeCT-NPUCTPOAMM, Lo Bynn

BMKOPWCTaHi, a came Tak, HiGM BOHW 34aTHi MOTeHUiNHO iHOiKyBaTW.
YTunisynte BCi 3pa3km | BUKOPUCTaHi MPUCTPOi B  HanexHoMy
KOHTelHepi aAna 6ioHebe3aneyHux maTepianis. Mpy 06po6ui Ta yTunizauii
Hebe3neyHVx MaTepianiB cCnigynTe MicueBUM, HauioHanbHUM abo
perioHanbHYM HOPMaTUBHMM aKTaM.

6. OpArante ofHOPa3oBi PyKaBUYKKM, XanaT Ta 3axWCHi OKynApw nig yac
06pOo6KYM NOTEHUiHO iHdIKOBaHOrO MaTepiany Ta BUKOHAHHA aHanisy.
Micna uboro peTenbHO BUMUIATE PYKU.

7. HepoTpumaHHA TeMnepaTypHOro pexrmy MoXKe HeraTVBHO BMUHYTW
Ha OTpMMaHi pe3ynbTaTu.

8. He ictn, He nuTn i He mManuTM B MicuAX, Ae NpauloloTb 3i 3paskamu i
Habopamm.

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

nprbpaTy, BUKOPUCTOBYIOUN BifNoBiAHWMIA Ae3iHdiKyounii 3aci6.
10.  36epiraTv B HeQOCTYMHOMY AN AiTen Micui.

3BEPIFAHHA TA CTABUIbHICTb
36epiraTy Habip nNpu KiMHaTHI TemnepaTypi abo B xonoaunbHuKy (2-30 °C
(°C)). TecT cTabinbHWI NPOTArOM YCbOro TePMiHY NPMAATHOCTI, 3a3HAaYEHOrO Ha
repMeTUYHiii ynakoBui. TeCcT MOBMHEH 3anuWaTuCA B LbOMY MilleyKy [0
BukopuctaHHa. HE 3AMOPOMYBATWU. He Bukopuctosysatu nicna
3aKiHYeHHA TepMiHY NPUAATHOCTI.

36IP 1 NIArOTOBKA 3PA3KIB

. KombiHoBaHy TecT-KaceTy AnA WBUAKOrO BM3HaueHHA aHTuTin IgG/IGM
fo  ToRCH-iHdekuin  (uinbHa  KpoB/cupoBaTKa/mnasma)  MOXHa
3aCTOCOBYBATU 3i 3pa3kamu LiinbHOT KPOBi, CUPOBaTKU abo nnasmu.



. Moxe 6yTV BMKOpUCTaHa fK LinbHa KPOB Bif, BEHENyHKLIi TaK i LjinbHa
KPOB 3 ManbLs.

. [insa 3a6opy 3pa3kiB LiNIbHOI KPOBi 3 Nanbusa:

O  BumuiTte pyky nauieHTa Munom i Tennoilo BoAol abo OuMCTiTb
CNYPTOBMM TaMMOHOM. [laliTe BUCOXHYTH.

0  Macaxyite pyKy, He TOPKalUNCb MiCLiA MPOKONY, MOTUPAIOUN PYKY
110 KiHuMKa cepefiHbOro abo 6e3imeHHOro nanbu.

0  [pokoniTb WKipy cTepunbHMUM faHueToM. MpoTpiTb NepLly KpoB.

o Ob6epexxHo NoTupaiiTe PyKy Bif 3an'AcTa [o AONOHI Ao Nanbls, Wob
OTpUMaTK Kpaniio KPoBi Hajg MicLiem NPoKosy.

. TecTyBaHHA cnifi npoBoAMTM Bigpasy X nicna 36opy 3paskis. He
3anvwanTe 3pasku Npv KiMHaTHI TemnepaTypi NPOTAroM TpuBanoro
nepiofy yacy. 3pa3ku cMpoBaTKy abo Mnasmy MOXyTb 36epiraTucs npu 2-
8 °C (°C) npoTarom Ao 3 gHis. [InA TpuBanoro 36epiraHHA 3pa3ku NOBUHHI
36epiratucb Huxdye -20 °C (°C). UinbHa KpoB, 3ib6paHa wWAAXOM
BeHenyHKLji, NoBrHHa 36epiratncb npu 2-8 °C (°C), AKLWO TecT NoTpibHO
NpoBOAWTM NPOTArom 2 [HiB micis 360py. He 3amopoxXyBaTu 3pasku
LinbHOT KpoBi. HeobxiiHO HeraiHO NPOTeCTyBaTH LifibHY KPOB, 3ibpaHy 3
nanbus.

. MNMepen TecTyBaHHAM [OBeAiTb 3pa3kyM A0 KiMHATHOI TemnepaTypw.
3amep3ni 3pa3kum MOBMHHI OyTW MNOBHICTIO PO3MOpPOXeHi Ta Aobpe
nepemilwaHi nepen TecTyBaHHAM. 3pa3kuM He CNif 3amMOpPOXyBaTu Ta
BiATaBaTN HEOQHOPA30BO.

. AKWO 3pas3kyM MOBMHHI OyTW TPaHCMOPTOBaHi, BOHU MOBUHHI GyTU
ynakoBaHi BIigNoOBIiAHO O MicUeBUX NpaBun ANA TPaHCNOPTYBaHHA
€TWOSONYHNX areHTiB.

MATEPIANIN

Marepianu, siki nocravaloTbca 3 Habopom
. TecToBI KaceTn . NineTtkn . IHCTpYKUia
e bydep

Heo6xigHi maTepianu, ane He HapaHi
. KoHTenHepw ana 36opy . LieHTpudyra (tinbkn .
3paskKiB ana nnasmu)

Tanmep

MPOLIEAYPA AHANI3Y

[lo nouyaTKy TecTyBaHHA [O3BONMTU TecT-KaceTi, 3pa3Ky, 6ydepy i/abo

KOHTPONAM BOCAITW KimMHaTHOI TemnepaTypu (15-30 °C (°C)).

Kom6iHoBaHa TecT-KaceTa 1A WBMAKOro BU3Ha4YeHHA aHTuTin IgG po

ToRCH-iHdekuin (4inbHa KpoB/cupoBaTKa/nnasma)

1. BuTArHiTb TecT-KaceTy 3 repmeTMYHOI YMakKoOBKW Ta BMKOpUCTanTe ii
NpOTArom ofHi€i rognHn. Hakpalyi pesynbtatv 6yayTb OTPVMaHi, AKLO
aHani3 BUKOHAHWUIN AKHaWBMaLWe.

2. TocTaBTe TecT-KaceTy Ha YWUCTY Ta PiBHY MOBEPXHI0. TpumaniTe nineTky
BEPTMKabHO; HabepiTb 3pa3oKk NpubnnsHo Ha 1 cm (cm) Hap BepXHimM
KIHLIEM HaKOHeYHMKa, AK NOKAa3aHO Ha MastoHKy Huxye. MepemicTitb 1
noBHy Kparno (npnénusHo 20 mkn (pl)) 3paska y KOXKHY NyHKy AnA
3pa3ska, noTiM Jopante 2 kpamni 6ydepa (npubnusno 80 mkn (ul) go
KOXXHOI NYHKM 3i 3pa3kom i 3anycTiTb Tanmep. [InB intocTpauito Huxkye.

3. TNouekaiiTe, NOKM He 3'ABUTbCA KONbopoBa fNiHiA (i). PeaynbtaT Tecty cnig
3yntatm uepes 15 xBuAuMH. He iHTepnpeTyinte pesynbtat 4yepe3 20
XBUIH.

MpumiTka: He pekomeHIy€eTbCsA BUKOPUCTOBYBaTM Bydep nicna 30 gHiB 3
MOMEHTY BifKpUTTA $pnaKkoHy.
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Kom6iHoBaHa TecT-KaceTa ANA WBMAKOro BM3HaveHHs aHTuTin IgM po
ToRCH-indekuin (4inbHa KpoB/cnpoBaTKa/nnasma)

1. BuTArHiTb TecT-KaceTy 3 repmeTUYHOI YMNaKoBKW Ta BUKOpuUCTanTe ii

NPOTArom ofHiei rognHn. Hankpalyi pesynbtatv 6yayTb OTPYMaHi, AKLLO
aHani3 BUKOHAHWUIN AKHaWBMaLWe.

2. TocTaBTe TecT-KaceTy Ha YWUCTY Ta PiBHY MOBEpPxHI0. TpumaniTe nineTky
BePTMKaNbHO; HabepiTb 3pa3oK Nprban3Ho Ha 1 cm (cm) Hag BepxHiM
KiHLEeM HaKOHeYHMKa, AK NMOKa3aHO Ha MastoHKy Hukye. MepemicTith 1
NnoBHy Kpannio (npménusHo 20 mkn (ul)) 3paska y KOXHY NyHKy Ans
3paska, noTim gopante 2 Kpanni 6ydepa (npmbnusHo 80 mkn (ul)) go
KOXXHOIT NYHKM 3i 3pa3koM i 3anycTiTb Tanmep. [Ins intocTpauito Huxye.

3. TouekalTe, NOKM He 3'ABUTLCA KOMbOPOBa NiHiA (i). PesynbTaT Tecty cnig
3yntatn uepes 15 xBuAMH. He iHTepnpeTynte pesynbtaT uepe3 20
XBUSIVH.

Mpumitka: He pekomeHay€eTbCA BUKOpUcToByBaTh bydep nicna 30 gHiB 3
MOMEHTY BiIKpUTTS GNIakoHy.

WBI HoMoL

IHTEPMPETALIA PE3YJIbTATIB

(Byab nacka, 3BepHiTbcA Ao intocTpallii BuLLe)
MNO3UTUBHUI:
Tokconnasmos no3uTuBHMIA: *B 30Hi "Toxo" 3'ABNAIOTbCA ABI KONbOPOBI
ninii. OgHa niHis NoBMHHA 6yTK B 0bnacTi KOHTPONbHOI NiHii (C), a iHWa niHisa
Ma€ 6yTn B obnacti TectoBoi fiHii (T).
KpacHyxa Mo3sutuBHuii: *B 30Hi "Rub" 3'ABnAloTbcA ABi KONbOPOBI NiHil.
OpHa niHis noBuMHHa ByTn B obnacTi KoHTponbHoI NiHil (C), a iHwa niHia Mae
6yTr B obnacTi TectoBoi niHii (T).
CMV Mo3utusHuii: *B 30Hi "CMV" 3'aBnaioTbca ABi KonbopoBsi niHii. OgHa
NiHiA NoBMHHa 6yTW B 06nacTi KOHTPonbHOI NiHil (C), a iHWa niHiA Mae 6yt B
obnacti Tectosoi niHii (T).
HSV 1/2 No3utusHuii: *B 30Hi "HSV 1/2" 3'aBnaTbca ABi KONbOPOBI AiHil.
OpHa niHis noBuMHHa ByTM B obnacTi KoHTponbHoI NiHil (C), a iHwa niHia Mae
6yTr B obnacTi TectoBoi niHii (T).
*Mpumitka: |HTeHCMBHICTb Konbopy B obnacti TectoBoi niHii (T) 6yae
3MIHIOBATMCA B 3aNI€XKHOCTI Bif KOHUEHTpauil aHTuTin IgG, NpucyTHIX y 3pa3sky.
Tomy 6yab-AKMI BIATIHOK Konbopy B TecToBiin obnacti (T) cnig BBaxatu
NO3UTUBHWM.
HEFATUBHUIA: B o6nacti KOHTPONbHOI niHii (C) KOXHOI 30HU 3'ABNAETbCA
ofHa KonbopoBa NiHia. He nossa Buagumoi niHii B obnacti Tectosoi niHii (T)
6yfb-AKOT 30HM CBIAUNTb MPO HeraTUBHWI pe3ynbTaT TecTy AnA uiel
KOHKPETHOI 30HU, a came, Toxo, Rub, CMV i HSV 1/2.
HEQINCHUI: KonTponbHa niHia He 3'aBnaeTbca. HegoctaTHil 06'eM 3paska
abo HenpaBufibHa MeToAMKa npouedypu TecTy € Halbinbll NMOBIPHUMMN
NpUYMHamMM He MOABU KOHTPOMNbHOI niHii. [MepernaHytn npouepypy i
NOBTOPUTM TECT 3 BUKOPUCTAHHAM HOBOI TecT-KaceTu. AKWO ue He pJae
6a)kaHOro pesynbTaTy, Clif NPUMNMHUTA BUKOPUCTAHHA TeCTOBOro Habopy
HeralHo i 38'A3aTNCA 3 perioHaIbHUM AUCTPUG'IOTOPOM.

KOHTPOJIb AKOCTI

MpoueaypHUIN KOHTPOSb BKNOYEHWUI B TECT iHAMBIAYanbHO ANA BCiX YOTUPbOX
30H. YoTrpm KonbopoBi NiHii, Lo 3'ABNAIOTbCA B 06/1aCTAX KOHTPOnbHOT iHii (C)
BCiX YOTMPbOX 30H, € BHYTPILIHIM NpoLefypHUM KoHTponem. Lle nigTeepaxye
[OCTaTHIN 06’eM 3pa3ka i NpaBUNbHY MPOLEAYPHY TexHiKy. KOHTpOnbHi
CTaHAAPTW He BXOAATb A0 Habopy; OAHaK, HanexHol nabopaTopHoio
NPAKTUKOI0 PEKOMEHAYETbCA MPOTECTYBATU NO3UTUBHI Ta HEraTVBHI KOHTPOSI,
Wwob niaTBEpAUTN Npouenypy TeCcTyBaHHA Ta MepeBipUTU NPaBWUbHICTb
BMKOHAHHA TeCTiB.

OBMEXXEHHA NMPOLIEAYPU

1.  KombiHOBaHa TecT-KaceTa ANs LUBUAKOrO BW3HAYeHHA aHTwTin IgG mo
ToRCH-iHdekuin (4inbHa KpoB/cMpoBaTKa/nnasma) nprisHavyeHa TiNbKu
ANA AiarHocTuKK in vitro. Llem TecT NoBMHEH BMKOPWUCTOBYBATWUCA ANA
BuABeHHA IgG aHTWTIN O ToKconnasmosy, KpacHyxu, CMV ta HSV 1/2 'y
3pasKax LinbHOI KpoBi, cpoBaTKy abo nnasmu. Hi KinbKicHWIA NOKa3HUK,
Hi WBMAKICTb 36iNbleHHA KOHUeHTpaUii IgG aHTMTin Ao ToKconnasmosy,
kpacHyxu, CMV T1a HSV 1/2 He moXyTb 6yTW BM3HaueHi LUM AKICHUM
TECToM.

2. KombiHOBaHa TecT-KkaceTa Ans LIBWAKOrO BU3HAueHHA aHTuTin IgG go
ToRCH-iHdeKLin  (uinbHa KpoB/cMpoBaTKa/nnasma) nuie  rokaxe
HanABHiCTb IgG aHTWTIN go Tokconnasmosy, kpacHyxu, CMV ta HSV 1/2'y

3pa3ky i He TMOBMHHA BUKOPWCTOBYBATUCA AK EAVHWUIA KpUTEpin
giarHocTkn  ToRCH-iHdeKUin, AnA sAKUX OTPUMaHWi  MO3UTUBHWN
pe3ynbTar.

3. KombiHOBaHa TecT-KaceTa AJifl LUBUAKOrO BU3HauYeHHA aHTuTin IgM go
ToRCH-iHdeKLUin (4inbHa KpoB/cMpoBaTKa/mnasma) nprisHayeHa TiNbKu
AnA fiarHocTMky in vitro. Llei TecT NOBWHEH BMKOPUCTOBYBAaTWUCA ANA
BuABMeHHA IgM aHTUTIN go ToKconnasmosy, KpacHyxu, CMV 1a HSV 1/2 'y
3pasKax LinbHOI KpoBi, cpoBaTKu abo nnasmu. Hi KinbKicHWIA NOKa3HUK,
Hi WBKAKICTb 36iNnblueHHA KOHUeHTpauil IgM aHTUTIn Ao TOKCcoMnasmosy,



KpacHyxu, CMV 1a HSV 1/2 He MOXyTb 6yTu BM3HaueHi LM AKICHUM
TecTtom.

4. Komb6iHOBaHa TecT-KaceTa AnA LIBMIAKOIO BM3HAYeHHA aHTuTin IgM po
ToRCH-iHdeKLUin  (uinbHa KpoB/cMpoBaTKa/nnasma) Jfue  rokaxe
HanBHiCTb IgM aHTWTIN fo ToKconnasmosy, KpacHyxu, CMV ta HSV 1/2y

3pa3ky i He TMOBMHHA BUKOPWCTOBYBATUCA AK EAVHWUIA KpuUTepin
giarHocTkn  ToRCH-iHdeKUin, AnAa AKX OTpUMaHWi  MO3UTMBHUN
pe3ynbTar.

5. flk i y Bcix AiarHOCTMYHMX TecTaX, BCi pe3ynbTaTu MOBUHHI OyTU
PO3rNAHYTI pa3oM 3 iHWO KIiHiYHOW iHGOPMAaLli€lo, AOCTYNHOW Ans
nikaps.

6. fAKwo pe3synbTaT TecTy € HeraTMBHMM Ta KAiHIYHI  cumnTomm
36epiraloTbCs, NPOMOHYETLCA NPOBECTY AOAATKOBE CMOCTEPEKEHHA 3a
iHWWMK KNiHIYHUMU MeTofamu. HeraTuBHMIA pe3ynbTaT AnA Oyab-aKkoi 3
yoTupbox iHpekuin TORCH y Byab-AKMI Yac He BUKIOYAE MOXNVBOCTI
L€l KOHKPETHOI iHdeKLUil.

7.  TemaTOKpWT LinbHOI KPOBi NOBUHEH CTaHOBUTY Bif 25% [0 65%.

OYIKYBAHI PE3YJIbTATU

KombiHoBaHa TecT-KaceTa AfiA WBWAKOTO BU3HayYeHHA aHTuTin IgG o ToRCH-
iHdeKUin (uinbHa KpoB/cMpoBaTKa/mnasma) MopiBHIOBaNacb 3 MPOBIHUMU
KomepuiiHuMn Tectamun IOA ToKconnasmosy, KpacHyxu, CMV Tta HSV 1/2,
[EeMOHCTPYIoUN 3aranbHy TOuYHICTb 98.2% pAnAa Tokconnasmosy, 97.6% pna
KpacHyxw, 98.1% gna CMV Ta 97.9% ana HSV 1/2.

KombiHoBaHa TecT-KaceTa AnA WBWAKOro BU3HaveHHA aHTutin IgM go ToRCH-
iHpeKUin (UinbHa KpoB/cMpoBaTKa/mnasma) MoOpiBHIOBanacb 3 MPOBIAHMMMN
KomepuiiHUMn Tectamm IOA Tokcomnasmosy, KpacHyxu, CMV Tta HSV 1/2,
[EeMOHCTPYIoUN 3aranbHy TOuYHICTb 98.2% pAna Tokconnasmosy, 98.1% pna
KpacHyxu, 98.1% gna CMV Ta 97.9% ana HSV 1/2.

POBOYI XAPAKTEPUCTUKHN
Yyr1amsictb i cneyndivnictb

Kom6iHoBaHa TecT-KaceTa AnA LWBMAKOro BU3HAaueHHA aHTuTin IgG go
ToRCH-iHdeKkuin (uyinbHa KpoB/cupoBaTKa/mnasma) nopiBHIOBanacb 3
npoBigHNUMMN KomepLiiHUMK TecTamn IOA Tokconnasmosy, KpacHyxu, CMV Ta
HSV ';; pe3ynbtaTin nokasytoTb, WwWo KombiHoBaHa TecT-KaceTa AnA LWBWAKOIO
BM3HaueHHA aHTuTin IgG fo ToRCH-iHdeKuin (LinbHa KpoB/cmpoBaTKa/nnasma)
Ma€ BMCOKY YyTNMBICTb i CNeLMivHICTb ANA KOXKHOT 3 iHPeKLin.

BigHocHa YyTtnusicTb:
BigHocHa CneumndiyHicTb:
[locTOBipHICTb:

94.3% (95%Cl*: 80.8%-99.3%);
98.4% (95%CI*: 96.2%-99.5%);
97.9% (95%CI*: 95.8%-99.2%).

*[loBipunii IHTepBan

Kom6iHoBaHa TecT-KaceTa AnA LWBMAKOro BM3Ha4YeHHA aHTuTin IgM po
ToRCH-iHdekuinn (uinbHa KpoB/cupoBaTKa/nnasma) mnopiBHIOBanach 3
npoBigHUMU KomepLiHumu Tectamn |OA Tokconnasmosy, kpacHyxu, CMV Ta
HSV '; pe3ynbTaTi nokasyiotb, WwWo KombiHoBaHa TecT-KaceTa Ans WBMAKOro
BU3HAUYEHHS aHTUTIN IgM no ToRCH-iHdekuUii (uinbHa
KpoB/c1poBaTKa/Mnnasma) Ma€ BUCOKY YYTIMBICTb i cneumndiuHicTb ANA KOXHOI
3 iHbeKuin.

Tokconnasmos
Metopn T. gondii IQA (IgM) 3aranbHi
Ekcnpec-tect Pesynbratn Mo3ntvBHMN | HeratnBHni | pesynbratn
Tokconnasmos | lMo3uTneHWIA 47 5 52
IgM HeratnBHui 3 395 398
3aranbHi pesynbtatn 50 400 450
BigHocHa YyTtnuBicTb: 94.0% (95%Cl*: 83.5%-98.7%);
BigHocHa CneundiyHicTb: 98.8% (95%Cl*: 97.1%-99.6%);
[locToBipHiCTb: 98.2% (95%Cl*: 96.5%-99.2%).
*[loBipunii IHTepBan
KpacHyxa
MeTop KpacHyxa IOA (IgM) 3aranbHi
Pe3ynbratn Mo3nTvBHMN | HeratneHui | pesynbratn
Ekcnpec-Tect "
Kpackyxa IgM |_|03I/ITI/IBHVII5I 57 3 60
HeratusHuin 4 307 31
3aranbHi pesynbtatn 61 310 371
BigHocHa YyTnumBsicTb: 93.4% (95%CI*: 89.4%-99.9%);
BigHocHa CneundiyHicTb: 99.0% (95%Cl*: 97.2%-99.8%);
[locTOBipHICTb: 98.1% (95%Cl*: 96.2%-99.2%).
*[loBipunii IHTepBan
CMV
MeTop CMV IDA (IgM) 3aranbHi
PesynbTatn Mo3nTvBHMIN | HeratneHui | pe3ynbtatn
Ekcnpec-tect =
CMV IgM |-|03I/ITI/IBHI/IVI/I 36 4 40
HeratusHui 3 328 331
3aranbHi pesynbtatn 39 332 371
BigHocHa YyTnumBsicTb: 92.3% (95%ClI*: 79.1%-98.4%);
BigHocHa CneymndiyHicTb: 98.8% (95%CI*: 96.9%-99.7%);
[oCTOBIpHICTb: 98.1% (95%CI*: 96.2%-99.2%).
*[osipunii IHTepBan
HSV 1/2
MeTop HSV 1/2 1QA (IgM) 3aranbHi
PesynbTatn Mo3nTvBHMI | HeratnBHni | pe3ynbTaTtn
Ekcnpec-tect "
HSV 1/2 IgM |-|03I/ITI/IBHI/IVI/I 32 4 36
HeratusHui 3 301 304
3aranbHi pesynbtatn 35 305 340

Tokconnasmos
MeTop T. gondii IQA (IgG) 3aranbHi
Ekcnpec-Tect PesynbTatn MNo3nTtneHun | HeratmsHwui | pesynbraTtun
Tokconnasmos | [Mo3uTUBHWIA 48 6 54
19G HeratuBHui 2 394 396
3aranbHi pesynbtatn 50 400 450
BigHocHa YyTtnuBicTb: 96.0% (95%Cl*: 86.3%-99.5%);
BigHocHa CneymdiyHicTb: 98.5% (95%CI*: 96.8%-99.4%);
[oCTOBipHICTb: 98.2% (95%CI*: 96.5%-99.2%).
*[osipuni IHTepBan
KpacHyxa
MeTop KpacHyxa IQA (IgG) 3aranbHi
PesynbTatn MNo3nTtneHun | HeratmeHwui | pesynbraTtun
Ekcnpec-Tect ~
Kpackyxa IgG |_|O3VITVIBHI/IKI 56 4 60
HeratusHwuin 5 306 311
3aranbHi pesynbtatn 61 310 371
BigHocHa YyTtnuBicTb: 91.8% (95%Cl*: 81.9%-97.3%);
BigHocHa CneundiyHicTb: 98.7% (95%Cl*: 96.7%-99.6%);
[oCTOBipHICTb: 97.6% (95%CI*: 95.4%-98.9%).
*[osipuni IHTepBan
<MV
MeTop CMV IDA (IgG) 3aranbHi
PesynbTatn MNo3nTtneHun | HeratmeHwui | pesynbraTtun
Ekcnpec-Tect ~
CMV IgG |_|O3VITVIBHI/IKI 43 4 47
HeratusHwuin 3 321 324
3aranbHi pe3ynbtatn 46 325 371
BigHocHa YyTtnuBicTb: 93.5% (95%Cl*: 82.1%-98.6%);
BigHocHa CneundiyHicTb: 98.8% (95%CI*: 96.9%-99.7%);
[locToBipHICTb: 98.1% (95%Cl*: 96.2%-99.2%).
*[osipuni IHTepBan
HSV 1/2
MeTop HSV 1/210A (IgG) 3aranbHi
PesynbTtatn MNo3nTtneHun | HeratmeHui | pesynbraTtun
Ekcnpec-Tect ~
HSV 1/2 1gG |_|O3VITVIBHI/IYI 33 5 38
HeratnsHui 2 300 302
3aranbHi pesynbtatn 35 305 340

91.4% (95%Cl*: 76.9%-98.2%);
98.7% (95%Cl*: 96.7%-99.6%);
97.9% (95%CI*: 95.8%-99.2%).

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

TouHicTb

B aHanisi
TouHicTb B aHanisi BU3Havanacb 3a gornomoroto 10 ay6nikaTtis 3 pisHMX 3pa3KiB:
TOKcomnnasmosy, KpacHyxu, CMV ta HSV %2 HeraTuBHOro, HU3bKOMNO3UTUBHOIO
Ta BMCOKOMO3WUTMBHOrO. HeraTmBHi, BUCOKO MO3UTWBHI Ta HU3bKO MO3UTUBHI
3HaueHHA 6ynn NpaBuSIbHO BU3HAUeHi y > 99% BUNaAKIB.

Mix aHanisamn

TouHicTb Mi>XK aHani3amn BU3Havanacb 3 He3aneXHUMW aHanizamy Ha TUX xe
TPbOX Pi3HMX 3pa3Kax: TOKconnasmosy, kpacHyxu, CMV ta HSV %2 HeraTusHoMy,
BMCOKOMO3UTMBHOMY Ta HM3bKONO3UTUBHOMY. Tpu pi3Hi napTii KombiHoBaHOI
TecT-KaceTu AnA LWBMUAKOrO BM3HauyeHHA aHtutin IgG po ToRCH-iHdekuin
(WinbHa KpoB/cnpoBaTKka/nnasma) 6ynu NpoTecToBaHi, BUKOPUCTOBYIOUM BULLE
3a3HaueHi 3pa3ku. 3pa3ku 6ynu npaBubHO ineHTUdIKoBaHI Y > 99% BrUNagKis.

TouHicTb MiXK aHani3amu BU3Havanacb 3 He3aneXHUMM aHanizamy Ha TUX Xe
TPbOX Pi3HMX 3pa3Kax: TOKconnasmosy, kpacHyxu, CMV ta HSV %2 HeraTnesHomy,
BVICOKOMO3UTMBHOMY Ta HM3bKONO3UTUBHOMY. Tpu pi3Hi napTii KombiHoBaHO!
TecT-KaceTu AnA LWBUAKOrO BM3HauyeHHs aHTutin IgG po ToRCH-iHdekuin
(uinbHa Kpos/cupoBaTKa/nnasma) 6ynu NpoTecToBaHi, BUKOPUCTOBYIOUY BHLLE
3a3HaueHi 3pa3ku. 3pa3ku 6ynu npaBubHO ineHTUdIKoBaHi y > 99% BrnagKis.




MepexpecHa peaKTUBHiCTb

Komb6iHoBaHa TecT-KaceTa Afisl WBMAKOrO BU3HauYeHHs aHTuTin IgG go ToRCH-
iHpeKLUin (uinbHa KpoB/cmpoBaTKa/mnasma) byna npotecToBaHa Ha MO3UTUBHI
3pasku aHTn-HAV IgM, HBsAg, aHTn-HCV IgG, aHTn-BIN IgG, aHTn-RF IgG, aHTn-
cudinic IgG, aHTu-H. Pylori I9G, aHTu-KpacHyxa IgG, aHTu- KpacHyxa IgM, aHTu-
Toxo IgG, Anti-Toxo IgM, aHTKu-HSV-1 IgG, aHTn-HSV-1 IgM, aHtn-HSV-2 IgG,
aHTU-HSV-2 IgM i aHTn-CMV 1gG, aHTM-CMV IgM. Pe3synbTatv He nokasanwu
nepexpecHoi peakTUBHOCTI.

KombiHoBaHa TecT-KaceTa [/ LBUAKOrO BU3HAYeHHA aHTuTin IgM go ToRCH-
iHdeKUin (LWinbHa KpoB/cmpoBaTKa/mnasma) byna npoTectoBaHa Ha NO3UTUBHI
3pasku aHTU-HAV IgM, HBsAg, aHTn-HCV IgM, antu-HIV IgM, aHTu-RF IgM,
aHTu-cudinic IgM, antu-H. Pylori IgM, aHTu-KpacHyxa IgG, aHTu-KpacHyxa IgM,
aHTu-Toxo IgG, aHtn-Toxo IgM, aHTn-HSV-1 IgG, aHtn-HSV-1 IgM, aHTn-HSV-2
19G, aHTn-HSV-2 IgM i aHTn-CMV IgG, aHTn-CMV IgM. Pe3ynbTaTtn He nokasanu
nepexpecHoi peakTMBHOCTI.

IHTepdepyloui peuoBrHN
HactynHi cnonyku Takox 6ynu Bunpo6ysaHi 3 KombiHOBaHOW TecT-KaceToto
OnA  WBMAKOro BM3HauyeHHA aHTuTin IgG po ToRCH-iHdekuin (uinbHa
KpoB/cupoBaTKa/nnasma) i He 6yno BuaABneHo iHTepdepeHLji.

AuemamirogpeH: 20 me/on KogpeiH: 20 m2/0n (mg/dl) EATA: 20 me/on

(mg/dl) (mg/dl)
Auemuncaniyunosa FeHmu3uHosa kucioma: 20  Emanon: 10%
kucnoma: 20 m2/on (mg/dl) me/0n (mg/dl)

AckopbiHosa kuciioma: Oeninnponaronamix: 20 nioko3sa: 20 me/on
2 2/0n (g/dl) me/0n (mg/dl) (mg/dl)

binipy6iH: 1000 m2/0n Caniyunosa kuciioma: 20 QeHomiaszuH: 20
(mg/dl) me/on (mg/dl) me/on (mg/dl)

HactynHi cnonyku Takox 6ynu BunpobysaHi 3 KombiHOBaHO TecT-KaceToto
ONA  WBMAKOTO BM3HauyeHHA aHTuTin IgM po ToRCH-iHdekuin (uinbHa
KpoB/cnpoBaTKa/nnasma) i He 6yno BMABNEHO iHTepdepeHLii.

AuemamirocpeH: 20 mz/on Kogpein: 20 m2/on (mg/dl) EATA: 20 wme/on

(mg/dl) (mg/dl)
Auemuncaniyunosa FeHmu3uHosa kucioma: 20  Emanon: 10%
kucnoma: 20 m2/on (mg/dl) me/0n (mg/dl)

AckopbiHosa Kucioma: MeHinnponaHonamiu: 20 nroko3sa: 20 mz/on
2 2/0n (g/dl) me/on (mg/dl) (mg/dl)

binipy6iH: 1000 m2/on Caniyunosa kucioma: 20 QeHomiaszuH: 20
(mg/dl) me/on (mg/dl) me/on (mg/dl)

YMOBHi NO3Ha4YeHHA
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"S> TOB «JIABIOEV»
WABUA  yypaina, 76018
M. IBaHO-DpaHKiBCbK, By. [MeTniopy, 25
Mo6.: +38 (067) 000-20-22
E-mail: info@labua.com.ua
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