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lABUA KOMBIHOBAHA TECT-KACETA

[1Al LIBUAKOTO BUSHAYEHHA AHTUTIN IgG
[0 ToRCH-IHOEKL|IA
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Ynakoeka: 25 mecmie
Jama sunycky incmpykuii: 10-02-2017

TinbKu 0na eukopucmatHs 8 in vitro diazHocmuyi

MPU3HAYEHHA BUKOPUCTAHHA

KombiHoBaHa TecT-KaceTa Ans WBWAKOrO BU3HauyeHHs aHtutin go ToRCH-
iHbekuin  (cmpoBaTKa/mnasma) - Ue  WBUAKUA  XpomaTorpadiuHmi
iMyHONMOrYHNA  aHani3 AnA  AKICHOro BW3HavyeHHA aHTuTin 1gG  fo
ToKconnasmosy (Toxo), Bipycy kpacHyxwu (Rubella), untomeranosipycy (CMV) Ta
Bipycy npoctoro repriecy 1/2 (HSV 1/2) y cuposatuyi abo nnasmi, wo6
nonomortu B giarHoctumui ToRCH.

PE3IOME

ToRCH € abpesiaTypoto ana rpynu iHPeKUiiHUX 3axBOpioBaHb, AKi Mig yac
iHOIKyBaHHA BariTHOIO KIHKOIO MOXYTb CNPUYVMHUTA BPOAXEHI Bagn y
HoBOHapoaxeHnx. TORCH o06’epgHye 4 pisHi iHpeKLUii, AKi MOXYTb HeraTVBHO
BM/IMHYTW Ha BariTHWX XIHOK Ta Ha NNif, HOBOHAPOAXEHWX AiTel, BKovaum
BPOKEHI BaAn Ta 4acTo Befyum fo abopTiB. YoTmpu iHpeKuil - Tokconnasmos
(A spirochete), kpacHyxa (Bipyc), CMV - untomeranosipyc (Bipyc), HSV 1/2 -
Bipyc npocroro repnecy 1 Ta/abo 2 (Bipyc). IHdeKuUii 3a3BnYaii BUKIMKaIOTb
Masno (AKLLO €) CUMNTOMIB Y BariTHOI XiHKKW, ane CTBOPIOIOTb GiNblunii pU3NK
CEepPNO3HNX BPOAXEHMX AedeKTiB y HOBOHapoaKeHVX. IHdeKLUii, BUKIMKaHi
ToRCH - Tokconnasmo3om, Bipycom KpacHyxu, uutomeranosipycom (CMV) Ta
Bipycom npoctoro repnecy (HSV) - € ocHoBHow npuunHoto BOH (noranHwuii
aKyLLepCbKM aHaMHe3). Pr3nku Baxki, AKWO MaTh iHOIKYETbCA B mepliomy
TPUMECTPIi, OCKifIbKM Ha LbOMYy eTani MouYMHalTb (GOPMYyBaTUCA OpraHu
OWTWHW. 3aranbHi CUMNTOMW BK/OYalOTb NepefyacHe HapOKeHHS, 3aTPUMKY
PO3BUTKY, HEBPOJOTiYHI BiAXMNEHHA Ta NOLKOMPKEHHA OKa, NeYiHKK, cepua Ta
BYXa, @ TAaKOX ypaxeHHs KicTok. Mikpouedanis, rigpouedania, cygomm Ta
NCUXOMOTOPHA 3aTPVIMKa CyNPOBOXKYIOTb Lii BaAW PO3BUTKY.

KombiHoBaHa TecT-KaceTa Ansl WBWAKOrO BU3HAYeHHs aHTuTin go ToRCH-
iHdeKUin (cmpoBaTKa/nnasma) € WBMAKMM XpomaTorpadiyHum iMmyHONOriYHM
aHani3oM AnA AKICHOro BM3HaYeHHA aHTUTIN IgG 4O TOKCOMNAa3Mo3y, KpacHyxy,
CMV ta HSV 1/2 y 3pa3kax cupoBaTku abo nnasmu.

nPUHLUUN

KombiHoBaHa TecT-KaceTa AnA LBWAKOrNO BU3HAuYeHHA aHTuTin Ao ToRCH-
iHdeKUin (cnpoBaTka/mnasma) € AKICHUM naTepasibHUM iMyHOaHanizom Ana
BU3HaueHHA aHTuTin IgG ao Tokconnasmosy, KpacHyxu, CMV ta HSV 1/2 y
3pasKax cpoBaTKu abo nnasmu.

LWsunpakuin Tect Tokconnasmos lgG:

Y ubomy TecTi Muwayi aHTK-1gG noanHM HaHeceHi B obnacti TectoBoi niHii. Mig
Yac TeCcTyBaHHA 3pa30K CUMPOBATKM abo Mna3mMy pearye 3 YacTUHKamu,
NOKPUTUMK aHTUreHoMm T.gondii, Ha TecT-KaceTi. Cymil NoTiM nepemillyeTbca
Bropy no memb6paHi nig Ai€lo KaninApHUX Cun Ta pearye 3 MUWaunmM aHTu-IgG
NMIOAVHU Ha MembpaHi B ob6nacti TecToBOI MiHii, BignosigHo. HasBHicTb
KONbOPOBOI NiHii B 0611acTi TECTOBOI NiHii BKAa3y€e Ha NO3UTUBHUIA pe3ynbTaT AnA
iHbekuii T.gondii, Topi AK Ti BiCyTHICTb BKa3ye Ha HeraTMBHWUIA pe3ynbTaT AnA
i€l iHpekuii.

LWenpxui Tect KpacHyxa IgG/LUBnpakunin Tect CMV IgG/LBuaknin tect HSV
1/219G:

Y ubomy TecTi aHTUreHn KpacHyxu, CMV T1a HSV 1/2 HaHeceHi B obnactax
TECTOBUX NiHiN KOXHOI ceKLil KaceTw. [if Yac TecTyBaHHA 3pa3oK CMPOBATKMN
abo nnasmu pearye 3 HaHeCeHMMM KO3AAYMMMN YaCTUHKaMy aHTK-IgG nogunmn
Ha TecT-cMmy»Ui. MNoTim cymiw mirpye Bropy no memb6pati nig fi€lo KaninapHux
cun Ta pearye 3 cneun@iuHMMK aHTUreHamm KpacHyxu, CMV ta HSV 1/2 Ha
MembpaHi B 06nacTAx TecTtoBMX MiHiN BiANOBIAHWX AINAHOK. HaaBHiCTb
KONbOPOBOI NiHii B 06nacTi TeCTOBOI NiHii NEeBHOI CeKLii BKa3ye Ha NO3UTUBHWI
pe3ynbTaT AN1A BignoBiaHOI iHdeKLii, a came: KpacHyxu, CMV, HSV 1/2, Togi ak i
BifJCYTHICTb BKa3y€ Ha HeraTMBHUI pe3ynbTaT AnAa uiei iHnpekuii.

B AKoCTi NpoLeaypHOro KOHTPOSIO KONbOPOBA NiHiA 3aBXAN 3'ABNATUMETbCA Y
BiNOBIAHNX 061aCTAX KOHTPOJBHOI NiHiT BCiX YOTMPbOX CMY>KOK, LLIO BKa3y€E Ha
Te, Wo OyB AopaHWi BiANOBIAHUIA O6'eM 3pa3ka i BiAbGYynocA 3BOSIOXKEHHA
MeMbpaHu.

PEAFEHTU

TecT-KaceTa MiCTUTb MuwWaYdi aHTWU-IgG NIOAUHW, aHTUreH TOKCOMNNasmosy,
aHTUreH KpacHyxu, anTuredH CMV Ta aHTuredmn HSV V2. Kosaunii aHTU-muwaunia
1gG Ta cTpenTaBignH-1gG 3aCTOCOBYIOTLCA Ha KOHTPOSbHIN AiHii.

3ACTEPEXEHHA

1. Tinbkn gns npodeciiHoro 3actocyBaHHA B in vitro piarHocTumui. He
BMKOPMWCTOBYBATW NiCNA 3aKiHYeHHA TepMiHY NPMAATHOCTI.

2. MNepen BUKOHaHHAM TeCcTy Chif MOBHICTIO O3HAWOMWUTUCA 3  Ui€lo
iHCTpYKUi€to.

3. TecT nNOBMHEH 3anUWATUCb Y 3aKPUTOMY TaKeTi [0 MNovaTky
BMKOPWCTaHHSA.

4, lepen BWKOPUCTAHHAM NpPUMBECTW BCi peareHTM [0  KiMHaTHOT
Temnepatypm (15-30 °C (°C)).

5. HanexHum ynHoM noBoabTeCA 3i 3pasKamul i TECT-NPUCTPOAMY, Lo Bynn

BMKOPWCTaHi, a came TaK, HibW BOHW 3[aTHi MOTEHLiNHO iHiKyBaTy.
YTunisynte BCi 3pa3kMm | BUKOPUCTaHi MPUCTPOI B HanexHOMy
KOHTelHepi ans 6ioHebesneuHyx maTepianis. Mpy 06pobui Ta yTunizauii
Hebe3neyHVx MaTepianiB cCfigynTe MicueBUM, HauioHanbHUM abo
perioHanbHYM HOPMaTUBHMM aKTaM.

6. OpdAranTe ofHOPAa30Bi PyKaBUUKKM, XanaT Ta 3axWMCHi OKynApw nig yac
06pO6KM NOTeHUiHO iHbIKOBaHOrO MaTepiasly Ta BUKOHAHHA aHanisy.
Micna uboro peTenbHO BUMUIATE PYKM.

7. HepoTpumaHHA TeMnepaTypHOro pexrmy MOXXe HEraTVBHO BIJIMHYTW
Ha OTpVMaHi pe3ynbTaTu.

8. He icTn, He nuTW i He manuTK B MicUAX, Ae NpauioTb 3i 3paskamu i
Habopamm.

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

npubpaTy, BUKOPUCTOBYIOUY BiANOBIAHUI Ae3iHbiKytounii 3acib.
10.  36epiraTvi B HelOCTYNHOMY AfiA AiTeid MicLi.

3BEPIFAHHA TA CTABUIbHICTb
36epiraTy Habip Npu KiMHaTHi TemnepaTypi abo B xonoaunbHuKy (2-30 °C
(°C)). Tect cTabinbHWI NPOTArOM YCbOro TePMiHY NPWMAATHOCTI, 3a3HaYeHOro Ha
repMeTnYHi ynakosLli. TeCcT MOBMHEH 3anulaTUCA B LbOMY Milleyky [0
BukopuctaHHa. HE 3AMOPOMYBATWU. He BukopuctoByBatM nicna
3aKiHYeHHA TepMiHY NPUAATHOCTI.

3BIP I NIArOTOBKA 3PA3KIB

. Komb6iHoBaHy TecT-KaceTy ANnA WBUAKOrO BU3HAUYeHHA aHTuTin o ToRCH-
iHpekuin (cmpoBaTKa/mnasma) MOXHa 3acTOCOBYBaTW 3i 3paskamu
cupoBaTKM abo nnasmu.

. flIkKHaMwBuAaLWe BiBOKPEeMUT CMpoBaTKy abo nnasmy Bif KpPoOBi, W06
YHUKHYTVM remonisy. MoHa BMKOPWCTOBYBaTW JiMwWwe Mpo30pi, He
remoni3oBaHi 3pa3Kku.

. TectyBaHHA cnif npoBoAMTM BiApa3ly X nicna 36opy 3paskiB. He
3anvwanTe 3pasku Npu KiMHaTHIN TemnepaTypi NPOTArom TPuUBanoro
nepiofy yacy. 3pa3sku MmoxyTb 36epiratuca npu 2-8 °C (°C) npotarom o 3
[HiB. ina TpyBanoro 36epiraHHA 3pa3Ku NOBUHHI 36epiratnucb Hkue -20
°C (°Q).

. MNepep TecTyBaHHAM [OBeAiITb 3paskym A0 KiMHATHOI TemnepaTypw.
3amep3ni 3pa3ku MOBUHHI OyTW MOBHICTIO PO3MOPOXEHi Ta Aobpe
nepemiwaHi nepea TecTyBaHHAM. 3pa3knm He CNif 3amMOpOXyBaTu Ta
BifiTaBaTV HEOHOPA30BO.

. AKWO 3pa3ku NOBUHHI OYTW TPaHCMOPTOBaHi, BOHM MOBUHHI 6yTK
ynakoBaHi BiAMoOBIAHO [0 MicUeBMX NpasBua ANA TPaHCNOPTYBaHHA
€TNONOTiIYHNX areHTiB.

MATEPIANIA

Marepianu, Aki nocrayaroTbca 3 Habopom
. TecToBI Kacetn . MNineTtkn . IHCTPpYKUia
*  bBydep

Heo6xigHi maTepianu, ane He HafaHi
. KoHTeliHepu ans 36opy . LleHTpudyra (Tinbkn .
3paskiB 0N nnasmm)

Tanimep

MPOLIEAYPA AHANI3Y

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

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

1. BuTArHiTb TecT-KaceTy 3 repmeTMYHOI YMakKoOBKW Ta BMKOpuUCTanTe ii
NpOTArom OfHi€l rognHn. Hakpalyi pesynbtatv 6yayTb OTPYMaHi, AKLLO
aHani3 BUKOHAHWUIN AKHaWBuaLWe.

2. TocTaBTe TecT-KaceTy Ha YWUCTY Ta PiBHY MOBEPXHI0. TpumaiiTte nineTky
BEPTMKabHO; HabepiTb 3pa3ok NpubnnsHo Ha 1 cm (cm) Hap BepXHiM
KiHLeM HaKOHEUHMKa, AK NMOKa3aHO Ha MasioHKy Huxye. MNMepemicTitb 1
noBHy Kparno (npnénusHo 20 mkn (pl)) 3paska y KOXKHY JyHKy And
3paska, noTiM Jopante 2 kpamni 6ydepa (npmbnusHo 80 mkn (ul) go
KOXXHOI NYHKW 3i 3pa3Kkom i 3anycTiTb Tanmep. B intocTpadito Huxkye.

3. TNouekaliTe, NOKM He 3'ABUTbCA KONbopoBa MNiHiA (i). PeaynbtaT Tecty cnig
3yntatm uepe3 15 xBuAuMH. He iHTepnpeTyinte pesynbtat 4vepe3 20
XBUIVH.
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IHTEPMPETALIA PE3YJIbTATIB

(Byab nacka, 3BepHiTbcA Ao intocTpaLii BuLLe)
MNO3UTUBHUIA:
Tokconnasma nosuTuBHMIA: *B 30Hi "Toxo" 3'aBnsAloTbCA ABi KONbOpOBI
ninii. OfHa niHia noBMHHa 6yt B obnacTi KoHTponbHoi niHii (C), a iHwWa niHia
Mae 6yTu B obnacti TectoBoi niHii (T).
KpacHyxa Mo3uTtuBHuii: *B 30Hi "Rub" 3'aBnsAloTbca ABi KonbopoBi niHii.
OpHa niHis NoBMHHA 6yTK B 06MacTi KOHTponbHOI NiHii (C), a iHWa niHiA Mae
6yTun B 0bnacti Tectooi niHii (T).
CMV Mo3utusHuis: *B 30Hi "CMV" 3'aBnaioTbca ABi Konboposi 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 noBuHHa Byt B obnacTi KoHTponbHoI NiHil (C), a iHWwa niHia Mae
6yTr B obnaci TectoBoi niHii (T).
*Mpumitka: |HTeHCMBHICTb Konbopy B obnacti TectoBoi niHii (T) 6yae
3MIHIOBATMCA B 3aN1€XKHOCTI Bif KOHUEHTpauil aHTuTin IgG, NprucyTHIX y 3pasky.
Tomy 6yab-AKMI BIiATIHOK Konbopy B TecToBiin ob6nacti (T) cnig BBaxatu
NO3UTUBHMWM.
HEFATUBHUIA: B o6nacti KOHTPONbHOI niHii (C) KOXHOI 30HU 3'ABNAETbCA
ofiHa KosibopoBa fiHiA. He nosBa BuavMmoIl niHii B obnacti TectoBoi AiHii (T)
Oyfb-AKOT 30HW CBIgYNTb MPO HEraTUBHWI pe3ynbTaT TecTy Aana  LUiel
KOHKPETHOI 30HU, a came, Toxo, Rub, CMV i HSV 1/2.
HELINCHUN: KoHTponbHa niHis He 3'ABnAeTbcA. HefocTaThili 06'em 3paska
abo HenpaBufbHa MeToAMKa npoueAypu TecTy € Hanbinbll NMOBIPHUMMK
npuYMHamy He MoABU KOHTPONbHOI niHil. [MepernAaHyTn npouepypy i
NMOBTOPUTM TeCT 3 BUKOPUCTAaHHAM HOBOI TecT-kaceTu. fIKWO Ue He Aae
6a)kaHoOro pesynbTaTy, Clif MPUMNMHUTA BUKOPUCTAHHA TeCTOBOro Habopy
HeramHo i 3B'A3aTNCA 3 perioHanbHUM UCTPUG'IOTOPOM.

KOHTPOJ1b AKOCTI

MpoueaypHUIN KOHTPOSb BKNIOYEHWUI B TECT iHAMBIAYanbHO ANA BCiX YOTUPbOX
30H. YoTVpW KONbOPOBI NiHii, WO 3'ABNAIOTLCA B 0611aCTAX KOHTPONBHOI NiHii (C)
BCIX YOTMPbOX 30H, € BHYTPILIHIM NpoLiefypHUM KoHTponem. Lle nigTeepaxye
[OCTaTHIN 06'eM 3pa3ka i NpaBUNbHY MPOUEAYPHY TexHiKy. KOHTpoOnbHi
CTaHAAPTW He BXOAATb A0 HAbopy; OAHaK, HanexHol nabopaTopHoio
NPAKTNKOI0 PEKOMEHAYETbCA MPOTECTYBATU NO3UTUBHI Ta HEraTVBHI KOHTPOJI,
Wwob niaTBEpAUTN nNpouenypy TeCcTyBaHHA Ta MepeBipuUTU NPaBWUbHICTb
BMKOHAHHA TeCTiB.

OBMEXEHHA NPOLIEAYPU

1. Komb6iHOoBaHa TecT-KaceTa AnA WBUAKOro BU3HaveHHA aHTuTin go ToRCH-
iHdeKUin (cmpoBaTKa/nnasma) MpusHaveHa TiNbKW ANA AiarHOCTUKK in
vitro. Llei TeCT NOBMHEH BUKOPUCTOBYBATUCA ANA BUABNEHHA |gG aHTWTIN
[0 ToKconnasmosy, KpacHyxu, CMV Ta HSV 1/2 y 3pa3skax crpoBaTku abo
nnasmu. Hi KinbKiCHU NOKa3HUK, Hi LWBMAKICTb 36iNblUeHHA KOHLEeHTpaLil
IgG aHTWTIN O ToKconnasmosy, kpacHyxu, CMV Ta HSV 1/2 He moxyTb
6yTIN BU3HAYEHi UM AKICHUM TeCTOM.

2. KombiHoBaHa TecT-KaceTa Ans LWBWAKOro BU3HaUYeHHA aHTuTin Ao ToRCH-
iHpeKLUin (cmposaTka/mnasma) nulle nokaxe HaaBHICTb IgG aHTWTIN o
ToKconnasmosy, KpacHyxu, CMV Ta HSV 1/2 y 3pa3Ky i He MOBUHHa
BMKOPWCTOBYBATUCA AIK EQVHUIA KpuTepin giarHoctuky ToRCH-iHdeKuii,
ONA AKNX OTPUMaHWUIA NO3UTUBHWUIA pe3ynbTarT.

3. Ak i y BcCix AiarHOCTUYHMX TecTax, BCi pe3ynbTaTM MOBUHHI 6yTu
PO3rNAHYTI pa3oM 3 iHWO KAiHiYHOW iHGOPMaLli€lo, AOCTYNHOW ANA
nikaps.

4.  AKwo pesynbTaT TecTy € HeraTVBHMM Ta KAiHIYHI  cMMITOMM
36epiraloTbCs, NPOMOHYETHCA NPOBECTY AOAATKOBE CMOCTEPEMEHHA 33
iHWMMK KNiHIYHUMU MeTofamu. HeraTuBHUIA pe3ynbTaT ana 6yab-aKkoi 3
yoTupbox iHPekuin ToRCH y 6yab-AKMI Yac He BUKIIOUYAE MOXIVBOCTI
i€l KOHKpPEeTHOI iHdeKLUil.

OUYIKYBAHI PE3YJIbTATU

KombiHoBaHa TecT-kaceTa AnA WBWAKOrO BM3HAYEHHA aHTuTin o ToRCH-
iHdeKuUin (cmpoBaTka/nnasma) NopiBHIOBaNacb 3 NPOBIAHUMYN KOMEPLiNHMM
Tectamn IOA ToKconnasmosy, KpacHyxu, CMV ta HSV 1/2, pemoHcTpyioun

3arasnbHy TOUHICTb 98.2% Ana Tokconnasmosy, 97.7% ana KpacHyxu, 97.3% ana
CMV T2 97.6% pna HSV 1/2.

POBOYI XAPAKTEPUCTUKHN

Yyrtamsictb i cneyudivHictb
KombiHoBaHa TecT-kaceTa AnA WBWAKOrO BM3HAYeHHA aHTuTin go ToRCH-
iHdeKUin (cmpoBaTKa/nnasma) NopiBHIOBanacb 3 NPOBIAHUMN KOMEPLINHMM
Tectamn IOA TOKcomnasmosy, KpacHyxu, CMV Ta HSV V2, pe3synbratu
nokasytotb, Wo KombiHoBaHa ekcnpec-kaceta ToRCH IgG mae Bucoky
UyTAMBICTb | cneundiUHICTb ANA KOXKHOI 3 iHbeKUin.

Tokconnasmos
MeTtopn T.gondii I®A (IgG) 3aranbHi
KombiHoBaHa TecT- PesynbTtatn Mo3utneHun | HeratvBHuin | pesynbraTtn
KaceTa Ans WBMAKOro MNo3nTrBHWI 29 6 35
BU3HAUEHHA aHTUTIN JO
TORCH-idexuiit HeraTtusHuin 1 344 345
(cpoBaTka/nnasma)
ana lgG Tokconnasmosy
3aranbHi pesynbtatu 30 350 380
BigHocHa YyTnumBsicTb: 96.7% (95%CI*: 82.8%-99.9%);
BigHocHa CneumndiyHicTb: 98.3% (95%CI*: 96.3%-99.4%);
[ocToBipHICTb: 98.2% (95%CI*: 96.2%-99.3%).
*[osipunii IHTepBan
KpacHyxa
Metop KpacHyxa IQA (IgG) 3aranbHi
KombiHoBaHa TecT- PesynbTatn Mo3nTtnBHWMIA | HeraTneHui pesynbraTtn
KaceTa Ana WBWUAKOro Mo3nTrBHMIA 32 4 36
BU3HAUEHHA aHTUTIN JO
TORCH-idexuiit HeratusHun 3 261 264
(cpoBaTka/nnasma)
ana lgG KpacHyxu
3aranbHi pesynbtatu 35 265 300
BigHocHa YyTtnuBicTb: 91.4% (95%Cl*: 76.9%-98.2%);
BigHocHa CneumndiyHicTb: 98.5% (95%CI*: 96.2%-99.6%);
[oCTOBIpHICTb: 97.7% (95%CI*: 95.3%-99.1%).
*[osipunii IHTepBan
<MV
MeTtop CMV IDA (IgG) 3aranbHi
KombiHoBaHa TecT- PesynbTatn Mo3ntmeHui | HeratmBHun pesynbraTtun
KaceTa AnA WBUAKOro Mo3nTNBHNIA 27 5 32
BU3HAUYEHHA aHTUTIN [0
TORCH-inderwii HeratusHuin 3 265 268
(cmpoBaTka/nnasma)
ana lgG CMV
3aranbHi pesynbtatu 30 270 300
BigHocHa YyTtnuBicTb: 90.0% (95%Cl*: 73.5%-97.9%);
BigHocHa CneundiyHicTb: 98.1% (95%Cl*: 95.7%-99.4%);
[locToBipHICTb: 97.3% (95%Cl*: 94.8%-98.8%).
*[loBipunii IHTepBan
HSV 1/2
MeTop HSV 1/2 10A (I1gG) 3aranbHi
KombiHoBaHa TecT- PesynbTatn Mo3utnBHun | HeratvBHuin | pesynbtaTtin
KaceTa Ans WBMAKOro Mo3nTnBHUN 27 4 31
BU3HAaUYEHHA aHTUTIN O
ToRCH-ingexuiit HeratusHuin 3 256 259
(cmpoBaTka/nnasma)
analgGHSV 1/2
3aranbHi pesynbtatu 30 260 290

90.0% (95%CI*: 73.5%-97.9%);
98.5% (95%CI*: 96.1%-99.6%);
97.6% (95%CI*: 95.1%-99.0%).

BigHocHa YyTtnusicTb:
BigHocHa CneundiyHicTb:
[locTOBipHICTb:
*[losipunin IHTepBan

TouHicTb

B aHanisi
TouHicTb B aHani3si BU3Havyanacb 3a gornomoroto 10 ay6nikaTtis 3 pisHUX 3pa3KiB:
TOKComnnasmosy, kpacHyxu, CMV ta HSV %2 HeraTBHOro, HU3bKO NO3UTUBHOIO
Ta BUCOKO MO3UTUBHOrO. HeraTtvBHi, BUCOKO MO3UTMBHI Ta HU3bKO MO3UTUBHI
3HauYeHHs 6ynu NpaBuSIbHO BU3HAYeHi y > 99% BUNaAKiB.

Mix aHanizamn
TouHicTb MiX aHanizamn BM3Hayanacb 3 HesaneXHUMM aHani3aMm Ha TUX Xe
TPbOX Pi3HMX 3pa3Kax: ToKconnasmosy, kpacHyxu, CMV ta HSV %2 HeraTneHomy,
BVICOKO MO3UTUBHOMY Ta HW3bKO MO3MTMBHOMY. Tpu pi3Hi napTii KombiHoBaHOT
TecT-kaceTu [Afif  WBUAKOrO BM3HAueHHA aHTutin go ToRCH-iHdekuin
(cnpoBaTka/nnasma) 6ynu npoTecToBaHi, BUKOPUCTOBYIOUM BULE 3a3HaueHi
3pasKu. 3paskm 6ynu npaBuibHO ineHTUdIKoBaHi y > 99% BunaaKis.




MepexpecHa peaKTUBHiCTb
KombiHOBaHa TecT-kaceTa ONA LWBWAKOrO BU3HAuYeHHA aHTuTin Ao ToRCH-
iHpeKLUin (cuposaTka/mnasma) byna npoTecToBaHa Ha NO3WUTMBHI 3pasku HAV,
HBV, HCV, BIN, RF, cudinic, H. Pylori, kpacHyxa, TOXO, HSV 1/2 ta CMV.
Pe3ynbTaTi He NoKasanu nepexpecHoi peakTUBHOCTI.

IHTepdepyioui peuoBnHN
HactynHi cnonyku Takox Oynu BunpoOyBaHi 3 AaHWM TecToM i He 6yno

BUABNEHO iHTepdepeHLil.

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

(mg/dl) (mg/dl)
Auemuncaniyunosa FeHmu3suHosa kucioma: 20  Emaxon: 10%
kucnoma: 20 mz/0n (mg/dl) Mme/0n (mg/dl)

AckopbiHosa kucioma: 2 MeHunnponaHoaamix: 20 Tniokoza: 20 me/on
2/0n (g/dl) me/on (mg/dl) (mg/dl)

binipy6iH: 1000 m2/0n Caniyunosa kucioma: 20 ®eHomuasuH: 20
(mg/dl) me/on (mg/dl) me/on (mg/dl)

YMOBHi NO3HaYeHHA

He
BUKOPWCTOBY-
BaT NOBTOPHO

YBara, guBiTbcA
iHCTPYKUii no V Tectis B Habopi
3aCTOCYyBaHHIO

Kat. Ne

5

V Tinbkun gna in vitro Bukopucratu
AiarHOCTNKN no

3BepHiTbcA A0

=

e 36epirati Mix
) Jﬂf ) _SO ococ LOT Ne naprii iHCTPYKUIi 3
ze s €0 BMKOPUCTaHHA

He
BMKOPUCTOBYiAT, ——
AKLO nakeT P
MOLIKOAXEHNN
S BVUPOBHUK:
®

TOB «J1ABIOE»
lABUA YKpaiHa, 76018
M. IBaHO-DpaHKiBCbK, By. MeTniopy, 25
Mo6.: +38 (067) 000-20-22
E-mail: info@labua.com.ua
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