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LIMB, TECT-KACETA 14 LUBUAKOI O

BU3HAYEHHA AHTUTINT IGM
Kam. Ne :LUA-RT.CMVM.C Ynakoeka: 40 mecmie
Gopma :Kacema Jlama ocmaxHb020 nepeznsidy

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

MPU3HAYEHHA BUKOPUCTAHHA

TecT-KaceTa AnNA WBWAKOrO BU3HAYeHHA aHTUTIN IgM pao umTomeranosipycy
(uinbHa  KpoB/cuMpoBaTKa/nnasma) - LUe WBUAKUIA  XpomaTorpadiuHmi
natepanbHU iMyHOaHanis AnAa AKicHoro suAsneHHAa IgM aHtutin go CMV B
LinbHil KpoBi, cpoBaTui abo nnasmi NIoAUHM AK JONMOMIXKHUIA NPpK AiarHOCTMLI
iHbeKuil unTomeranosipycy.

PE3IOME

LinTomeranosipyc - ue Bipyc repnecy. Lle npoBigHWi eTionoriyHnn areHT ana
BPOMKEHUX aHOManii Ta YCKNagHeHb cepef TUX, XTO OTPUMYE MacUBHe
nepenvBaHHA KpOBi Ta MPOXOAWTb iMyHOAenpecVBHY Tepanito. Bnnsbko
NMOMOBWHW BariTHUX XIHOK, AKi OTPUMYIOTb MEPBUHHY iHdeKL o, MoWMpPIo0Tb
3aXBOPIOBAHHA Ha nNif. 3apaxeHHA Mif 4Yac BariTHOCTI MOXe CNPUYUHUTK
pO3yMoBe BifiXUEHHS, CinoTy Ta/abo rayxoty nnogy.

TecT-KaceTa AnA LWBWAKOrO BM3HAuYeHHA aHTUTIN IgM go umTomeranosipycy
(uinbHa  KpoB/cmMpoBaTKa/nnasma) - LUe WBWMAKWIA  XpomaTtorpadiyHui
iMyHOaHani3 ana AKicHOro BM3HaveHHA aHTUTIN IgM o CMV y 3paskax WinbHoi
KPOBI, CMPOBAaTKM abo nyiasmu.

NPUHLUN

TecT-KaceTa AnNA LWBWAKOrO BU3HAYeHHA aHTUTIN IgM pao umTomeranosipycy
(LuinbHa KpoB/cnpoBaTKa/mas3ma) € AKICHUM flaTepanbHUM iMyHOaHasni3om Ana
BUABNEHHA aHTWTIN IgM go CMV B 3paskax LjinbHOI KpoBi, cnpoBaTkn abo
nnasmu. Y ubomy Tecti aHtureH CMV HaHeceHuin B 06nacTi TecToBux NiHii. Mig
yac TecTyBaHHA 3pa3Ky LiNbHOI KPOBi, CMpPOBaTKM abo Mnnasmy pearytb 3
HaHeCeHUMM YaCTUHKaMM MULaYmx aHTU-IgM nioanHn Ha TecT-cmyxui. Cymiw
NoTiM MepeMillyeTbcs BBEPX MO MeMO6paHi M KaninsapHoIo Ai€lo i pearye 3
aHTureHom CMV Ha membpaHi B ob6nacTi TecToBoi NiHii. HasBHICTb KonbopoBoi
NiHii B 06nacTi TecToBoi NiHil BKa3ye Ha MO3NTMBHWUIA pe3ynbTaT ana CMV -
iHdeKuii, Toai AK 1i BiACYTHICTb CBIUNTb NPO HEraTMBHUIN pe3ynbTaT ANnA L€l
iHdeKuUil.

B AKocTi npouefypHOro KOHTPOMO KONbOpOBa JiHiA 3aBKaW 3'ABNAETbCA B
ob6nacTi KOHTPONbHOI NiHil, WO BKa3lye Ha Te, WO 6yB AOAAHUI BIANOBIAHWN
06'eM 3paska Ta Bifbynocb 3B0N0KEHHA MeMOpaHW.

PEATEHTU

TecT-Kaceta MicTUTb  Muwavi  aHTK-IgM  nioguHn  Ta  aHtTureH CMV.

CrpenTasignH-Kponauumin IgM 3aCTOCOBYETbCA Ha KOHTPONbHIN AiHil.

3ACTEPEXXEHHA

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

2. MNepen BWKOHaHHAM TeCcTy Chif MOBHICTIO O3HAWOMWUTUCA 3  Ui€l0
iHCTpYyKUi€to.

3. TecT nNOBMHEH 3anUWATUCb Y 3aKPWUTOMY TMaKeTi [0 MNovaTKy
BVKOPVICTaHHS.

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

5. Hane>xHnm unHOM noBoabTecA 3i 3pa3kamu i TeCT-NPUCTPoAMM, Lo Bynun

BMKOPWCTaHi, a came TaK, HiGW BOHW 3[aTHi MOTEHLiNHO iHiKyBaTy.
YTunisynte BCi 3pa3km | BUKOPUCTaHi MPUCTPOI B  HanexHOMY
KOHTeHepi ans 6ioHebesneuHyx maTepianis. Mpv 06pobui Ta yTunizauii
Hebe3neuyHux Mmatepianis cnigynte MicUeBMM, HaUioHanbHUM abo
perioHanbHYM HOPMaTUBHMM aKTaM.

6. OpAranTe ofHOPAa30Bi PyKaBUUKKM, XanaT Ta 3axWUCHi OKynApw nig yac
06pO6KM NOTeHLiHO iHbIKOBaHOrO MaTepiasly Ta BUKOHAHHA aHanisy.
Micna uboro peTenbHO BUMUIATE PYKM.

7. HepoTprMaHHA TeMnepaTypHOro pexmmy MOXKe HeraTVBHO BMUHYTU
Ha OTpVMaHi pe3ynbTaTu.

8. He icTn, He NWUTW i He mManuTK B MicUAX, Ae NpauioTb 3i 3paskamu i
Habopamm.

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

npuobpaTy, BUKOPUCTOBYIOUM BifnoBigHWMI ae3iHdikyounii 3aci6.
10.  36epiraTvi B HelOCTYNHOMY AJ1A AiTeid MicLi.

3BEPIFAHHA TA CTABUIbHICTb

36epiraty Habip Npu KiMHaTHIN TemnepaTtypi abo B xonoaunbHuKy (2-30 °C
(°C)). TecT cTabinbHWI NPOTArOM YCbOro TePMiHY NPMAATHOCTI, 3a3HAaYEHOrO Ha
repMeTUYHii ynakoBui. TeCcT MOBMHEH 3anuaTuCA B LbOMY MilleyKy [0

BukopuctaHHa. HE 3AMOPOMYBATWU. He Bukopuctosysatu nicna

3aKiHYeHHA TepMiHY NPUAATHOCTI.

36IP I NIArOTOBKA 3PA3KIB

. TecT-kaceTy  anAa  WBMAKOrO  BU3HayeHHA  aHtutin IgM  po
LMTOMeranoBipycy (uinbHa KpoB/crpoBaTKa/nnasma) MOXHa

3aCTOCOBYBATU 3i 3pa3kamu LiiNbHOT KPOBi, CUPOBaTKK abo nnasmu.

. Moike 6yTV BMKOpUCTaHa fK LiibHa KPOB Bif BeHenyHKLUii TaK i LinbHa
KPOB 3 MasnbLis.

e [lnsa 3abopy 3pa3KiB LiNIbHOI KPOBi 3 Nanbusa:

O  BumuitTe pyky naui€eHTa MWIOM i Tennoilo BoAol abo OuunCTiTb
CNUPTOBMM TaMMNOHOM. [laiiTe BUCOXHYTU.

0  MacaxywTe pyKy, He TOpKalUunCb MiCLA NPOKONY, NOTUPaoUn pyKy
[0 KiHUMKa cepefiHbOro abo 6e3iMeHHOro nasnbus.

0  [pokoniTb WKipy cTepubHMM NaHueToM. MpoTpiTh NepLuy KPoB.

o ObepexxHo NoTupaiiTe pyKy Bif 3an'AcTA 40 LOMOHI A0 NanbLs, Wob
OTPUMATK Kpaniio KPOBi Haj MicLiem NPoKosy.

. TecTyBaHHs cCnif npoBoAWTM Bigpaly X nicna 36opy 3paskis. He
3anvwWwanTe 3pasky Npy KiMHaTHIA Temnepatypi NpoTAroMm TpUBanoro
nepiofy yacy. 3pasKku LinbHOT KpoBi MOXyYTb 36epiratucs npu 2-8 °C (°C)
npotarom Ao 2 AHiB. [na TpuBanoro 36epiraHHA 3pasku MNOBUHHI
36epiratucb Hk4e -20 °C (°C). HeobxiHO HeraiHO npoTecTyBaTh LifibHY
KpPOB, 3ibpaHy 3 nanbuA.

. Mepen TecTyBaHHAM [AOBeAiTb 3pa3kum [0 KIMHATHOI Temnepatypwu.
3amep3ni 3pa3ku MOBMHHI OyTW MNOBHICTIO PO3MOpPOXeHi Ta Aobpe
nepemilwaHi nepen TecTyBaHHAM. 3pasku He CNif 3aMOpPOXyBaTu Ta
BifiTaBaTN HEO[HOPA30BO.

. AKWOo 3pas3kM MOBMHHI OyTW TPaHCMOPTOBaHi, BOHW MOBUHHI 6yTn
ynakoBaHi BiANOBIAHO A0 MicLueBMX NpaBun AnA TPaHCNOPTYBaHHA
e€TWONOTYHNX areHTiB.

MATEPIAIN

Marepianu, Aki nocrayaroTbca 3 Habopom
. TecToBI KaceTn . NineTtkn . IHCTpYKUia
*  bBydep

Heo6xigHi maTepianu, ane He HafaHi
. KoHTeliHepu ana 36opy . LieHtpudyra (Tinbkn .
3paskis AN Nnasmm)

Tanmep

MPOLIEAYPA AHANI3Y

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

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

1. BuTArHiTb TecT-KaceTy 3 repmeTUYHOI YMNaKoBKW Ta BUKOpuUCTanTe ii
npoTArom roguHun. Hamkpaui pesynbtati 6yayTb OTprMaHi, AKLWO aHani3
6yfie BUKOHaHO Bigpasy nicna BigKpWTTA NakeTa.

2. TocTaBTe TecT-KaceTy Ha YWUCTY Ta PiBHY MOBEPXHI0. TpumanTe nineTky
BePTMKaNbHO; HabepiTb 3pa3oK Nprban3Ho Ha 1 cm (cm) Hag BepxHiM
KiHLeM HaKOHeYHMKa, AK NMOKa3aHO Ha MasntoHKy Hukye. MepemicTitb 1
noBHy Kpannio (npménusHo 20 mkn (ul)) 3paska y KOXHY NyHKy Ans
3paska, noTim gopante 2 Kpanni 6ydepa (npmbnusHo 80 mkn (ul)) o
KOXXHOIT NYHKM 3i 3pa3koM i 3anycTiTb Tanmep. [Ins intocTpauito Huxye.

3. TlouekaliTe, NOKM He 3'ABUTbLCA KOMbOPOBa NiHisA (i). PesynbTaT Tecty cnig
3yntatm uepes 15 xBuAMH. He iHTepnpeTynte pesynbtaT uepe3 20
XBUSIVH.
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Nossmusni

Heratusnwd  Hegifcnmh

IHTEPMPETALIA PE3YJIbTATIB

(Byab nacka, 3BepHiTbca o intocTpadii BuLLe)
MO3UTUBHUM:* 3'aBnaloTbca ABi KONbOPOBI NiHii. OgHa Konboposa NiHisA
3aBXAW NOBMHHa 6yTU B 30HI KOHTpPonbHOI obnacTi (C) i e oAHa NiHiA NOBUHHA
6yTI B 30Hi TecTOBOT 06nacTi.
*MPUMITKA: IHTEHCUBHICTb KOMbOpY B 30Hi TecToBOI 06nacTi Moxe
3MIHIOBATMCb 3aNeXHO Bif KOHUeHTpauii IgM aHTuTin o uutomeranosipycy,



NPUCYTHIX y 3pa3Ky. ToMy 6yfb-AKuiA BifTIHOK KONbopy B 0651acTi TeCToBOI NiHil
cnif BBaXaTyi NO3UTUBHMM Pe3ysibTaToM.

HEFTATUBHUI: B o6nacti koHTponbHoi niHii (C) 3'aBnAeTbca opHa
KOJIbOpOBa NiHiA. B TecToBIN 06nacTi He 3'ABNAETLCA XKOQHOI NiHil.
HELINCHUI: KonTponbHa niHis He 3'ABNAeTbcA. HeqocTaTHil 06'em 3paska
abo HenpaBwWibHa MeToAMKa Mpouesypy TecTy € Halbinbl NMOBIPHUMMU
npuYMHamy He noABU KOHTPONbHOI niHil. [MepernAaHytn npouepypy i
NOBTOPUTM TECT 3 BUKOPUCTAHHAM HOBOI TecT-KaceTu. AKWO ue He pJae
6a)kaHoOro pesynbTaTy, Clif MPUNVHUTA BUKOPUCTAHHA TeCTOBOro Habopy
HeranHo i 38'A3aTnCA 3 perioHanbHUM JUCTPUG'IOTOPOM.

KOHTPOJIb AKOCTI

BHyTpiWwHi npoueaypHi KOHTpORi BK/OYEHI B TeCT ANnA obuaBox cekuin. [Bi
KONbOPOBI NiHii, WO 3'ABNATLCA B 06MacTAX KOHTPONbHOI niHii (C) ana o60ox
CeKUin, € BHYTPILWHIM NpoueaypHUM KOHTponeM. Lle niaTBepaxye aoaasaHHA
OCTaTHbOro 06'eMy 3pasKa i NpaBuIbHY NPOLEeAYPHY TEXHIKY.

KoHTponbHi CTaHAapTX He BXOAATb A0 Habopy; OfHAaK PEKOMeHOYETbCs
nepeBipAT! NO3UTKBHI Ta HEraTUBHI KOHTPONI, WO6 NiaTBEpAUTY Npouesypy
BMNPOOYBaHb Ta NEPEBIPUTY HaNEXHY ePeKTUBHICTb BUNPOOYBaHb.

OBMEXEHHA NMPOLIEAYPU

1. Lew TecT npusHaueHWi TiNbKU ANA AiarHocTukM in vitro. Llei Tect 6yB
po3pobneHuii Tinbkn ana BuaAsneHHA IgM aHTuTin o CMV y 3paskax
LinbHOI KpOBi, cMpoBaTKky abo nna3mu. Hiske KinbKicHe 3HaueHHs, aHi
WBUAKICTb 36iNblueHHA KoHueHTpauil IgM aHTuTin go CMV He MOXyTb
6yTN BU3HAUEHI UM AKICHUM TECTOM.

2. LUew Tect nuwe nokaxe HaABHiCTb aHTWUTIN IgM go CMV B 3pa3Ky i He
NOBMHEH BMKOPWUCTOBYBATUCA AK EAVHWUA KpWUTepin ONA AiarHOCTUKK
iHbekuin CMV.

3. flk i y Bcix HiarHOCTMYHMX TecTaX, BCi pe3ynbTaTu MOBUHHI OyTU
PO3MAAHYTI 3 iHWNMMW KNiHIYHMU BIZOMOCTAMM, AOCTYNHUMM AN1A NiKapsA.

4.  fAKwWo pe3ynbTaT TECTY € HEraTMBHUM, @ KNiHIUHi CUMNTOMMU 36epiraloTbes,
PEKOMEHAYETbCA MPOBOAUTU AOAATKOBE CMOCTEPEXKEHHA 33 iHWMMUK
KNiHIYHUMU MeTofamun. HeraTvBHWIA pe3ynbTaT y OyAb-AKUA Yac He
BUKNIOYAE MOXNNBOCTI Bipycy CMV.

OYIKYBAHI PE3YJIbTATU

TecT-KaceTy AnA LWBWAKOrO BM3HAauYeHHA aHTuTIn IgM po umTomeranosipycy
(4inbHa KpoB/cMpoBaTKa/Mnasma) NOpiBHIOBaNU 3 NPOBIAHUM KOMepPLinHUM
I®A TecTtom Ha IgM uutomeranosipycy. Kopenauia Mix ummy gBoma cuctemamm
CTAHOBUTb NoHag 98.1%.

POBOUI XAPAKTEPUCTUKIN

Yytamsictb i cneyndivHictb
TecT-KaceTy AnA LWBWAKOrO BU3HAaYeHHA aHTUTIn IgM po unTomeranosipycy
(4inbHa KpoB/crpoBaTKa/nnasma) 6yno NOPiBHAHO 3 NPOBIAHUM KOMEpPLNHUM
IOA Ha CMV; pesynbTaTv nNoKasyTb, WO TecT-KaceTa fAnA LWBWAKOTO

MepexpecHa peaKTUBHICTb
TecT-KaceTa AnA LWBWAKOrO BM3HAauYeHHA aHTUTIN IgM go umToMeranosipycy
(uinbHa Kpos/cMpoBaTka/nnasma) byna npotectoBaHa Ha MO3UTVBHI 3pa3kum
HAV, HBV, HCV, BIN, RF, cudinic, H. Pylori, kpacHyxa, TOXO, HSV 1/2.
Pe3ynbTati He NoKasanu nepexpecHoi peakTUBHOCTI.

InTepdepyioui peuoBrHMN
HactynHi cnonyku Takox Oynu BMNpoOyBaHi 3 JaHUM TecTom i He 6yno
BUAIBIEHO iHTepdhepeHLil.
AuemamiHocpeH: 20 mz/on

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

(mg/dl) (mg/dl)
Auemuncaniyunosa FeHmu3suHosa kucioma: 20  Emanon: 10%
kucoma: 20 me/on (mg/dl) me/on (mg/dl)

AckopbiHosa kucioma: 2 QeHinnponaHonamin: 20 Tnioko3sa: 20 ma/on
2/0n (g/dl) me/on (mg/dl) (mg/dl)

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

YMOBHi NO3HaYeHHA

BU3HAYeHHA aHTUTIN IgM no LuTOMeranosipycy (WinbHa
KpOB/Cc1poBaTKa/Mnasma) Ma€ BUCOKY YyTIMBICTb i cnelndiuHicTb.
MeTtop CMV IDA (IgM) 3aranbHi
TecTt-KaceTa ana PesynbTatn MNo3utneHun | HeratBHUi pesynbratiu
WBMAKOTO BU3HAYEHHS MNo3nTnBHMIN 36 4 40
aHTnTin IgM o
uuTomMeranosipycy
(WinbHa HeratusHun 3 328 311
Kpos/cnpoBsaTtka/
nnasma)
3aranbHi pesynbtatu 39 332 371

92.3% (95%CI*: 79.1%-98.4%);
98.8% (95%CI*: 96.9%-99.7%);
98.1% (95%CI*: 96.2%-99.2%).

BigHocHa YyTtnusicTb:
BigHocHa CneundiyHicTb:
[locTOBipHiCTb:
*[loBipunii IHTepBan

TouHicTb

B aHanisi
TouHicTb B aHanisi BU3Havyanacb 3a gornomoroto 10 ay6nikaTtis 3 pisHUX 3pa3KiB:
HeraTVBHOrO, HU3bKO MO3WTMBHOrO Ta BWCOKO MO3WUTMBHOrO. HeraTuBHi,
BMCOKO MO3WTMBHI Ta H3bKO NO3UTUBHI 3HaYeHHA OyNn NPaBUIbHO BU3HaYeEHI
y > 99% BunagkKis.

Mix aHanisammn
TouHicTb Mix aHanizamu BusHavanacb 10 He3aneXXHVMK aHasizamn Ha TUX e
TPbOX Pi3HMX 3pa3kax: HeraTMBHOMY, BWCOKO MO3UTUBHOMY Ta HMW3bKO
no3nTMBHOMY. Tpu pi3Hi napTii TecT-KaceTn AnNA LWBWMAKOrO BU3HAYEHHSA
aHTuTin IgM po uutomeranosipycy (UifbHa KpoBs/cupoBaTKa/nnasma) 6ynv
npotectoBaHi NpoTtarom 10 AHIB, BUKOPWCTOBYIOUMN BlLLE 3a3HAYeHi 3pasku.
3pa3ku 6ynu NpaBuIbHO igeHTUdiIKoBaHI y > 99% BUMNaAKiB.

YBara, AuBiTbCA He
& iHCTpyKUii no V Tecris B Habopi BUKOPUCTOBY-
3aCTOCYBaHHIO BaTW MOBTOPHO
Tinbku ana in vitro Bukopucratn - o
IVD niarHoCTUKN g no E Kar. Ne
30°c 36epiraTi Mix 3BepHiTbca fo
JH[ 2_;)0 C (°0) Ne naprif DE iHCTPYKUIT 3
ze BUKOPUCTaHHA
He
BUKOPUCTOBYiATE, BUDOGHIK
AKLIO NaKeT P
MOLIKOXKEHNIA
(S BUPOBHUK:
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