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lABUA TECT-KACETA

ana wsnaKoro Bu3sHA4YEHHA AHTUTI IgM

A0 ULUTOMETAJNIOBIPYCY
Kam. Ne :F53-25P Ynakoeka: 40 mecmie
®opma :Kacema Jlama sunycky incmpykuii: 08-09-2017

Tineku 0na eukopucmaxHs 8 in vitro diazHocmuyi

NMPU3HAYEHHA BUKOPUCTAHHA

TecT-KaceTa ANA LWBWAKOrO BU3HAYeHHA aHTUTIN IgM pgo umTomeranosipycy
(cmpoBaTka/mnasma) - Ue WBMAKUMIA  XpomaTorpadiuHnii  natepanbHUin
iMyHOoaHani3 gna sikicHoro BuasneHHsa IgM aHTutin go CMV B cmpoBartui abo
nnasmi NoAvHM AK JOMOMIKHWI Npu AiarHocTuui iHpeKLuii LuTomeranosipycy.

PE3IOME

Lintomeranosipyc - ue Bipyc repnecy. Lle nposigHun eTionoriuHnin areHT ana
BPOAXKEHNX aHOManiii Ta ycKnajjHeHb cepef TWX, XTO OTPUMYE MacKBHe
nepenviBaHHA KpPOBi Ta MPOXOAWTb iMyHOAenpecuBHy Tepanito. bnusbko
NMOMOBVHN BariTHUX XIHOK, AKi OTPUMYIOTb MEPBUHHY iHdeKLilo, MoWMpIoTb
3aXBOPIOBAHHA Ha nnif. 3apaeHHA Mif 4Yac BariTHOCTI MOXe CNPUYUHUTK
po3yMoBe BifiXUNEHHS, CinoTy Ta/abo rayxoty nnogy.

TecT-KaceTa AnA LWBWAKOrO BM3HauYeHHA aHTUTIn IgM pgo umTomeranosipycy
(cnpoBaTka/nnasma) - LUe WBUAKWA xpomaTorpadiuHunii iMyHoaHanis ans
AKICHOro B13HauYeHHs aHTuTin IgM go CMV y 3pa3kax cpoBaTki abo nnasmu.

nPUHLUUN

TecT-KaceTa AnNA WBWAKOrO BU3HAYeHHA aHTUTIN IgM pao umTomeranosipycy
(cmpoBaTka/mnasma) € AKICHUM natepanbHUM iMyHOaHani3oM A BUABJSIEHHSA
aHTuTin IgM o CMV B 3pa3skax cupoBaTK/ abo nnasmu. Y LboMy TecTi aHTUreH
CMV HaHeceHuii B obnacTi TecToBux niHin. Mig 4ac TecTyBaHHA 3pasku
CcMpoBaTK/ abo Nya3Mm pearyoTb 3 HAHECEHUMMW YaCTUHKaMU MULIAYMX aHTU-
IgM noguHm Ha TecT-cMyUi. Cymill NOTiM NepeMilLy€eTbcA BBEPX MO MeMOpaHi
nig KaninspHoto Ai€lo i pearye 3 aHTureHom CMV Ha membpaHi B obnacri
TeCToBOI NiHii. HasABHICTb KONbOPOBOI NiHil B 06n1acTi TeCTOBOI NiHil BKa3ye Ha
no3uTUBHMI pe3synbTaT ana CMV-iHdeKuii, Toai AK ii BigCyTHICTb cBiguNTbL Npo
HeraTMBHWIA pe3ynbTaT Ana i€l iHdekuii.

B AKocTi npouefypHOro KOHTPOMO KONbOpOBa NiHiA 3aBXAW 3'ABNAETbCA B
obnacTi KOHTPONbHOI NiHil, WO BKa3lye Ha Te, Wo 6yB AOAAHWI BIANOBIAHWN
06'eM 3pa3ka Ta Bifbynocb 3BON0KEHHA MeMOpaHW.

PEATEHTU

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

CrpenTaBignH-Kponaunm IgG 3acTOCOBYETLCA Ha KOHTPOSbHIN AiHil.

3ACTEPEXXEHHA

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

2. MNepen BUKOHaHHAM TecTy Chif MOBHICTIO O3HAWOMWUTUCA 3  Ui€l0
iHCTpYyKUi€to.

3. TecT nNOBWHEH 3anUWATMCb Y 3aKpPWUTOMYy TMaKeTi [O MoYaTKy
BMKOPVICTaHHS.

4. MNepen BMKOPUCTaHHAM 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 iHiIKyBaTy.
YTunisynte BCi 3pa3km | BUKOPUCTaHi MNPUCTPOI B  HanexHoOMy
KOHTelHepi Ana 6ioHeb6e3neyHux matepianis. Mpy 06pobui Ta yTunisauii
Hebe3neuyHux Mmatepianis cnigyite MicUeBMM, HauioHanbHUM abo
perioHanbHYM HOPMaTUBHMM aKTaM.

6. OpAranTe ofHOPa30Bi PyKaBUUKKM, XanaT Ta 3axWCHi OKynApw nig yac
06pOo6KYM NOTEHUiHO iHdIKOBaHOrO MaTepiany Ta BUKOHAHHA aHanisy.
Micna uboro peTenbHO BUMUIATE PYKM.

7. HepoTprMaHHA TeMnepaTypHOro pexumy MOXXe HeraTVBHO BRUHYTU
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

nprbpaTy, BUKOPUCTOBYIOUY BifNoBigHWMIA ae3iHdikyounii 3aci6.
10.  36epiraTvi B HeOCTYNHOMY A1A AiTeid MicLi.

3BEPIFAHHA TA CTABUIbHICTb

36epiraTy Habip Npu KiMHaTHIN TemnepaTypi abo B xonoaunbHuKy (2-30 °C
(°C)). Tect cTabinbHWI NPOTArOM YCbOro TEPMiHY NPWMAATHOCTI, 3a3HaYEHOrO Ha
repMeTnYHi ynakosLli. TeCcT MOBWHEH 3anulaTUCA B LbOMY MilleyKy [0

BukopuctaHHa. HE 3AMOPOXYBATU. He nicna

3aKiHYeHHA TepMiHY NPUAATHOCTI.

BMKOPWCTOBYBATM

3BIP I MIArOTOBKA 3PA3KIB

1. Tect-kaceTy [And  WBMAKONO  BU3HAYeHHA
LuTomeranosipycy (cnpoBatka/nnasma)
3pa3Kamu CpoBaTKiM abo nnasmu.

2. flkHawBmMAle BiJOKPEMUTU CMPOBATKy abo nnasmy Big KpoBi, W06
YHUKHYTU remoniy. MoXHa BUKOPWCTOBYBATM fuwe Mpo3opi, He
remonizoBaHi 3pa3Ku.

3. TecTtyBaHHA Cnlif nMpoBoAUTM Bigpa3y > nicna 36opy 3paskiB. He
3anvwanTe 3pasky Npv KiMHaTHIA Temnepatypi NpoTArom TpUBanoro
nepiogy yacy. 3pa3ku MoxyTb 36epiratuca npm 2-8 °C (°C) npotarom o 3
IHiB. [ina TprBanoro 36epiraHHA 3pa3ku NOBUHHI 36epiraTucb Hkye -20
°C (°Q).

4. Tlepepn TecTyBaHHAM [OBefiTb 3pa3ky [0 KiMHaATHOI TemmnepaTtypu.
3amep3ni 3pa3ku MOBMHHI OyTW MOBHICTIO PO3MOpPOXeHi Ta Aobpe
nepemilwaHi nepea TecTyBaHHAM. 3pa3ku He CNif 3amMOpOXyBaTu Ta
BifjTaBaTV HEOJHOPA30BO.

5. AKWo 3paskM MNOBWHHI OyTW TPaHCMOPTOBaHi, BOHW MOBWHHI OyTW
ynakoBaHi BiAMNoOBIiAHO [0 MicueBUX NpasBua ANA TPaHCNOPTYBaHHA
€TWNONOTiYHNX areHTiB.

anTuTin . IgM  po
MOXHa 3aCToCoByBaTU 3i

MATEPIANIA

Marepianum, Aki nocrayaroTbca 3 Habopom
. TecToBI Kacetn . MNineTtkn . IHCTpYKUia
*  bydep

Heo6xigHi maTepianu, ane He HafaHi
. KoHTeliHepu ans 36opy . LieHtpudyra (Tinbkn .
3paskiB OnAa nnasmm)

Tanimep

MPOLIEAYPA AHANI3Y

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

KOHTPONAM BOCArTN KimHaTHOi TemnepaTtypm (15-30 °C (°C)).

1. BuTArHiTb TecT-KaceTy 3 repmeTMYHOI YMakoBKW Ta BMKOpuUCTanTe ii
npoTArom rogvHu. Haiikpatui pesynbtaTtyi 6yAyTb OTPMMaHI, AKLO aHani3
6yZie BUKOHAHO Bigpasy nicns BigKpWTTA NakeTa.

2. TocTaBTe TecT-KaceTy Ha YWUCTY Ta PiBHY MOBEPXHI0. TpumanTe nineTky
BEPTMKabHO; HabepiTb 3pa3oKk NpubnnsHo Ha 1 cm (cm) Hap BepXHiIM
KiHLEM HaKOHEUHMKa, AK NMOKa3aHO Ha MasioHKy Huxye. MNepemicTitb 1
noBHy Kparno (npnénusHo 20 mkn (pl)) 3paska y KOXKHY JyHKy Ans
3pa3ska, noTiM Jopante 2 kpamni 6ydepa (npmbnusno 80 mkn (ul)) go
KOXXHOI NYHKM 3i 3pa3Kkom i 3anycTiTb Tamep. [inB intocTpadito Huxkye.

3. TNouekaiiTe, NOKM He 3'ABUTbCA KONbopoBa MNiHiA (i). PeaynbtaT Tecty cnig
3yntatm uepes 15 xBuAuMH. He iHTepnpeTyinTe pesynbtat 4yepe3 20
XBUIH.
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IHTEPMPETALIA PE3YJIbTATIB

(Byab nacka, 3BepHiTbcA Ao intocTpalii BuLLe)
MO3UTUBHUN:* 3'aBnaloTbca ABi KONbOpPOBI NiHii. OHa KonbopoBa NiHisA
3aBXXAM NOBMHHA BYTW B 30Hi KOHTponbHOT obnacTi (C) i We ofHa NiHiA NOBUHHa
6yTI B 30Hi TeCcTOBOT 06nacTi.
*MPUMITKA: IHTeHCUBHICTb KOMbOpy B 30Hi TecToBOi 06nacTi Moxe
3MIHIOBATUCb 3aNeXHO Bif KOHUeHTpauii IgM aHTuTin o uutomeranosipycy,
NPUCYTHIX y 3pa3Ky. ToMy 6yfb-AKuiA BifTIHOK KOnbopy B 0651acTi TeCToBOI NiHil
cnif BBaXaTui NO3UTUBHMM Pe3ysibTaToM.
HEFATUBHUI: B o6nacti koHTponbHoi niHii (C) 3'aBnAeTbca opHa
KonbopoBa NiHifA. B TecToBiin 06nacTi He 3'ABNAETbCA XKOAHOT NiHil.
HELINCHUI: KoHTponbHa niHis He 3'ABNAETbcA. HeqocTaTHil 06'em 3paska
abo HenpaBuibHa MeToAMKa npoueAypu TecTy € Hanbinbll NMOBIPHUMMK
npuYMHamy He nOABU KOHTPONbHOI NiHil. [lepernAaHyTn npoueaypy i
NOBTOPUTM TeCT 3 BUKOPUCTaHHAM HOBOI TecT-KaceTu. fIKWO Ue He Aae
6a)kaHOro pesynbTaTy, Clif MPUNVHUTA BUKOPWUCTAHHA TeCTOBOro Habopy
HeraliHo i 38'A3aTNCA 3 perioHaIbHUM AUCTPUG'IOTOPOM.



KOHTPOJ1b AKOCTI

BHyTpiWwHi npouenypHi KOHTponi BKloyeHi B TecT. KonbopoBa niHiA, LWo
3'ABNAETbCA Ha KOHTpOnbHi AinaHui (C), € BHYTPIWHIM npouesypHUM
KOHTponem. BoHa nigTBepmXye AOAaBaHHA HaNeXHOI KinbKOCTi 3paska,
BiiNOBiAHE 3BONOXXEHHA MEMOPAHN i KOPEKTHICTb MPOBEAEHHSA NpoLeaypu.

OBMEXXEHHA NPOLIEAYPU

1. LUein TecT npu3HayeHUin TiNbKW ANs AiarHOCTUKK in vitro. Llei Tect 6yB
po3pobneHuii Tinbkn ana BuseneHHa IgM anTuTin go CMV y 3paskax
cupoBaTk/ abo nnasmu. Hisike KinbKicHe 3HauyeHHs, aHi LWBWAKICTb
36inblueHHs KoHueHTpauii IgM aHtutin o CMV He MoXyTb 6yTu
BW3HAUYeHi UM AKICHUM TECTOM.

2. LUew Tect nuwe nokaxe HaABHiCTb aHTWTIN IgM go CMV B 3pasKy i He
NOBUHEH BMKOPWUCTOBYBATUCA AK EAVHWUA KPWUTEpPin ANA AiarHOCTUKM
iHdekuin CMV.

3. Ak i y Bcix pAiarHOCTMYHMX TecTaX, BCi pe3ynbTaTu MOBUHHI 6yTn
PO3MMAHYTI 3 IHWNMMW KNiHIYHUMM BIZOMOCTAMMW, AOCTYNHUMU AN1A NiKapsA.

4. AKwWOo pe3ynbTaT TeCTy € HEraTUBHUM, a KNiHiYHI cumnTomu 36epiratoTbea,
pekoMeHAYETbCA MPOBOAUTU [OAATKOBE CrOCTEPEXEHHA 3a iHWUMU
KNiHIYHMMKN MeTopamu. HeraTvBHMiA pe3ynbTaT y Oyfb-AKWMIA 4ac He
BUKNIOYAE MOXNNBOCTI Bipycy CMV.

OYIKYBAHI PE3YJIbTATU

TecT-KaceTy AnA WBWAKOrO BU3HauYeHHA aHTuUTin IgM po unTomeranosipycy
(cnpoBaTka/nnasma) nopiBHIOBaNM 3 NPOBIAHUM KomepLiiHM IDA TecToM Ha
IgM unTomeranosipycy. Kopenauia Mix uumy ABOMa CMCTEMaMW CTaHOBUTb
noHapg 98.0%.

POBOUI XAPAKTEPUCTUKIN

Yytamsictb i cneyndivnictb
TecT-KaceTa AnNA LWBWAKOrO BU3HAYeHHA aHTUTIN IgM pao umTomeranosipycy
(cnpoBaTka/nnasma) 6yna nopisHAHa 3 NPOBigHNM KomepuiHum IOA Ha CMV;
pe3ynbTaTi MOKasyloTb, WO TecT-KaceTa ANA WBWAKOTO BU3HAYEHHA aHTUTIN
IgM o unTomeranosipycy (cupoBaTka/nmnasma) Mae BUCOKY UYTIWBICTb i
cneundiyHicTb.

EAITA: 20 m2/0n (mg/dl)
EmaHon: 10%

Tnoko3a: 20 mz/on (mg/dl)
®eHomiasuH: 20 m2/0n (mg/dl)

YMOBHi NO3HaYeHHA

MeTop CMV IDA (IgM) 3aranbHi
TecTt-kaceta ana PesynbTatn MNo3utneHun | HeratBHUi pesynbratn
WBWAKOrO BU3HaYeHHA Mo3nTNBHNIA 28 4 32
anTutin IgM go
LuuTOMeranosipycy HeratusHun 2 266 268
(cmpoBaTka/ nnasma)
3aranbHi pesynbtatn 30 270 300

93.3% (95%Cl*: 77.9%-99.2%);
98.5% (95%Cl*: 96.3%-99.6%);
98.0% (95%Cl*: 95.7%-99.3%).

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

TouHicTb

B aHanisi
TouHicTb B aHani3si BU3Havyanacb 3a gornomoroto 10 ay6nikaTtis 3 pisHUX 3pa3KiB:
HeraTVBHOrO, HU3bKO MO3WTUMBHOFO Ta BWCOKO MO3WUTMBHOrO. HeraTuBHi,
BMCOKO MO3WTMBHI Ta H3bKO NO3UTUBHI 3HaYeHHA OyNn NpaBUIbHO BU3HAYEHi
y > 99% BunNagKis.

Mix aHanisamn
TouHicTb Mix aHanizamun BusHayanacb 10 He3aneXXHVMK aHasizamMmm Ha TUX e
TPbOX Pi3HMX 3paskax: HeraTMBHOMY, BWCOKO MO3UTUBHOMY Ta HMW3bKO
no3nTMBHOMY. Tpu pi3Hi napTii TecT-KaceTn AnNA LWBWMAKOrO BU3HAYEHHA
aHTuTin IgM po unTomeranoBipycy (cvpoBaTka/nnasma) 6ynm npoTtectoBaHi
npotarom 10 AHIB, BUKOPUCTOBYIOUM BHLLE 3a3HAYeHi 3pas3ku. 3pasku 6ynu
npaBwibHO ifneHTUdIKoBaHi y > 99% BrNagKis.

MNMepexpecHa peaKTUBHICTb
TecT-KaceTa AnA WBWAKOrO BM3HAYeHHA aHTuUTIn IgM go umTomeranosipycy
(cnpoBaTtka/nnasma) byna npoTecToBaHa Ha MO3UTKBHI 3pa3ku aHTU-HAV IgM,
HBsAg, aHTn-HCV IgG, aHtn-BI1 IgG, aHTn-RF IgG, aHTu-cudinic 1gG, aHTu-H.
Pylori IgG, aHTu-KkpacHyxa IgG, aHTu-KpacHyxa IgM, aHtu-Toxo IgG, aHTn-Toxo
IgM, aHTK-HSV 1 IgG, antn-HSV 1 IgM, aHTn-HSV 2 IgG i aHTK-HSV 2 IgM.
Pe3ynbTaTi He NoKasanu nepexpecHoi peakTUBHOCTI.

InTepdepyioui peuoBrHMN
HactynHi cnonyku Takox Oynu BunpoOyBaHi 3 JaHUM TecTom i He 6yno
BUAB/IEHO iHTepdepeHLii.

AuemamiHogpeH: 20 me/0n (mg/dl)
Auemurncaniyunoga kucioma: 20 me/on (mg/dl)
AckopbiHosa kucioma: 2 2/0n (g/dl)

KogpeiH: 20 m2/on (mg/dl)

leHmu3suHosa kucioma: 20 mz/on (mg/dl)
Qeninnponaronamiy: 20 mz/on (mg/dl)

YBara, AuBiTbCA He
A iHCTpyKUii no v Tecris B Habopi BUNKOPUCTOBY-
3aCTOCYBaHHIO BaTW MOBTOPHO
Tinbku ans in vitro Bukopucratn - o
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