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MPU3HAYEHHA BUKOPUCTAHHA

KombiHoBaHa TecT-KaceTa AnA LUBMAKOrO BM3HAuyeHHA aHTuTin IgG/IgM po
uuTomeranoBipycy (cMpoBaTtka/nnasma) - Ue WBUAKWANA XpomaTorpadiuHmi
natepanbHUN iMyHOaHanis AnAa AkicHoro sumasneHHA IgG Ta IgM aHTUTIn o
CMV B cupoBatui abo nnasmi NOAMHU AK AOMOMIXHMIA MNpw AiarHocTuui
iHbeKuil unTomeranosipycy.

PE3IOME

LinTomeranosipyc - ue Bipyc repnecy. Lle npoBigHWi eTionoriyHnn areHT ana
BPO[KEHUX aHOMani Ta YCKNagHeHb cepef TWUX, XTO OTPUMYE MacUBHe
nepenvBaHHA KpOBi Ta NPOXOAWTb iMyHOAenpecVBHY Tepanito. Bbnausbko
MOMIOBMHM BariTHMX XIHOK, AKi OTPUMYIOTb NEPBUHHY iHdeKL o, MoWmnpIooTb
3aXBOPIOBAHHA Ha MNig. 3apa)keHHA Nifg 4ac BariTHOCTI MOXe CNPUYUHUTUA
pO3yMOBe BiiXUEHHS, CiNOTy Ta/abo rayxoTy nnogy.

KombiHoBaHa TecT-KaceTa AnA LWBMAKOrO BM3HAuyeHHs aHTuTin IgG/IgM po
LuuTOMeranoBipycy (cumpoaTtka/mnasma) - Ue LWBMAKWIA XpomaTtorpadiyHuni
iMyHOaHani3 ana akicHoro BM3HayeHHA aHTuTin IgG Ta IgM go CMV y 3paskax
CMpoBaTKM abo nnasmm.

nPUHLUUN

KombiHoBaHa TecT-KkaceTa AnA LWBMAKOrO BM3HA4yeHHA aHTuTin 1gG/IgM po
uMToMeranoBipycy  (cvpoBaTka/mnasma) €  AKICHUM  nlaTepaiibHUM
imyHoaHanisom ana BuasneHHa IgG Ta IgM aHtutin go CMV B 3pa3skax
cupoBaTky abo nnasmu. Y LboMy TecTi Muladi aHTK-IgG nognHN Ta Ko3aui
aHTK-IgM nogVHKM HaHeceHi B obnacTi TecToBux AiHin. Mig yac TecTyBaHHA
3pasKku cupoBaTKy abo nna3mm pearyoTb 3 aHTUreHom CMV Ha TecT-CMyXLi.
Cymill noTiM nepemilly€eTbca BBEPX MO MeMOpaHi nif KaninspHow Aieto i
pearye 3 muwaymmmn aHTu-IgG niogrHn abo Kosauummn aHTu-IgM noguHn Ha
MembpaHi B obnacTi TectoBoi NiHii. HafBHICTb KonbopoBoi niHii B obnacti
TeCToBOI NiHii BKa3ye Ha NO3MTUBHWI pe3ynbTaT ana CMV-iHdekuii, Toai Ak i
BifjCyTHICTb CBIAUNTb NPO HEraTUBHWI pe3ynbTaT AnA Uiei iHpeKuil.

B AkocTi npouefypHOro KOHTPONO KONbopoBa fiHiA 3aBxKAu 3'ABNAETbCA B
06nacTi KOHTPONBHOI NiHii, WO BKasye Ha Te, Wo OyB foAaHWIA BigNoBiAHUIA
06'eM 3pasKa Ta Bifbynocb 3BONOXKEHHA MeMbOpaHU.

PEATEHTU
TecT-KaceTa MiCTUTb KO3AYi aHTK-IgM nognHW, muwadi aHTK-IgG nloanHK Ta
aHTureH CMV. CtpenTtasignH-lgG 3acTOCOBYETbCA Ha KOHTPOMbHIN AiHil.

3ACTEPEXXEHHA

1. Tinbkn ana npodeciiHoro 3actocyBaHHA B in vitro piarHoctuui. He
BMKOPMWCTOBYBATW NiCNA 3aKiHYeHHA TePMiHY NPUAATHOCTI.

2. Mepen BWKOHaHHAM TeCcTy Cnifg MOBHICTIO O3HAWOMWUTUCA 3  Ui€
iHCTpYyKUi€to.

3. TeCcT NOBUHEH 3anUWATWCL Y 3aKpPUTOMy MNakeTi [0 MoyaTKy
BMKOPWCTaHHS.

4. Mepen BMKOPUCTaHHAM MNPUBECTM BCi  peareHTM [0  KiMHaTHOI
Temnepatypu (15-30 °C (°C)).

5. HaneXxHyrm umHoM noBopbTeca 3i 3pa3kamMu | TeCT-NPUCTPOAMM, Lo Bynn

BMKOPWCTaHi, a came Tak, HibM BOHM 34aTHi MOTEHUINHO iHQiKyBaTW.
YTunisynte BCi 3pa3kM i BUKOPUCTaHi NPUCTPOI B HaNexHOMY
KOHTelHepi Ana 6ioHebe3neuHnx matepianis. Mpy 06pobui Ta yTunisauii
Hebe3neuHnx MaTepianis cCnigyiTe MicueBUM, HauioHanbHUM abo
perioHanbHVM HOPMAaTVBHMM aKTaM.

6. OpArante ofHOPa3oBi PyKaBUYKM, XanaT Ta 3axWCHi OKynApw nig yac
06PO6KM NOTEHLiHO iHbIKOBAHOrO MaTepiasly Ta BUKOHAHHA aHani3y.
Micna uboro peTenbHO BUMUIATE PYKU.

7. HepoTprmaHHA TeMnepaTypHOro pexummy MOXXe HeraTVBHO BMIVHYTU
Ha OTpVMaHi pe3ynbTaTu.

8. He ‘icTn, He nuTK i He mManuTM B MicuAX, Ae NpauoTb 3i 3paskamu i
Habopamum.

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

npuobpaTy, BUKOPUCTOBYIOUY BiNOBIAHWI Ae3iHdiKyounii 3aci6.
10.  36epiraTvi B HeOCTYNHOMY AJ1A AiTeil MicLi.

3BEPIFAHHA TA CTABUIbHICTb
36epiraTy Habip nNpu KiMHaTHI TemnepaTypi abo B xonoaunbHuKy (2-30 °C
(°C)). TecT cTabinbHWIA NPOTATOM YCbOroO TePMiHY NPMAATHOCTI, 3a3HaYEHOro Ha
repmMeTUYHii ynakoBui. TeCcT MOBWHEH 3anuwWwaTuca B LbOMY MilleyKy [0
BukopuctaHHa. HE 3AMOPOMYBATWU. He Bukopuctosysatn nicna
3aKiHYeHHA TepMiHY NPUAATHOCTI.

36IP 1 NIArOTOBKA 3PA3KIB

. KombiHoBaHy TecT-KaceTy And WBUAKOrO BU3HaueHHA aHTuTin IgG/IgM fo
uMTOoMeranoBsipycy (cmpoBaTka/nnasma) MOXHa 3acTocoByBaTu  3i
3paskamu CpoBaTKm abo nnasmu.

. flkHaMwBMaWe BiQOKPEMUTYM CUPOBATKYy abo nnasmy Bif KpoOBi, W06
YHUKHYTU remonisy. MoxHa BMKOPUCTOBYBaTW Jvlle Mpo30pi, He
remonizoBaHi 3pa3Ku.

. TecTyBaHHs cCnifg npoBoaMTM Bigpasy X nicna 36opy 3paskiB. He
3anvwanTe 3paskyM Npv KiMHaTHIA Temnepatypi NpoTArom TPuUBanoro
nepiogy 4acy. 3pasku MoxyTb 36epiratuca npu 2-8 °C (°C) npoTtarom o 3
IHiB. ina TpynBanoro 36epiraHHA 3pa3ku NOBUHHI 36epiratncb Hkye -20
°C (°C).

. MNepep TecTyBaHHAM [OBeAiTb 3pa3kyM A0 KiMHATHOI TemnepaTypw.
3amep3ni 3pasku MOBMHHI OyTWM MOBHICTIO PO3MOPOXKEHi Ta pobpe
nepemiwaHi nepep TecTyBaHHAM. 3pa3kum He CNif 3amMOpOXyBaTu Ta
BiiTaBaTN HEOQHOPA30BO.

. AKWO 3pa3ky MOBWMHHI OYTW TPAHCMOPTOBAHi, BOHM MOBUHHI 6yTu
yNakoBaHi BiAMNoOBIAHO O MicUeBUX NpaBun ANA TPaHCNOPTYBaHHA
€TUOJOTiYHMX areHTiB.

MATEPIANIN

Marepianu, siki nocravaloTbca 3 Habopom
. TecToBI KaceTn . NineTtkn . IHCTpYKUia
*  bBydep

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

Tanimep

MPOLIEAYPA AHANI3Y

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

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

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

2. TocTtaBTe TecT-KaceTy Ha YWUCTY Ta PiBHY MOBEPXHIO. TpumawTe nineTky
BePTMKaNbHO; HabepiTb 3pa3ok Nprban3HO Ha 1 cm (cm) pHaA BepXHIM
KiHLeM HaKOHeYHMKa, AK MOKa3aHO Ha MasntoHKy Hukye. MepemicTitb 1
NoBHY Kpannio (npuénusHo 20 mkn (ul)) 3paska y KOXHY NyHKy Ans
3paska, noTiM Jopante 2 kpamni 6ydepa (npmbnusno 80 mkn (ul) go
KOXXHOIT NYHKM 3i 3pa3koM i 3anycTiTb Tanmep. [Ins intocTpadito Huxye.

3. TouekaliTe, NOKM He 3'ABUTbLCA KOMbOPOBa NiHiA (i). PesynbTaT Tecty cnig
3yntatn uepes 15 xBuAuH. He iHTepnpeTynte pesynbtaT uepe3 20
XBUJIVH.

ADAATH 1 kpanns

4 maipugn | 2 wpanusi

Gydepy 8 ayHy AnA
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IHTEPMPETALIA PE3YJIbTATIB

(Byab nacka, 3BepHiTbca fo intocTpadii BuLle)
MO3UTUBHUN:* 3'aBnaoTbca ABi KONbOPOBI NiHii. OgHa Konboposa NiHisA
3aBXAW NOBMHHa 6yTU B 30Hi KOHTPonbHOI obnacTi (C) i e oAHa NiHis NOBUHHA
6yTI B 30Hi TecTOBOI 06NacTi.
*MPUMITKA: IHTeHCUBHICTb KOMbOpYy B 30Hi TecToBOi 06nacTi Moxe
3MiHIOBaTUCb 3aNleXXHO  Bifi KOHUeHTpauii IgG abo IgM aHtutin  go
LUTOMEranoBipycy, NPUCYTHiX y 3pa3ky. ToMmy 6yab-AKWIA BiTIHOK KOMbOpy B
obnacTi TecToBoi NiHil cif BBaXaTy NO3UTUBHMM Pe3yNibTaToOM.
HEFTATUBHUI: B o6nacti koHTponbHoi niHii (C) 3'aBnAeTbca opHa
KOJIbOpOBa NiHiA. B TecTOBIN 06nacTi He 3'ABNAETLCA XKOAHOI NiHil.
HEQINCHUI: KoHTponbHa niHia He 3'aBnAeTbca. HegoctaTHil 06'eM 3paska
abo HenmpaBuSibHa MeToAMKa npouedypu TecTy € Halbinbll NMOBIPHUMMN
npUYMHamMM He MOABU KOHTPOMNbHOI niHii. [MepernAanytn npouepypy i
MOBTOPUTM TECT 3 BUKOPUCTAHHAM HOBOI TecT-KaceTw. AKWO Le He Aae
6axaHoro pesynbTaty, Clif NPUNVHUTA BUKOPUCTAHHA TeCTOBOro Habopy
HeranHo i 38'A3aTNCA 3 perioHanbHUM JUCTPUG'IOTOPOM.




KOHTPOJ1b AKOCTI

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

OBMEXXEHHA NPOLIEAYPU

1. LUein TecT npu3HayeHUin TiNbKW ANs AiarHOCTUKK in vitro. Llei Tect 6yB
po3pobneHuii Tinbku ans BuasneHHs IgG abo IgM aHTtuTin go CMV y
3pa3kax cupoBaTkM abo nnasmu. Hiske KinbKicHe 3HaueHHs, aHi
WBUAKICTb 36inblueHHs KoHUeHTpauii IgG abo IgM aHTtuTin go CMV He
MOXYTb OYTV BU3HAYEHI MM AIKICHUM TECTOM.

2. Lei TecT nvwe nokaxe HasBHICTb aHTWTIN IgG a6o IgM o CMV B 3pasky i
He NMOBUHEH BMKOPUWCTOBYBATUCA AK EAVHUIA KPUTEPIn ANnA AiarHOCTUKN
iHdekuin CMV.

3. Ak i y Bcix fiarHOCTMYHMX TecTaX, BCi pe3ynbTaTu MOBWHHI 6yTn
PO3MAAHYTI 3 IHWNMMW KNiHIYHMM BIZOMOCTAMM, AOCTYNHUMM AN1A NiKapsA.

4.  fAKwWo pe3ynbTaT TECTY € HEraTMBHUM, @ KNiHIUHi CUMNTOMMU 36epiraloTbcs,
peKoMeHAYETbCA MPOBOAUTU [JOAATKOBE CMOCTEPEXEHHA 3a iHWUMM
KNiHIYHUMU MeTofamun. HeraTuBHWIA pe3ynbTaT y OyAb-AKUA Yac He
BUKNIOYAE MOXNNBOCTI Bipycy CMV.

OYIKYBAHI PE3YJIbTATU

KombiHoBaHy TecT-KaceTy ANA WBWAKOrO BU3HauyeHHs aHTuTin IgG/IgM po
unTomeranosipycy  (cuposaTka/mnasma) MOpPIBHIOBaNIM 3 MPOBIAHUM
KkomepuiiHum IQA Tectom Ha IgG Ta IgM umTomeranosipycy. Kopenauia mix
LMy ABOMa CUCTEMaMu CTaHOBWTb NoHag 97%.

POBOUI XAPAKTEPUCTUKIN

YyTtamsictb i cneyndivHictb
KombiHoBaHa TecT-KaceTa AnA LUBWAKOrO BM3HAuyeHHA aHTuTin IgG/IgM po
uutomeranoBipycy (cmpoBaTka/mnasma) Oyna nopiBHAHa 3 MPOBIAHMM
komepuiiHum IOA Ha CMV; pe3ynbTaTv mokasyioTb, Wo KombiHoBaHa TecT-
KaceTa ANA LWBWAKOrO BU3HayeHHA aHTuTin IgG/IgM po uutomeranosipycy
(cmpoBaTKa/nnasma) Ma€ BUCOKY YyTIUBICTb i crieLndiuHicTb.

MepexpecHa peaKTUBHICTb
KombiHoBaHa TecT-KaceTa AN LUBMAKOrO BM3HAuyeHHs aHTuTin IgG/IgM po
uuTOoMeranoBipycy (cuposaTtka/mnasma) bGyna mpoTecToBaHa Ha MO3UTUBHI
3pasku HAV, HBV, HCV, BIN, RF, cudinic, H. Pylori, kpacHyxa, TOXO, HSV 1/2.
Pe3ynbTaTi He NoKasanu nepexpecHoi PeakTUBHOCTI.

IHTepdepytoui peuoBuHU
HactynHi cnonyku Takox 6Oynu BunpoOyBaHi 3 JaHUM Tectom i He 6yno
BUABMIEHO iHTepdepeHLil.
AuemamiHocpeH: 20 mz/on

KogpeiH: 20 m2/0n (mg/dl) EAITA: 20 m2/0n

(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 Tnioko3a: 20 m2/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

MeTop CMV IDA (IgM) 3aranbHi
KombiHoBaHa TecT- PesynbTatn Mo3utneHun | HeratvBHuiA | pesynbtaTtn
KaceTa Ana WBUAKOro Mo3nTrBHMIA 28 4 32
BU3HAaUYEHHA aHTUTIN
19G/IgM o
LuuTOMeranosipycy HeratusHun 2 266 268
(cmpoBaTka/ nnasma)
ans IgM
3aranbHi pesynbtatu 30 270 300
BigHocHa YyTtnuBicTb: 93.3% (95%Cl*: 77.9%-99.2%);
BigHocHa CneundiyHicTb: 98.5% (95%Cl*: 96.3%-99.6%);
[loCTOBipHICTb: 98.0% (95%Cl*: 95.7%-99.3%).
*[loipunii IHTepBan
MeTtopn CMV IDA (IgG) 3aranbHi
KombiHoBaHa TecT- PesynbTatn Mo3nTtnBHWMIA | HeratmBHMIn pesynbraTtn
KaceTa AnA WBUAKOro Mo3nTnBHNIA 27 5 32
BU3HAaUYEHHA aHTUTIN
19G/IgM o
LuuTOMeEranosipycy HeratusHun 3 265 268
(cupoBaTka/ nnasma)
ana lgG
3aranbHi pesynbtatu 30 270 300

90.0% (95%Cl*: 73.5%-97.9%);
98.1% (95%CI*: 95.7%-99.4%);
97.3% (95%CI*: 94.8%-98.8%).

BigHocHa YyTtnuBicTb:
BigHocHa CneundiyHicTb:
[ocToBipHicTb:
*[osipunii IHTepBan

TouHicTb

B aHanisi
ToyHicTb B aHanisi BU3Hauyanach 3a fgornomoroio 10 ay6nikaTis 3 pisHUX 3pa3KiB:
HeraTMBHOrO, HU3bKO MO3UTVBHOFO Ta BWUCOKO MO3UTMBHOrO. HeraTuBHi,
BMCOKO MO3WUTMBHI Ta HN3bKO NMO3WUTUBHI 3HAYEHHA OyNN NPaBUNbHO BU3HAYEHI
y > 99% BunagkKis.

Mix aHanisamn
TouHicTb MiX aHani3amy BU3Havanacb 10 He3anexHVMU aHanizaMmn Ha TUX Xe
TPbOX PI3HMX 3pa3kax: HeraTMBHOMY, BWCOKO MO3UTMBHOMY Ta HU3bKO
nosutnBHoMmy. Tpu pisHi napTii KombiHOBaHOI TecT-KaceTu AnA LWBMAKOMO
BU3HaueHHA aHTWTIN IgG/IgM o umtomeranosipycy (cuposaTtka/nnasma) 6ynm
npoTecToBaHi NpoTtaArom 10 AHiB, BUKOPWUCTOBYIOUM BULLE 3a3HayeHi 3pasku.
3pasku bynu npaBunbHO ipeHTUdIKoBaHI y > 99% BUNagaKis.

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 36epiraTu mix 3BepHiTbca fo
NJH/ e Ne naprii Dﬂ iHCTPYKUi 3
BUKOPUCTaHHA
He
@ BUKOPUCTOBYiATE, | I BupoBHUK
AKLIO NaKeT
NOLWKOAXKEHWNIA
(S BUPOBHUK:
& -
: TOB «JIABIOEW»
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