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lABUA TECT-KACETA

ANA WBUAKOro BUSHAYEHHA AHTUTIN IgG

A0 LUWMTOMETrANOBIPYCY
Kam. Ne :F51-2SP Ynakoeka: 40 mecmie
®opma :kacema Jama sunycky incmpykuii: 10-02-2017

TinoKu 015 BUKOPUCMAHHA 8 in vitro diazHocmuyi

MPU3HAYEHHA BUKOPUCTAHHA

TecT-KaceTa AnA WBMAKOTO BU3HAyYeHHA aHTUTIN IgG Ao umuTomeranosipycy
(cnpoBaTka/nnasma) - Ue WBWMAKUIA  XpomaTorpadiuHunii  natepanbHui
iMyHOaHani3 gna AkicHoro BusBneHHa |gG aHTuTin go CMV B cupoBaTtui abo
nnasmi NoarHM AK JOMOMIKHWI Npu giarHocTuui iHpeKLii LuTomeranosipycy.

PE3IOME

LinTomeranosipyc - ue Bipyc repnecy. Lle npoBigHWi eTionoriyHnn areHT ana
BPOMAXKEHNX aHOManiii Ta yCKfnajHeHb cepep TWX, XTO OTPUMYE MacuBHe
nepenuBaHHA KpOBi Ta MPOXOAWTb iMyHoAenpecuMBHY Tepanito. bnunsbko
MOJIOBVHU BariTHUX XIHOK, fIKi OTPUMYIOTb MEPBUHHY iHdEKL0, MOWMPIoI0Tb
3aXBOPIOBAHHA Ha Nnif. 3apaxeHHA Mif 4Yac BariTHOCTI MOXe CNPUYUHUTK
po3yMoBe BifiX1EHHS, cinoTy Ta/abo rayxoty nnogy.

Ekcnpec-kaceta CMV  IgG  (cnpoBaTka/mnasma) -  Ue  LWBUAKUNA
XpomaTorpadiuHuii iMyHoaHanis gna AKiCHOro BM3HauyeHHs aHTuTin IgG go
CMV y 3pa3kax cnmpoBaTkmn abo nnasmu.

nPUHUUN

TecT-KaceTa AnA WBMAKOrO BU3HAyYeHHA aHTUTIN IgG Ao umMTomeranosipycy
(cmpoBaTka/nnasma) € AKICHUM naTepanbHUM iMyHOaHani3oM AiA BUABMIEHHSA
aHTuTin IgG go CMV B 3pa3skax cmpoBaTKy abo nnasmu. Y uboMy TecTi aHTureH
CMV HaHeceHuii B obnacTi TecToBux niHin. [ig 4ac TecTyBaHHA 3pasku
cnpoBaTKM abo nnasmy pearyoTb 3 HaHECEHMMM YaCTMHKaMM MULIAYUX aHT-
1gG ntoanHM Ha TecT-cmyUi. Cymill NOTIM Nepemilly€eTbcA BBEPX NO MeMbpaHi
nig KaninApHoio A€o i pearye 3 aHTUreHom CMV Ha membpaHi B obnacri
TecToBOI NiHil. HasABHICTb KONbOPOBOI NiHii B 06nacTi TeCToBOI NiHii BKasye Ha
no3nTUBHUI pe3ynbTaT ana CMV-iHdeKuii, Toai AK ii BigcyTHICTb cBifuNTb Npo
HeraTMBHWI pe3ynbTaT Ana i€l iHdekuii.

B AkocTi npouefypHOro KOHTPOMO KONbopoBa JiHiA 3aBKAW 3'ABNAETbCA B
06nacTi KOHTPONBHOI NiHii, WO BKa3ye Ha Te, Wo 6yB fofaHWI BifNoBiAHWIA
006'eM 3pa3sKa Ta Bigbynocb 3BONIOKEHHA MeMOpaHN.

PEATEHTU

Tect-Kaceta MicTMTb Muwadi  aHTU-IgG  nioguHn  Ta  anTureH  CMV.

CrpenTasignH-Kponaumm IgG 3acTOCOBYETbCA HAa KOHTPOSbHIN AiHil.

3ACTEPEXEHHA

1. Tinbkn gnsa npodeciiHoro 3actocyBaHHA B in vitro piarHocTuui. He
BMKOPMWCTOBYBATW NiCNA 3aKiHYeHHA TePMiHY NPUAATHOCTI.

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

3. TecT nOBMHEH 3anMWaTUCb Y 3aKPUTOMY TaKeTi [0 MnoyaTtky
BMKOPUWCTaHHSA.

4, lMepen BUMKOPWUCTAHHAM MpPUBECTW BCi  peareHTM [0  KiMHATHOI
Temnepatypwu (15-30 °C (°C)).

5. HanexHum unHoM noBoapbTecA 3i 3paskamu i TECT-NPUCTPOAMY, WO Bynn

BMKOPWCTaHi, a came TaK, HibM BOHM 3[aTHi MOTEHUiNHO iHiKyBaTy.
YTunisynte BCi 3pa3ky | BUKOPUCTaHi NPUCTPOI B  HaNeXHOMY
KOHTelHepi ans 6ioHebe3sneuHyx maTepianis. Mpw 06pobui Ta yTunizauii
Hebe3neyHVx MaTepianiB CnigynTe MicueBUM, HauioHanbHUM abo
perioHanbHYM HOPMaTUBHMM aKTaM.

6. OpAravite OfHOPAa30Bi PYKaBUYKM, XanaT Ta 3axWCHi OKynApw nig yac
06p06KM NoTeHUiiHO iHbIKOBaHOrO MaTepiasly Ta BYKOHAHHA aHanisy.
Micna uboro peTenbHO BUMUIATE PYKMU.

7. HepoTpumaHHA TeMnepaTypHOro pexrimMy MOXe HeraTVBHO BIMHYTU
Ha OTPVMaHi pe3ynbTaTy.

8. He icTn, He NnUTK i He manuTK B MiCUAX, Ae NpauioloTb 3i 3paskamu i
Habopamm.

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

npnbpaTy, BUKOPWUCTOBYIOUM BifnoBigHWMIA Ae3iHikyounii 3aci6.
10.  36epiraTi B HeAOCTYNMHOMY ANA AiTeN MicLi.

3BEPIFAHHA TA CTABUIbHICTb

36epiratv Habip Npw KiMHaTHIN TemnepaTypi abo B xonoaunbHKKy (2-30 °C
(°Q)). Tect cTabinbHWI NPOTArOM YCbOro TePMiHY NPUAATHOCTI, 3a3HaYEHOrO Ha
repMeT1YHIN ynakosLli. TeCT MOBWHEH 3anuliaTUCA B LbOMY MilleyKy [0

BukopuctaHHa. HE 3AMOPOXYBATU. He nicna

3aKiHYeHHA TepMiHY NPUAATHOCTI.

BMKOPWCTOBYBATM

3BIP I NIArOTOBKA 3PA3KIB

. TecT-kaceTy  AnNA  WBWUAKOFO  BU3HAYEHHA
LuuMTOMeranoBipycy (cmpoBaTtka/nnasma) MOXHa
3pa3skamu CMpoBaTKM abo nnasmu.

. AKHaMwBMAle BiJOKPEMUTU cMpoBaTKy abo nnasmy Bif KpoBi, W06
YHUKHYTVW remonidy. MoxHa BMKOPWCTOBYBaTW JiMwWe Mpo30pi, He
remorni3oBaHi 3pasKku.

. TecTyBaHHA cCnig NpoBOAWTM Bigpasy X nicna 36opy 3paskie. He
3anuvwanTe 3pasku Npu KiMHATHIN TemnepaTypi NPOTArom TpuBanoro
nepiogy 4acy. 3pa3sku MoxyTb 36epiratuca npu 2-8 °C (°C) npoTtarom o 3
AHiB. [Ina Tpueanoro 36epiraHHA 3pa3Kku NoBUHHI 36epiraTncb HUXYe -20
°C (°Q).

. MNepep TecTyBaHHAM [AOBEAiTb 3paskM A0 KiMHATHOI TemnepaTypu.
3amep3ni 3pa3km MOBUHHI OyTM MOBHICTIO PO3MOPOXEHi Ta Aobpe
nepemiwadi nepea TecTyBaHHAM. 3pa3knm He CNif 3amoOpOXyBaTu Ta
BifTaBaTV! HEOJHOPA30BO.

. AKWO 3pa3ky MOBMHHI OyTM TpaHCNOPTOBaHi, BOHW MOBWHHI 6yTU
ynakoBaHi BiAMOBIAHO A0 MicLeBUX NpPaBua ANA TPaHCNOPTYBaHHA
€TNONOTIYHUX areHTiB.

aHTuTin . 1gG po
3actocoByBatn = 3i

MATEPIANIN

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

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

Tanmep

MPOLIEAYPA AHANI3Y

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

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

1.  BuTArHiTb TecT-KaceTy 3 repmeTMYHOI YMakoOBKW 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 3pa3ok NpubnnsHo Ha 1 cm (cm) Hap BepXHiM
KIHLIEM HaKOHeYHMKa, AK NOKAa3aHO Ha MasntoHKy Huxye. MepemicTitb 1
noBHy Kpannio (npn6énusHo 20 mkn (ul)) 3paska y KOXHY NyHKy AniA
3paska, noTim gopante 2 Kpanni 6ydepa (npmbnusHo 80 mkn (ul)) o
KOXXHOI NYHKM 3i 3pa3Kkom i 3anycTiTb Taimep. [InB intocTpadito HuxKye.

3. TNouekaiiTe, NOKM He 3'ABUTbCA KONbopoBa fNiHiA (i). PeaynbtaT Tecty cnig
3yntatm uepe3 15 xBuAuMH. He iHTepnpeTyinte pesynbtat 4yepe3 20
XBUIH.
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NoauTHaKME HEraTHRMWEA  Heifcuui

IHTEPMPETALIA PE3YJIbTATIB

(Byab nacka, 3BepHiTbca o intocTpadii BuLLe)
MO3UTUBHUN:* 3'aBnaloTbca ABi KONbOpPOBI NiHii. OHa KonbopoBa NiHisA
3aBXXAW NOBMHHA BYTM B 30Hi KOHTponbHOT obnacTi (C) i e ofHa NiHiA NOBUHHa
6yTI B 30Hi TeCcTOBOT 06nacTi.
*MPUMITKA: IHTeHCUBHICTb KOMbOpYy B 30Hi TecToBOi 06nacTi Moxe
3MiHIOBATUCb 3aneXHOo Bif KoHueHTpauii IgG aHTUTIn Ao 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: KoHTponbHa niHis He 3'ABNAETbcA. HepocTaTHil 06'em 3paska
abo HenpaBuibHa MeToAMKa npoueAypu TecTy € Hanbinbll NMOBIPHUMMK
npuYMHamy He nOABU KOHTPONbHOI NiHil. [lepernAaHytn npoueaypy i
NOBTOPUTM TeCT 3 BUKOPWCTAHHAM HOBOI TecT-KaceTu. fKWO Ue He [ae
6axkaHoOro pesynbTaTy, Clif MPUNVHUTA BUKOPUCTAHHSA TeCTOBOro Habopy
HeranHo i 38'A3aTnCA 3 perioHanbHUM JUCTPUG'IOTOPOM.




KOHTPOJ1b AKOCTI

BHYTpIiLWHI npoueaypHi KOHTPONi BKIOYEHI B TecT AnA obuasox cekuin. [gi
KONbOPOBI NiHil, WO 3'ABNAIOTbCA B 06M1acTAX KOHTPonbHOI niHii (C) ana 060x
CeKLUiln, € BHYTPILWHIM npouenypHMM KOHTponeMm. Lle niaTBepaxye aonaBaHHA
[OCTaTHbOro 06'eMy 3paska i MpaBuIbHY NPOLEAYPHY TEXHIKY.

KoHTponbHi cTaHpapTv He BXOAATb A0 Habopy; OfHaK pPeKOMEeHAYeTbCA
nepeBipATV MO3UTKBHI Ta HeraTMBHI KOHTPONI, Wo6 NiATBEPANUTM Npoueaypy
BUNPOO6YBaHb Ta NePeBipUTY HanexxHy epeKTUBHICTb BUNPOOYBaHb.

KodeiH: 20 mr/an (mg/dl)

leHTM3NHOBa Kmncnota: 20 mr/an (mg/dl)
QeHinnponaHonamin: 20 mr/gn (mg/dl)
Caniynnosa kucnota: 20 mr/gn (mg/dl)
EATA: 20 mr/an (mg/dl)

EtaHon: 10%

Inioko3a: 20 mr/an (mg/dl)

QeHoTiaswuH: 20 mr/gn (mg/dl)

OBMEXXEHHA NPOLIEAYPU YMOBHi no3Ha4eHHsA
1. LUein TecT npu3HayeHUin TiNbKW ANs AiarHOCTUKK in vitro. Llen Tect 6yB YBara, AvBiTbCA He
po3pobneHwit Tinbku ana BuaeneHHs IgG anTutin go CMV y 3paskax A iHCTpYKUi o G Tecrie 8 HaGopi BUKOPUCTOBY-
. . . . . 3aCTOCYyBaHHIO BaTV NOBTOPHO
cupoBaTk/M abo nnasmu. Hiske KinbkicHe 3HauyeHHs, aHi LWBMAKICTb
36inblieHHA KOHLeHTpalii IgG aHTuTin Ao CMV He MOXyTb GyTu Tinbku Ani in vitro g Bukopucrati Kar. N
. . AIarHOCTUKN Ao
BW3HaueHi LM AKICHUM TeCToM.
~ : . : 30°c . . 3BepHiTbca fo
2. LUew TecT nuwe nokaxe HaABHICTb aHTl/ITIvJ'I 19G ,quCMV B 3'pa3|<y i He Jf 36zeg)(|)roagmoncmx< Ne naprii [:l'j_] CrpyKLl 3
NMOBUHEH BMKOPUCTOBYBATUCA AK EAMHWA KPUTEPI AnNA f[iarHoCTMKM | 2° -30°C(C) BUKOPUCTaHHA
iHdekuin CMV. He
3. Ak i y Bcix piarHOCTMYHMX TecTaX, BCi pe3ynbTaTu MOBWHHI 6yTn @ B”:?(&V;C;:iﬁfer d BMPOGHIK
PO3MAAHYTI 3 IHWNMMN KNiHIYHXMM BIZOMOCTAMMW, AOCTYNHUMM AN1A NiKapsA. NOWKOKEHMNTA
4. AKwWOo pe3ynbTaT TeCTy € HEraTUBHWM, a KNiHiYHI cumnTomu 36epiratoTbea,
peKoMeHAYETbCA MPOBOAUTU [OAATKOBE CrMOCTEPEXEHHA 3a iHWUMU
KNiHIYHUMKN MeTofamu. HeraTvBHUWA pe3ynbTaT y Oyab-AKMA Yac He S BUPOBHUK:
BUKIIOYAE MOXNNBOCTI Bipycy CMV. 9 TOB «JIABIOEW»
LABYA

YKkpaiHa, 76018

M. IBaHO-DpaHKiBCbK, By. MeTniopy, 25
Mo6.: +38 (067) 000-20-22

E-mail: info@labua.com.ua
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OYIKYBAHI PE3YJIbTATU

TecT-KaceTy ANA WBWMAKOrO BU3HauyeHHA aHTuUTIN IgG pgo umTomeranosipycy
(cnpoBaTka/nnasma) nopiBHIOBaNU 3 NPOBIAHUM KomepLiiHuM IDA TecToM Ha
IgG uyuTtomeranosipycy. Kopenauia Mix uUMMU ABOMa CUCTEeMaMn CTaHOBUTb
noHag 97.3%.

POBOU4I XAPAKTEPUCTUKU

Yytamsictb i cneyndivHictb
TecT-KaceTa ANA WBWMAKOrO BU3HayeHHA aHTUTIN IgG Ao uuTomeranosipycy
(cnpoBaTka/nnasma) 6yna nopisHaAHa 3 NPoBiaHMM KomepuinHum IOA Ha CMV;
pe3ynbTaTi MOKasyloTb, WO TecT-KaceTa ANA LWBMAKOTO BU3HAYEHHA aHTUTIN
IlgG pgo umtomeranosipycy (cmpoBaTka/mnasma) Ma€ BWCOKY YYTAMBICTb i
cneundiyHicTb.

Metop CMV IDA (IgG) 3aranbHi
Tecr-kaceta ana PesynbTatn Mo3nTnBHUI HeratusHun pesynbraTtun
LUIBUAKOrO Mo3ntnsHU 27 5 32
BU3HAYEHHA
aHTuTin IgG po
LuuTOMeranosipycy HeratusHun 3 265 268
(cupoBatka/
nnasma)
3aranbHi pesynbtatu 30 270 300

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

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

TouHicTb

B aHanisi
TouHicTb B aHani3si BU3Havyanacb 3a gornomoroto 10 ay6nikaTtis 3 pisHUX 3pa3KiB:
HeraTVBHOrO, HU3bKO MO3WTUBHOrO Ta BWCOKO MO3WTUBHOrO. HeraTuBsHi,
BUCOKO MO3UTUBHI Ta HU3bKO NMO3UTMBHI 3HAUEHHA GyNV NPaBUIbHO BU3HAYEHI
y > 99% BunagkKis.

Mix aHanisamn
TouHicTb MiX aHani3amy BU3Havanacb 10 He3aneXxHVMK aHanizaMmn Ha TUX Xe
TPbOX Pi3HMX 3paskax: HeraTMBHOMY, BWCOKO MO3UTUBHOMY Ta HU3bKO
no3mTMBHOMY. Tpu pi3Hi napTii TecT-KaceTn AnNA LWBWMAKOrO BU3HAYEHHA
aHtuTin 1gG po uwTomeranosipycy (cvposaTka/mnasma) 6ynu npoTecTtoBaHi
npoTArom 10 fHiB, BUKOPUCTOBYIOUM BULLE 3a3HaueHi 3pasku. 3pasku bynu
npaBwbHO ifeHTUdIKOBaHI Y > 99% BMNafKiB.

MepexpecHa peaKTUBHICTb
TecT-KaceTa AnA WBMAKOrO BU3HayYeHHA aHTUTIN IgG go umMTomeranosipycy
(cmpoBaTka/nna3sma) byna npotectoBaHa Ha No3uTKBHI 3pasku HAV, HBV, HCV,
BIN, RF, cudinic, H. Pylori, kpacHyxa, TOXO, HSV 1/2. Pe3ynbTaTv He nokasanwu
nepexpecHoi peakTNBHOCTI.

IHTepdepytoui peuoBuHU
HacTtynHi cnonyku Takox 6ynu BunpobyBaHi 3 TecT-KaceTol ANis LWBWLKOro
BM3HauYeHHA aHTuTIN IgG go umTomeranosipycy (cmpoBaTka/nnasma) i He 6yno
BUWABMIEHO iHTEpdepeHLil.

AuetamiHodpeH: 20 mr/an (mg/dl)
AueTtuncaniunnosa kucnota: 20 mr/gn (mg/dl)
Ackopb6iHoBa kucnorta: 2 r/an (g/dl)
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