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AHTUTUIA OO HBE, TECT-KACETA OnAa

WBUAKOIro BUSHAYEHHA
Kam. Ne :LUA-RT.HBEAB.C Ynakoeka: 40 mecmie
Q®opma :Kacema Jlama ocmaHHbo20 nepeansdy

iHcmpykuyii: 01-02-2024

TinbKu 0na eukopucmaxHs 8 in vitro diazHocmuyi

NMPU3HAYEHHA BUKOPUCTAHHA

Tect-kaceta HBcAb - ue wBenaknii xpomatorpadiuHunii iMyHONOriYHWI aHani3
AnA AKICHOro BM3HaueHHA 060IOHKOBUX aHTUTIN Ao lenatuty B y cuposatui
abo nnasmi.

PE3IOME

BipycHuii renaTtnT - Le cucTemMHe 3axXBOPIOBaHHSA, AKe, B NepLUy Yepry, Bpaxae
neviHky. binbLwicTb BUNaaKis rocTporo BipyCHOro renaTuTy BUKMKaHI BipycoM
renatuty A, Bipycom renatuty B (BI'B) abo Bipycom renatuty C. O60N10HKOBI
aHTWTINa Ao renmatuty B e BipycHum 6inkom, Akui cekpeTtyeTbca HBV-
iHbiKOBaHUMM KRiTUHaMK. HaABHICTb aHTWUTIN NPOTW BiPYCHOrO € aHTUreHy
renatuty B BMKOPUCTOBYETbCA AK iHAMKATOP AnA paHHboi HBs aHTureHemii
nepep nikom pennikauii BipyCiB Ta paHHbOro BUABNEHHA, Konu HBeAg
3HM3MBCA HWXKYe PiBHA, WO BUABNAETbCA. Lle TakoX KopucHo pAna
niaTBepaXeHHA cepokoHBepcii. CepokoHBepcia Big no3uTtuesHoro HBeAg no
Nno3uTUBHOIO aHTU-Hbe o03Hauya€e 3HWXKeHWI piBeHb iHeKUilHoro Bipycy,
OCKinbKuW pennikayia Bipycy 3HM3mnaca.

Kaceta HBeAb (cupoBaTtka/mnasma) € LWBUAKMM TeCcTOM AN AKICHOro
BM3HaYeHHA HasBHoOcTi HBeAb y 3pa3ky cupoBatku abo nnasmu. Tect
BMKOPUCTOBYE KOMGiHaL|il0 MOHOK/IOHaNbHUX Ta NOAIKNOHANbHUX aHTWTIN AnA
BMOGIPKOBOro BMABMEHHA NiaBULLeHNX piBHiB HBeAb y cupoBsaTui abo nnasmi.
Llelt ogHOKPOKOBUIA TECT AyXKe YyTNMBUIA i 3aiiMaEe 6mm3bko 10-20 XBUAUH.
PesynbTtatyt BUNpo6yBaHb 3UMTYIOTbCA BisyanbHO 6e3 6yab-AKoro npunagy.

nPUHUUN

Tect-kaceta HBeAb - ue iMyHOaHani3, 3acHOBaHWA Ha MNpPUHUMAMI
KOHKYPEeHTHOrO 3B’A3yBaHHs. i yac TecTyBaHHA CyMill nepemilly€eTbCca Bropy
no mMembpaHi xpomartorpadiyHo 3a fonomorok KaninApHoi aii. MembpaHa
nonepeaHbo Nokputa aHTU-HBeAg Ha AinAHLi TecToBOI NiHIil cMyxKu. ig yac
TeCcTyBaHHA, AKLWO aHTuTINa Ao HBe npucyTHi y gocnigxysaHoMy 3pasKy, BOHN
6yAyTb KOHKYPYBaTV 3 YaCTUHKaMW 3 HaHeceHUM aHTuTinom HBe 3a o6mexeHy
Kinbkictb HBeAg Ha mem6paHi. Ha TecToBiii ginaHui He 6yae chopmoBaHo
>KOAHOI NiHii. A B 30Hi TeCTYBaHHA YyTBOPUTbCA BUAMMA KONbOPOBaA NiHiA, AKLLO
B 3pa3Ky BiACYTHi aHTuTina Ao HBe, TOMy WO BCi YaCTUHKN 3 HaHeCeHUM
aHTUTINOM 6yAyTb 3axonneHi aHTUreHOM, HaHeCeHM B 0651aCTi TeCTOBOI NiHii. B
AKOCTI MPOLeAYPHOro KOHTPOJIO, KOMbOPOBa NiHiA 3aBXAW 3'ABNAETbCA B
06nacTi KOHTPONbHOI NiHil, WO BKa3lye Ha Te, Wo 6yB AoA4aHMI BiANOBIAHWN
06'eM 3pa3Ka Ta Bifbynocb 3BONIOKEHHA MeEMOPaHN.

PEATEHTU
TecT-KaceTa MiCTUTb 4YacTWHKM aHTU-HBeAg Ta aHTW-HBeAg, HaHeceHi Ha
MembpaHy, BignoBigHo.

3ACTEPEXEHHA
Byab nacka, nepeps BUKOHAHHAM TecTy O3HallomTecA 3  Yyciew
iHpopmauieto y uboMy BKnaguii.

1. Tinbkn Ana npodecinHoro 3actocyBaHHA B in vitro piarHoctuui. He
BMKOPWCTOBYBATW NiCNA 3aKiHYeHHA TepMiHY NPMAATHOCTI.

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

3. TecT MOBMHEH 3anMWATMCh Yy 3aKpUTOMY MakeTi A0 MouvaTky
BUKOPUCTaHHA.

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

5. HanexxH1m unHOM noBoabTeca 3i 3pa3Kamu i TeCT-NPUCTPOAMM, Lo Bynun

BMKOPWCTaHi, a came TaK, HiGW BOHW 3[aTHi MOTEHLiNHO iHiKyBaTy.
YTunisynte BCi 3pa3km | BUKOPUCTaHi MNPUCTPOI B HaNeXHOMY
KOHTeHepi ans 6ioHebe3neuHyx maTepianis. Mpv 06pobui Ta yTunizauii
Hebe3neuyHux matepianis cnigynte MicUeBUM, HauioHanbHUM abo
perioHanbHYM HOPMaTUBHMM aKTaM.

6. OpAranTe ofHOPAa30Bi PyKaBUUKKM, XanaT Ta 3axWCHi OKynApw nig yac
06pOo6KM NOTEHUiHO iHdIKOBaHOrO MaTepiany Ta BUKOHAHHA aHanisy.
Micna uboro peTenbHO BUMUIATE PYKM.

7. HepoTpuMaHHA TeMmnepaTypHOro pexrmy MOXXe HEraTVBHO BIUIMHYTW
Ha OTpVMaHi pe3ynbTaTu.
8. He icTn, He nuTK i He manuTK B MicUAX, Ae NpauioTb 3i 3pa3Kkamu i

Habopamm.

9. Mpy po3nuBaHHi 3paskiB Ha OyAb-AKi MOBepXHi NOTPIOHO peTenbHO
npubpaTy, BUKOPUCTOBYIOUY BiANOBIAHUI Ae3iHbiKytounii 3acib.
10.  36epiraTi B HeQOCTYMHOMY AfA AiTeN Micui.

3BEPIFAHHA TA CTABUIbHICTb
36epirat Habip nNpu KiMHaTHI TemnepaTypi abo B xonogunbHuKy (2-30 °C
(°C)). TecT cTabinbHMUIA NPOTATOM YCbOrO TePMiHY NPUAATHOCTI, 3a3HaYEHOro Ha
repmMeTUYHin ynakoBui. TecT NOBWHEH 3anuwWwaThca B LbOMY Milleyky A0
BukopuctaHHa. HE 3AMOPOMYBATWU! He Buxkopuctosysatu nicna
3aKiHYeHHA TepMiHY NPUAATHOCTI.

3B6IP 1 MIArOTOBKA 3PA3KIB

. Tect-kaceta HBeAb MoXHa BMKOHYBaTV 3 BUKOPUCTaHHAM CUPOBATKM
abo nnasmu.

. AkHaMwwBMaLLe BifAINITL CMpOBATKy abo nnasmy Bif KPOBi, W06 YHUKHYTH
remonisy. Bukopucrosyite nuiie npo3opi, He reMosnizoBaHi 3pasku.

. TecTyBaHHA Cnig npoBoauTU BiAgpasy X nicna 36opy 3paska. He
3anvwanTe 3pasku Npu KiMHaTHIA Temnepatypi NpPOTArom TPuBanoro
nepiofy yacy. 3pasku CMpoBaTKM Ta Miasmm MoxyTb 36epiratvca npu 2-8
°C (°C) npotarom 3 paHiB. Ana Tpmsanoro 36epiraHHA, 3pasku MOBUHHI
36epiratncb HUXYe -20 °C (°C).

. Mepen TecTyBaHHAM [AOBeAiTb 3pa3km [0 KIMHATHOI Temnepatypwu.
3amep3ni 3pa3ku MOBMHHI OyTW MNOBHICTIO PO3MOpPOXeHi Ta Aobpe
nepemiwaHi nepen BUNpobyBaHHAMU. 3pa3kn He CJlif 3aMOPOXKyBaTK Ta
BifiTaBaT! HEO[HOPA30BO.

. AKWO 3pa3kM MOBMHHI OyTW TPaHCMOPTOBaHi, BOHW MOBUHHI 6yTn

ynakoBaHi  BifMoBiAHO [0 MicueBMX npaBwn, WO CTOCYOTbCA
TPaHCNOPTYBaHHA eTIONOTYHUX areHTiB.
MATEPIANIA
Marepianum, Aki nocrayaroTbca 3 Habopom
. TecToBI Kacetn . MNineTtkn . IHCTpYKUia
Heo6xigHi maTepianu, ane He HafaHi 3 Habopom
. KoHTeliHepwn ana 36opy 3paskis . LleHTpudpyra e Tanmep
MPOLIEAYPA AHANI3Y
1. BuTArHiTb TecT-kaceTy 3 TrepMeTMYHOro Miweyka 3 donbrn Ta

BMKOPWCTOBYITe 1i mpoTarom roavHu. Haikpauwi pesynbtat 6ygyTb
OTPUMaHI, AKLO aHasni3 NPOBOANTLCA MPOTArOM FOAUHW MiCNA BiAKPUTTA
Miweyka 3 donbru.

2. TocTaBTe TecT-KaceTy Ha YWUCTY Ta PiBHY MOBEPXHI0. TpumaniTe nineTky
BEPTMKaJIbHO Ta nMepeHeciTb 3 Kpanni cupoBaTkn abo nnasmu
(npnbnmnsHo 75 mkn (ul)) B NyHKy AnA 3pa3ka TeCTOBOro NMPUCTPOIo Ta
3anycKalite Tanmep. YHUKanTe yTBOPEHHA NOBITPAHMX 6ynbOaLLoK NyHLi.
[vB. MantoHOK HMXue.

3. 3ayekaiiTe, MOKM 3'ABUTbCA KONMbOPOBA NiHiA. Pe3ynbTaT cnig 3untatn
yepes 15 xBunuH. He iHTepnpeTynTe pesynbtaT yepes 20 XBUNUH.

3 kpanni cupoeaTky abo
rnasmu cee
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IHTEPMPETALIA PE3YJIbTATIB

(Byab nacka, 3BepHiTbca o intocTpadii BuLle)
HEFATUBHUIA:* 3'aBnAaloTbca ABi 4iTKi KonbopoB.i niHii. OfHa KonbopoBsa
niHiAa noBuHHa 6yTn B 30Hi KoHTpomio (C) i We ofHa YiTKa KonbopoBa NiHiA
NoBWHHa 6yTu Ha TecToBin finAnui (T).
*MPUMITKA: |HTEHCMBHICTb KONbOpYy B 30HI TecToBOi AinsHku (T) 6yade
BapitoBaTuCA, ane OyAb-AKWA BiATIHOK KONMbOPY B 06NacTi TECTOBOI AiNAHKU
cnig po3rnAafaTn AK HeraTUBHNUI.
MO3UTUBHUIN: OgHa KONbOpOBa NiHiA 3'ABNAETLCA B 30Hi KOHTPONbHOT
ninii (C). Hemae niHii Ha TecToBin ginaxui (T).
HEQINCHU: KoHTponbHa niHia He 3'ABnAeTbca. HegocTtaTHil 06'eM 3paska
abo HempaBuibHa MeToAMKa npoueaypu TecTy € Halbinibll NMOBIPHUMMK
npUYMHamMy He MOABU KOHTPONbHOI niHii. [epernanytn npouepypy i
NOBTOPUTM TeCT 3 BUKOPWCTaHHAM HOBOI TecT-KaceTu. fIKWO Ue He [ae
6aXkaHoOro pesynbTaTy, Clif MPUNVHUTA BUKOPWUCTAHHA TeCTOBOro Habopy
HeramnHo i 38'A3aTNCA 3 perioHanbHUM JUCTPUG'IOTOPOM.

KOHTPOJIb AKOCTI

BHYTpILWHI NnpoLesypHUA KOHTPONb BKIIOYEHUI B TecT. KonbopoBa fiHis, Wwo
3'ABNAETbCA Ha KOHTPONbHiN pinaHui (C), € BHYTPIWHIM NO3UTUBHUM
npouenypH1MM KoHTponem. BoHa niaTBepaxye aogaBaHHA HaneXHoI KinbKocTi



3pa3ka, BIAMNOBIAHE 3BOMOMEHHA MeMOPaHN | KOPEeKTHICTb npoBefeHHA
npoueaypu.

KOHTpOnbHi CTaHAAPTU He MOCTaBAAITbCA Pa3oM 3 LM HabGopoM; TUM He
MeHLU, PEKOMEHAYETbCA TECTYBaHHA MO3UTUBHOMO i HEraTVBHOrO KOHTPONIB
HaneXHoto 1abopaToOPHOIO NPAKTUKOLIO ANA MIATBEPAXKEHHA NPoLeaypy TecTy i
KOHTPOJIO HaNeXHoi poboTn TecTy.

OBMEXXEHHA NPOLIEAYPU

1. Tect-kaceta HBeAb npusHaueHa Tinbkn pgna  npodeciiHoro
BMKOPUCTaHHA B AiarHoctuui in vitro. Llen TecT cnipg BukopucTtoByBaTtn
ana suasneHHA HBeAb y 3pa3sky cmpoBaTtky abo nnasmu. Hi kinbkicHe
3HaUeHHs, Hi WBMAKICTb KoHUeHTpaLii HBeAb He MoXyTb OyTn Br3HaueHi
UMM AKICHUM TECTOM.

2. Tect-kaceta HBeAb (cmpoBaTka/nna3ma) nokaxe nuie HasasHicTb HBeAb
y 3pa3Ky i He MNOBWHEH BUKOPWUCTOBYBATUCA AK EAVHUN KpuUTepin
LiarHOCTUKM BipycHOT iHdeKLUii renatuty B.

3. flk i y Bcix HiarHOCTMYHMX TecTaX, BCi pe3ynbTaTu MOBUHHI OyTU
PO3rNAHYTI pa3oM 3 iHLWOW KIiHiYHOW iHGOPMAaLliElo, AOCTYNHOW Ans
nikaps.

POBOU4I XAPAKTEPUCTUKU

Yytamsictb i cneyndivHictb
Tect-kaceta HBeAb (cmpoBaTka/mnasma) 6yna nopiBHAHa 3 NPOBIGHUMMK
KOMEPUiIHAMM WBUAKAMK TecTamy; pe3ynbTaT MOKasye, Wo TecT-KaceTa
HBeAb (cnpoBatka/nnasma) ma€ BUCOKY YyTAMBICTb Ta CNeLmPivHiCTb.

Metopg IDA 3aranbHi
TecT-KaceTta Pe3ynbTatu Mo3utBHWUIA | HeratBHUIN | pesynbTaTun
HBeAb Mo3utneHMn 147 7 153
(cvposatka/ | e 4 329 333
nnasma)
3aranbHi pesynbtatn 150 336 486

97.3% (95%CI*: 93.3%-99.3%)
97.9% (95%CI*: 95.8%-99.2%)
97.7% (95%CI*: 96.0%-98.9%)

BigHocHa YyTtnusicTb:
BigHocHa CneumndiyHicTb:
[ocToBipHicTb:

* Nosipunin IHTepBan

TouHicTb

B ananisi
TOuHICTb BM3HaUYeHHA B aHani3i BM3Havanacb 3a gonomoroto 15 Konin 3 Tpbox
3pasKiB: HEraTMBHOrO, HN3bKO MO3UTUBHOIO i BUCOKO NMO3UTUBHOrO. HeraTuHi
Ta NO3UTKBHI 3HaYeHHA By NPaBUIbHO BU3HaYeHi y 99% BUMNaAKiB.

Mix aHanisamn
TouHicTb BM3HaUYeHHA MiX aHanizaMy BU3Hayanaca 3 BUKOPUCTAHHAM TUX Xe
TPbOX 3pa3KiB: HEraTMBHOTO, HM3bKO MO3WUTMBHONO Ta BWCOKO MO3WUTUBHOIO
HBeAb y 15 He3anexHux aHanizax. Tpw pi3Hi naptii TecT-kacetn HBeAb
(cnpoBaTtka/nnasma) 6ynm npotecToBaHi NpoTArom 10 AHIB 3 BUKOPUCTAHHAM
HeraTVBHYIX, H/3bKO NMO3UTUBHMX Ta BUCOKO MO3UTMBHMX 3pas3KiB. 3pasku Oynu
npaBwibHO ineHTUdIKoBaHi y 99% BMNaakis.

MepexpecHa peaKTUBHICTb
Tect-kaceta HBeAb (cuposatka/mnasma) 6yna mpoTecToBaHa Ha MO3UTMBHI
3pasku HAMA, pesmatoigHuin paktop (PO), HAV, cudinic, BII, H. Pylori, MONO,
CMV, KpacHyxa Ta TOXO. Pe3ynbTaTin He NoKasanu nepexpecHol peakTUBHOCTI.

IHTepdepyloui peyoBuHU
Tect-kaceta HBeAb (cupoBaTka/mna3ma) Gyna mpoTecToBaHa Ha HasABHICTb
MOXNMBUX iHTepdepeHUiin i3 Bi3yanbHO reMoni3oBaHUMMK Ta NiNemiYHUMK
3pa3kamu. Hiskoi iHTepdepeHuii He cnocTepiranocs.
Kpim Toro, iHTepdepeHLia He cnocTepiranacb y 3paskax, Wo MictaTb Ao 2000
mr/pn (mg/dl) remorno6iny, 1000 mr/an (mg/dl) 6inipy6iHy Ta 2000 mr/an
(mg/dl) anbbymiHy crpoBaTKM NOANHW.

YMOBHi NO3Ha4YeHHA

YBara, anBiTbCA He
iHCTPYKLUii no V Tectis B Habopi BUKOPWCTOBY-
3aCTOCYBaHHIO BaTN MNOBTOPHO
Tlnb!(m Ana in vitro g Bukopucratu Kar. Ne
[liarHOCTVKM no
30°C 36epirath Mix 3BepHiTbcA 1O
m/ﬂ/ ST Ne naprii Em HCTPYKLi 3
BUKOPUCTaHHA
He
@ BUKOPUCTOBYITE, | | I BupoBHiK
AKLWO NakeT
MOWKOAXKEHNIN
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BUPOBHUK:

TOB «JTABIOEN»

Byn. MNetniopu, 6yanHOK 25,

M. IBaHO-DpaHKiBCbK, 76018, YKpaiHa
Ten.: +380 (67) 000-20-22

EnektpoHHa agpeca: info@labua.com.ua
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