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LABY FEMATUT B (HBSAG)/TENATUT C/BIN,
KOMBIHOBAHA TECT-KACETA And
LUBUAKOI AIATHOCTUKIA
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®opma :Kacema Jama ocmaHHbo20 nepeensdy

iHcmpykuii: 01-02-2024

TinbKu 0na eukopucmaxHs 8 in vitro diazHocmuyi

NMPU3HAYEHHA BUKOPUCTAHHA

Komb6iHoBaHa TecT-KaceTa ANnA WBWAKOI AiarHocTuky 3 iHdekuin: Menatnt B/
lenatnt C/BUT (cnpoBaTka/mnasma) - ue WBUAKUA XpomaTorpadiuHmi
iMyHOaHani3 AnA AKiCHOro BUABMEHHA MOBEPXHEBOro aHTureHy lenatuty B
(HBsAg), anTutin go Bipycy l'enatuty C ta BIJ1 Tvny 1/2 y cuposartui abo nnasmi.

PE3IOME

Ekcnpec-tect HBsAg (cupoBaTKa/nnasma) € WBUAKMM TECTOM ANA AKICHOrO
BM3HaYeHHA npucyTHocTi HBsSAg y cupoBaTtui abo nna3smi. TecT BUKOpPUCTOBYE
KOMOiHaLlito MOHOKNOHaNbHUX Ta MONIKNOHANbHUX aHTUTIN ANA CeNeKTUBHOro
BMAB/EHHA NiABuLLeHNX piBHiB HBSAg y cuposatui abo nnasmi.

BipycHuin renatut - Le cMcTeMHe 3aXBOPIOBaHHSA, AKe, B MepLUy Yepry, Bpaxae
neviHky. binbLwicTb BUNagKiB roctporo BipyCcHOro renaTuTy BUK/MKaHi BipyCcom
renatuty A, Bipycom renatuty B (BI'B) a6o Bipycom renatuty C. KomnnekcHumi
aHTUreH, BUABNEHMI Ha nosepxHi BIB, HasuBaeTtbca HBsAg. [lNonepepgHi
no3HayeHHs BKloYanu aHTureH ABcTpanii abo Aul. HassHictb HBsAg y
cupoBaTui abo nnasmi o3Hauyae akTMBHY iHdeKuilo rematuty B, roctpy abo
XpOHiuHy. Mpur TMnoBin iHpekuii renatuty B, HBsAg 6yae BusBneHun yepes 2-4
TVXHI, nepw HixX piBeHb AJTT cTaHe HeHOopMmanbHUM Ta yepe3 3-5 TUXKHIB OO0
nosBM CMMMTOMIB 260 XoBTAHMLI. HBSAg Mae yoTnpmn ocHOBHI nigTunu: adw,
ayw, adr i ayr. Yepe3 aHTUreHHy HeOAHOPIAHICTb AeTepMiHaHTa icHye 10
OCHOBHWX CepoTUMiB Bipycy renatuTty B.

Ekcnpec-tect HCV (cmpoBatka/nnasma) - ue WBMAKUNA TecT AnAa AKiCHOro
BM3HAYEHHA HasABHOCTI aHTWTin go BIC y cuposatyi abo nnasmi. Tect
BMKOPWCTOBYE KOH'lOraT KOJIOIAHOrO 30510Ta Ta 6ifkn pekombiHaHTHOro BIC
INA CeneKTUBHOro BUABNEHHA aHTWTIN Ao BIC y cupoBatui abo nnasmi. binkn
pekombiHaHTHOro BIC, WO BMKOPWCTOBYIOTbCA B TeCTOBOMY Habopi,
KOAYyTbCA reHaMu AK ANA CTPYKTYPHUX (HYKneokancupHux), Tak i ans
HEeCTPYKTYPHUX BinkKiB.

Bipyc lenatuty C (BI'C) - ue Bipyc 3 HeBenMKUX, 0OGONOHKOBHKX, MO3UTUBHO-
noNApPHMX oAHonaHuorosmx HUTok PHK. B paHunm yac Bigomo, wo BIC €
OCHOBHOI0 NpuymnHoto "Hi A, Hi B"-renatuty, Wwo nepefaeTbca napeHTepanbHUm
wnaxom. AHTuTina go BI'C 3ycTpivatoTbea y noHan 80% nauieHTis 3 "Hi A, Hi B"-
renaTuTom.

3BMYaiHi MeToAM He MOXYTb BUAINWTM BipYC B KynbTypi KHiTMH abo
Bi3yanisyBaTu MOro enekTpoHHNM MiKPOCKOMNOM. KNnoHyBaHHA reHoma Bipycy
[03BONMNIO  PO3POOUTU CepoNOriuHi aHanisu, B AKUX BUKOPUCTOBYIOTHCA
peKkom6iHaHTHi aHTureHu. MopiBHAHO 3 nepluoto reHepadieo IOA Ha BIC, Aki
BMKOPWCTOBYBa/IM  OAUHOYHWUA  PEKOMOIHAHTHUA  aHTUTeH, Yy  HOBUX
CeposnoriyHnx Tectax Oyno AOAAHO KiflbKa aHTUrEHIB, WO BUKOPUCTOBYIOTb
pekomb6iHaHTHWI  6inok Ta/abo CUHTETUYHI MenTuAW, WO6  YHUKHYTW
HecneyundiyHOT NepexpecHol peakTMBHOCTI i MigBULLMUTY YYTAMBICTb TECTIB Ha
aHTuTiNna go BIrc.

Ekcnpec-tect Ha BU1 1/2 (cupoBatka/nnasma) - Le LWBWAKUNA TecT Ans
AKICHOrO BU3HauYeHHA HaABHOCTI aHTUTIN go BI1-1 Ta/a6o BIJ1-2 y winbHin Kposi,
cuposatui abo nnasmi. TeCT BUKOPWCTOBYE NaTEKCHWIN KOH'lOraT Ta Kinbka
peKkomb6iHaHTHYX 6inkis BI1 ana B1GipKoBOro BU3HauYeHHA aHTUTIN Ao BIJT-1/2y
cupoBaTui abo nnasmi.

BINl € etionoriuHum areHtom CuHapomy HabyToro ImyHopediuuty (CHIA).
BipioH mokpuTWiA niMNigHOI OOGOMOHKOW, AKAa MOXOAWTb Bif MeMOpaHHO!
KNiTMHN opraHi3my-HociAa. Kinbka BipyCHWX rNikONpoTeiHiB 3HaxoAATbCcA Ha
060s0oHUi. KoxeH Bipyc MicTuTb ABi Konii NO3UTUBHO-NONAPHUX reHoMHUX PHK.
BI/1-1 6yB BugineHuin y nauientis 3i CHIJom Ta CHIJ-noB’a3aHUM KoMMneKcom,
a TaKoX Bif 30POBUX NIoAeN, AKIi MaloTb BUCOKMI NOTEHLian pu3nKy po3BUTKY
CHIfy. BIN1-2 6yB BugineHnin y nauienTis i3 3axigHoadppukaHcbkum CHIJom Ta
Bifj cepono3nTBHUX 6e3cumnTomMHmx oci6. Ak BIJT-1, Tak i BI/I-2 BuknnKaoTb
iMyHHY peakuito. BuasneHHa aHtutin go BTy cupoBatui, nnasmi € HanbinbL
epeKTMBHIM Ta MOLUMPEHNM CMOCOGOM BU3HAYEHHA TOro, Un Gyna noauHa
nipaaHa snnmsy BIJT, a TakoX ANA CKPUHIHTY KPOBI Ta NPOAYKTIB Kposi Ha BIJ1.
He3Baxatoum Ha BigMIHHOCTI B iX 6i0N0OriYHMX XapaKTepucTKax, CEPONOriyHin
AKTUBHOCTI i nocnigosHocTi reHomis, BIJI-1 Ta BIT-2 gemoHCTpyloTb CunbHy
AHTUreHHY nepexpecHy peakuito. binblwictb no3utuBHMx Ha BIJT-2 cnposaTok
MO>Ha ifeHTUdiKyBaTV 3a AONOMOrOI0 CEPONOriUHMX TecTiB Ha 6a3i BIJI-1.

nPUHLUUN

Ekcnpec-tect HBsAg (cmpoBaTka/nnasma) - ue AKicHWiA, TBepfodasosuit,
[BOCaTOBWI iMyHOaHani3 Tuny ceHasiy ana suasneHHAa HBsAg y cuposaTui
ab6o nna3mi. Mem6paHa nonepeHbo NoKpuTa aHTUTINAMK Ao HBsSAQ Ha ainAHui
TecToBOI NiHil KaceTw. lif yac TecTyBaHHA 3pa3oK CMpOBaTKM abo nnasmu
pearye 3 4acT1HOI0, MOKPUTOIO aHTuTINamm Ao HBsAg. Cymill mirpye sropy no
MembpaHi xpomaTtorpadiyHo 3a AOMOMOrow KaninApHoi Aii ana peakuii 3
aHTuTinamm go HBsAg Ha membpaHi Ta reHepauii KONbopoBOi NiHiil. HasABHiCTb
Lji€i KONbOPOBOI NiHii B TECTOBIN 06GNACTi BKa3ye Ha MO3UTVBHWI pe3ynbTar, a
BiICYTHICTb 1i BKa3ye€ Ha HeratmusHWW pe3ynbraTt. B AKocTi npoueaypHoro
KOHTPOJII0 KOMbOPOBa NiHis 3aBXAW 3'ABNAETbCA B 06M1aCTi KOHTPOJIbHOI NiHil,
O BKa3sye Ha Te, wo 6yB AOAAHMI BigMoOBiAHMI 06'eM 3pa3ka Ta Bigbynocb
3BOJIOXKEHHA MeMOpaHuU.

Ekcnpec-tect HCV (cupoBaTtka/mnasma) - Ue AKiCHAA  MemOpaHHMI
iMyHOaHani3 ana BuABNEHHA aHTWTIN fo BIC y cupoBatui abo nnasmi.
MembpaHa nonepeagHbO NOKPUTa PEKOMOIHAHTHUM aHTUreHom BI'C B obnacTi
TecToBOI NiHil KaceTw. Tif yac TecTyBaHHA 3pa3oK CMpPOBaTKM abo nnasmu
pearye 3 pekoMbOiHaHTHUM aHTUreHom BIC, KOH'IOrOBaHUM 3 KOJNOIAHUM
3onotoM. Cymill nepemillyeTbca Bropy no mMembpaHi xpomatorpadiuHo 3a
ZOMOMOrolo KaninAapHoI gii Ana peakuii 3 peKoM6iHaHTHUM aHTUreHom BI'C Ha
MembpaHi i reHepyBaHHA KONbOPOBOI JiHii. HaABHICTb i€l KonbopoBOi NiHil
BKa3y€e Ha MO3UTUBHWI pe3ynbTaT, a il BiACYTHICTb BKa3ye Ha HeraTueBHWUM
pe3ynbTat. B AKOCTi nmpoueaypHOro KOHTPOMIO KOMbOpPOBa MiHIA 3aBKau
3'ABNAETbCA B 06NACTi KOHTPONbHOI NiHil, WO BKa3ye Ha Te, Wo 6yB AOAAHWN
BiNOBiAHMI 06'eM 3pa3Ka Ta Bifbynocb 3BONIOXKEHHS MeMOpaHU.
Ekcnpec-tect Ha BU1 1/2 (cupoBatka/nnasma) - ue AKiCHAA MeMOpaHHMIA
iMyHOaHani3 ans BUABNEHHA aHTUTIN Ao BIJ1-1/2 B LinbHin KpoBi, crposaTLi abo
nna3smi. Mem6paHa nonepeaHbO NOKPUTA PEKOMOIHAHTHUMYK aHTUreHamu BIJT.
Mig vac TecTyBaHHA 3pa3oK LiNbHOI KPOBI, cMpoBaTKM abo nnasmm pearye 3
HaHeCceHMMM Ha TecT-KaceTi YacTMHKamu aHtureHa BIJ1. MoTim cymiw mirpye
Bropy no membpaHi xpomatorpadiyHo 3a JONoMoroio KaninapHoi fii Ta pearye
3 PEKOMOBIHAHTHMM aHTUreHoMm BIJT Ha MeMbpaHi B 061acTi TeCToBOI NiHil. AKLWO
y 3pasKy mictaTbca aHtutina go BI1-1 Ta/abo BI1-2, B obnacti TectoBoi NiHii
3'ABNAETbCA KOMbOPOBA JliHIA, WO CBIAYMTb NPO NO3UTUBHMWI pe3ynbTart. AKLWOo
3pa3okK He MicTuTb aHTUTIN BIJT-1 Ta/abo BIJ1-2, konbopoBsa niHia He 3'ABNAETbCA
B obnacti TectoBOi NiHii, WO BKasye Ha HeraTWBHUWIA pe3ynbTaT. B AkocTi
npoLefypHOro KOHTPOJIO KONbOPOBa fiHiA 3aBXaW 3'ABNAETbCA B 0bnacTi
KOHTPONbHOI NiHii, WO BKasye Ha Te, wWo 6yB JofaHwi BignoBigHUA 06'em
3pasKa Ta Bifibynocb 3BONOXEHHA MEMOPaHU.

PEATEHTU

TecT-Kaceta MicTUTb KOH'loroBaHi YactuHknM aHTU-HBsAg, aHTM-HBsAg,
HaHeceHi Ha MeMO6paHi; KOH'lOroBaHi YaCcTUHK/M PEKOMOGIHAHTHOTO aHTUreHy
BrC, aHtureH BIC, HaHeceHW Ha MemOpaHi; KOH'lOroBaHi YacTVHKM
peKkomb6iHaHTHMX aHTureHiB BI1-1/2 Ta pekomb6iHaHTHi aHTureHn BIN-1/2,
HaHeceHi Ha MemMbpaHi.

3ACTEPEXXEHHA

1. Tinbkn Ana npodeciiHoro 3acrtocyBaHHA B in vitro piarHoctuui. He
BVMKOPUWCTOBYBATW NiCNA 3aKiHYeHHA TePMiHY MPUAATHOCTI.

2. MNepens BWKOHaHHAM TecTy Cnig MNOBHICTIO O3HAMOMUTUCA 3  Ui€0
iHCTpYKUi€to.

3. TecT noOBMHEH 3anMWaTUCb Y 3aKPUTOMY MaKeTi [0 noyaTtky
BMKOPWCTaHHS.

4. MNMepen BMKOPUCTAHHAM NPUBECTM BCi  peareHTM [0  KiMHaTHOI
Temnepatypu (15-30 °C (°C)).

5. HanexxHym unHoM noBopbTecs 3i 3pa3kamu | TeCT-NPUCTPOAMMU, Lo Bynn

BMKOPWCTaHi, a came TakK, HiOM BOHM 34aTHi MOTEHUINHO iHOiKyBaTu.
YTunisynte BCi 3pa3ky | BUKOPUCTaHi NPUCTPOI B  HaNeXHOMY
KOHTelHepi ana 6ioHebe3neyHUx maTepianis. Mpy 06pobui Ta yTunizauii
Hebe3neyHux MmaTepianis cnigynte MicUeBUM, HauioHanbHUM abo
perioHanbHYM HOPMaTUBHMM aKTaM.

6. OpAravite ofHOPA30Bi PyKaBMUKKW, XanaT Ta 3axWCHi OKynApwv nig vac
006pOo6KM MOTEHLiHO iHdIKOBaHOrO MaTepiany Ta BUKOHAHHA aHanisy.
Micna uboro peTenbHO BUMMNIATE PYKU.

7. HepoTpumaHHA TemnepaTypHOro pexumy MOoXKe HeraTWBHO BVHYTU
Ha OTpuUMaHi pe3ynbTaTu.

8. He icTn, He NnUTK i He manuTU B MiCUAX, Ae NpauioloTb 3i 3pas3kamu i
Habopamum.

9. Mpy po3nuBaHHi 3paskiB Ha Oynb-AKi MOBEpPXHi MOTPIOHO peTenbHO

nprobpaTy, BUKOPUCTOBYIOUM BignoBigHWin aesiHdikyounin 3aci6.
10.  36epiraTi B HeJOCTYMHOMY A AiTeln Micui.

3BEPIFAHHA TA CTABUIbHICTb
36epiraty Habip Npw KiMHaTHIN TemnepaTtypi abo B xonoaunbHuKy (2-30 °C
(°C)). Tect cTabinbHMI NPOTArOM YCbOro TePMiHY NPUAATHOCTI, 3a3HAYEHOrO Ha
repMeTMYHi ynakoBsLli. TecT MOBMHEH 3anuliaTWCA B LbOMY MilleyKy [0
BukopuctaHia. HE 3AMOPOXYBATWU! He Bukopwuctosysatn nicna
3aKiHYeHHA TepMiHY NPUAATHOCTI.



36IP I NIArOTOBKA 3PA3KIB

. Komb6iHoBaHy TecT-KaceTy Ans WBWUAKOT AiarHOCTMKM 3 iHdekui: MenaTnt
B/ Tenatut C/BI1 (cmpoBaTka/nnasma) MOXHa 3acTocoByBaTW 3
BMKOPWCTaHHAM CMPOBaTKM abo nnasmu.

. fIkHaMwBMale BIQOKPEMUTU CUPOBATKYy abo nnasmy Big KpoBi, W06
YHUKHYTU remonisy. MoXHa BUKOPWCTOBYBATM nuwe Mpo3opi, He
remonizoBaHi 3pa3Ku.

. TecTyBaHHA cnifi npoBoAMTM Bigpasy X nicna 36opy 3paskis. He
3anvwanTe 3pasky Npu KiMHaTHIA TemnepaTypi NpPOTArom TpuBanoro
nepiofy uacy. 3pa3ku MOXyTb 36epiratuca npu 2-8 °C (°C) npotsarom 3
IHiB. [Ina TpuBanoro 36epiraHHs, 3pa3ku NOBUHHI 36epiraTncb HUXYe -20
°C (°C).

. Mepep TecTyBaHHAM [AOBeAiTb 3pa3ku [0 KiIMHATHOI Temnepatypwu.
3amep3ni 3pa3kum MOBMHHI OyTW MNOBHICTIO PO3MOpPOXeHi Ta Aobpe
nepemilaHi nepepn TecTyBaHHAM. 3pa3ku He i 3aMOpPOXKyBaTU Ta
BiAATaBaTN HEO[HOPA30BO.

. AKWO eK3eMniApy MOBUHHI ByT! TPaHCMOPTOBaHi, BOHW MOBUHHI GyTn
ynakoBaHi BiAMNOBIAHO [0 MiCLEBMX NpPaBUN AnA TPaHCMNOPTYBaHHA
eTVOJIONYHNX areHTiB.

MATEPIANIA
Marepianu, siki nocraualoTbca 3 Habopom
. TecToBI KaceTn . NineTtkn
. Bydep . IHCTpyKUina
Heo6xigHi maTepianu, ane He HafaHi
. KoHTeliHepu ans 36opy . LeHTpudyra e  Taiimep

3paskiB

MPOLIEAYPA AHANI3Y

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

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

1. BuTArHyTn TecT-KaceTy Ta BMKOPWCTaTW ii NpoTArom roamvHun. Harkpali
pe3ynbTatn 6yayTb OTPMMaHi, fAKWO TecT Oyde BWKOHAHUI sKoMora
wBugLLe.

2. TocTtaBTe TecT-KaceTy Ha YWCTY Ta PiBHY MOBEPXHIO. TpumawnTe nineTky
BEpPTMKaNbHO Ta BHeCiTb 2 Kpanii cupoBaTku a6o nnasmm (npubnusHo
50 mkn (pl)) B 30HY 3paska, moTim fopante 1 Kpannio 6ydepa
(npu6nusHo 40 mkn (pl)), BignosigHo. 3anycTitb Talimep. [us.
intocTpadito HUXue.

3. TlouekaliTte, NOKM He 3'ABUTbLCA KOMbOPOBa NiHiA (i). PesynbTaT Tecty cnig
3yntatn 4Yepes 10 xBuAwuH. He iHTepnpetynte pesynbtaT uepes 20
XBWIVH.

2 Kpanni cupoBaTkK ato
nnaIam

1 wpannn Gydepy

IHTEPMPETALIA PE3YJIbTATIB

(Byab nacka, 3BepHiTbcA Ao intocTpaLlii BuLLe)
MO3UTUBHUN:* 3'asnatoTbca ABi UiTKi KONbOPOBI NiHii. OnHa KONbOPOBa NiHisA
NoBMHHA BYTW B 30HI KOHTponbHOI AinaHkM (C) i Wwe oAHa YiTKa KONbopoBa
NiHiA NnoBMHHa 6yTn Ha TecToBil AinaHui (T).
*MPUMITKA: IHTEHCMBHICTb KOnMbopy B 30Hi TecToBoi AinaHku (T) 6ype
BapilOBATUCA 3aneXHo Bifi KOHUeHTpauii aHTureHy HBsAg, aHTuTina HCV Ta
aHTuTina po Bl1, mpucyTHix y 3pa3ky. Takum 4mHOM, OyAb-AKUIA BiATIHOK
KONbopy B 0651aCTi TECTOBOI AiNAHKM CRif po3rnafaTv AK NO3UTUBHUIA.
HEFATUBHUI: OaHa konbopoBa MiHis 3'ABNAETLCA B 30HI KOHTPOMLHOI MiHil
(C). Hemae ninii Ha TecTosin ginsHui (T).
HEQINCHUI: KoHTponbHa NiHia He 3'ABnAeTbca. HepgocTaTHill 06'em 3paska
abo HenmpaBufibHa MeToAMKa npoueaypu TecTy € Halbinbll NMOBIPHUMMK
npuYMHamy He MOABU KOHTPONbHOI niHil. [lepernAaHytn npoueaypy i
NMOBTOPUTM TeCT 3 BUKOPUCTAHHAM HOBOI TecT-KaceTu. fIKWO Ue He Aae
6a)kaHOro pesynbTaTy, Clif MPUMNVHUTA BUKOPUCTAHHA TeCTOBOro Habopy
HeralHo i 38'A3aTNCA 3 perioHaIbHUM AUCTPUG'IOTOPOM.

KOHTPOJ1b AKOCTI

BHyTpiWwHi npoueaypHi KOHTpoNi BKAOYeHi B TecT. Tpu KONbOpOoBi NiHii, wo
3'ABNAIOTbCA Ha KOHTPONbHIM AinAHui (C), € BHYTPIWHIM MNO3UTUBHUM
npouenypHMM KoHTponem. BoHa niaTeepaxye aogaBaHHA HaneXHoI KinbKocTi
3pa3Kka, BignoBiHE 3BONIOXEHHA MeMOpaHW | KOPEeKTHICTb MpoBeAeHHs
npoueaypu.

KOHTpOnbHi CTaHAapTU He MOCTaBNAIOTbCA Pa3soM 3 LM Habopom; TUM He
MeHLL, peKOMeHAYETbCA TeCTyBaHHA MO3WUTUBHOIO i HeraTVBHOTO KOHTPONiB
HanexHoto nabopaTopHOI0 NPAKTUKOIO ANA NiATBEPAXKEHHA NpoLeAypy TecTy i
KOHTPOJIIO HaneXHoi poboTu TecTy.

OBMEXEHHA NPOLIEAYPU
1. Lew Tect npmM3HayeHuin TinbKn ANAa fiarHOCTWKK in vitro.
2. Uein Tect 6yB po3pobneHuii TiNbKUM ANA  TeCTyBaHHA  3pa3KiB

cuposaTku/nnasmu. MpoayKTUBHICTb TeCTy 3 BUKOPWUCTAHHAM iHLWINX
3pa3kKiB He Oyna nigTBepAXeHa.

3. Uen TecT - ue AKICHUA CKPUHIHrOBWIA aHani3. BiH He npu3HaueHun ana
BM3HAaYeHHA KiNbKiCHOT KOHUeHTpaujii aHTuTin HBsAg, BI'C, aHTuTin go BIJT-
1/2.

4.  Ekcnpec-tect HBsAg He moxe BuaBuTv MeHLwe 1 PEI Hr/mn (ng/ml) HBsAg
y 3paskax.

5. flk i y Bcix AiarHOCTUYHMX TecTax, BCi pe3ynbTaTW MOBUHHI OyTu
PO3MNAHYTI 3 IHWNMMW KNiHIYHUMI BIZOMOCTAMM, AOCTYNHUMMN AN1A NiKaps.

6.  fKWoO pe3ynbTaT TeCTy € HEraTYBHMUM, a KNiHiUHI cumnTomu 36epiratoTbesa,
peKoMeHAYETbCA MPOBOAUTY [OAATKOBE CrMOCTEPEXEHHA 3a iHWUMU
KNiHIYHMMKU MeTofamu. HeraTvBHUA pe3ynbTaT y Oyab-AKWMA 4Yac He
BUK/OYae MoXnuBocTi Bipycy HBsAg Ta/abo Bipycy renatmuty C Ta/abo
iHpekuii BI-1/2.

OUIKYBAHI PE3YJIbTATU

Komb6iHoBaHy TecT-KkaceTy Ans LWBUAKOI AiarHOCTUKM 3 iHdekuin: Menatut B/
lenatut C/BIJ1 (cnpoBaTka/nna3ma) NOpiBHIOBaAM 3 NPOBIAHUM KOMePLiNHUM
IOA TecTom. Kopenauis mixk LMy BOMa cMcTeMaMy CTaHOBUTb NoHag 99%.

POBOYI XAPAKTEPUCTUKUN

YyTtnmsictb i cneyudiuHicTb
1.HBsAg
Excnpec-tect HBsAg (cupoBaTka/mnasma) 6yB NpoTeCTOBaHW 3 MNaHemio
4yTAMBOCTI B Aiana3oHi Big 0 4o 300 Hr/mn (ng/ml). Bci 10 nigTvnis HBsAg pann
Nno3nTUBHI pe3ynbTat 3 ekcnpec-tectom HBsAg (cupoBaTtka/nnasma). Tect
moxe BuasutK 1 PEI Hr/mn (ng/ml) HBsAg B cupoBarui/nnasmi.
AHTUTING, BMKOpKCTOBYBaHi AnA Ekcnpec-tecty HBsAg (cvpoBatka/nnasma),
6yny po3pobneHi NpoTu Linoro aHTureHy enatuty B, BupineHoro 3 Bipycy
lenatuty B. Cneundiunictb Ekcnpec-tecty HBsAg (cuposaTka/mnasma) Takox
6yna nepesipeHa 3 nabopatopHumm wramamm lenatuty A Ta lenatuty C. Yci
BOHW [jafin HEraTUBHI pe3ynbTaTul.
Pe3ynbTaTn nokasyloTb, WO BigHOCHA 4yTAMBICTb ekcnpec-Tecty HBsAg
(cpoBaTka/nnasma) cTaHoBUTb > 99.9%, a BigHOCHa cneundidHicTb - 99.7%.

Metopn 10A 3aranbHi
Ekcnpec-Tect Pesynbratn Mo3utneHn | HeratveHuin | pesynbTaTtun
HBsAg Mo3nTuBHUN 129 1 130
(cuposarka/ HeratusHuin 0 370 370

nnasma)
3aranbHi pe3ynbtatn 129 371 500

> 99.9% (95%CI*: 97.7%-100%);
99.7% (95%CI*: 98.5%-100%);
99.8% (95%CI*: 98.9%-100%).

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

2.Brc

PeKoMGIHAHTHWI aHTUreH, AKUA BUKOPUCTOBYETbCA Ana Exkcnpec-tecty BIC
(cnmpoBaTtka/nnasma), KOAy€TbCA reHamu AK  ana CTPYKTYPHUX
(HykneokancMaHux), Tak i AnA HeCTPYKTypHUX 6inkiB. Ekcnpec-tect BIC
(Cuposartka/lnasma) NPONLLIOB CEPOKOHBEPCiHY MaHesb i 6yB MOPIBHAHWIA 3
NPOBiAHUM KoMepLiiHUM TecToM Ha BI'C, BUKOPUCTOBYIOUM KNiHIYHI 3pa3ku.
Pe3ynbTaT nokasyloTb, WO BigHOCHa uyTAmBicTb Ekcnpec-tecty BIC
(CupoBatka/lnasma) ctaHoBUTb 99.9%, a BiHOCHa cneumdiyHicTb - 99.7%.

Metop IHWwWN eKcnpec-Tect 3aranbHi
Ekcnpec-tect Pe3ynbratn Mo3nTvBHMIN | HeratneHui | pe3ynbtatn
Brc Mo3nTnBHMIN 163 1 164
(cnposatka/ | o araHuin 0 336 336

nnasma)
3aranbHi pesynbtatn 163 337 500

> 99.9% (95%CI*: 98.2%-100%);
99.7% (95%CI*: 98.4%-100%);
99.8% (95%CI*: 99.0%-100%).

BigHocHa YyTtnusicTb:
BigHocHa CneymdiyHicTb:
[ocToBipHicTb:
*Nosipuni IHTepBan




3.Bl1-1/2

Ekcnpec-tect Ha BI1-1/2 (cupoBatka/mnasma) npaBwUibHO ifeHTUIKYBaB
3pa3kym  CEepPOKOHBEPCIMHOI MaHeni Ta MNOpPIBHIOBaBCA 3 MpPOBIgHMM
KOMepLiiHUM TecTom Ha BlJT-iHdeKuilo 3 BUKOPUCTaHHAM KAiHIYHUX 3pa3kiB.
PesynbtaT nokasyioTb, WO BiAHOCHa 4yTAMBicTb Ekcnpec-tecty Ha BlI-1/2
(cnpoBaTKka/nna3ma) cTaHoBUTb > 99.9%, a BifHOCHa creundiuHicTb - 99.8%.

Metop IHWKI eKcnpec-Tect 3aranbHi
Ekcnpec-tect Pe3ynbTatu MNo3nTneHWi | HeratmuBHwui | pesynbraTtn
BIN-1/2 MNo3nTnBHUN 100 1 101
(cuposatka/ [ - reHu 0 399 399
nnasma)
3aranbHi pesynbtatn 100 400 500

> 99.9% (95%CI*: 97.0%-100%);
99.8% (95%CI*: 98.6%-100%);
99.8% (95%CI*: 99.0%-100%).

BigHocHa YyTtnusicTb:
BigHocHa CneumndiyHicTb:
[ocToBipHicTb:
*[osipuni IHTepBan

TouHicTb

B aHanisi
TouHicTb B aHani3i BM3Hayanacb 3a gonomoroto 20 pensiik YOTUPbOX Pi3HMX
3pas3ski., WO MIiCTATb pi3Hi KoHUeHTpauii HBsAg, aHTtuTina HCV, anTuTina pgo BIT-
1/2. HeraTuBHi, NO3WTMBHI 3HaueHHA Oynn npaBunbHO BM3HaueHi y 100%
BUNAZAKIB.

Mix aHanisamn

TouHicTb MiX aHanisamu BU3Havanacb 20 He3aneXxHVMU aHanizaMmn Ha TUX Xe
YOTUPLOX Pi3HNX 3pasKax, Lo MICTATb Pi3Hi KoHUeHTpauii HBsAg, aHtutin HCV,
anTuTin BI1-1/2. Tpwn pisHi naptii KombiHOBaHOI TecT-KaceTn ANnA LWBUAKOL
fiarHoctukm 3 iHdekuin: Nenatnt B/ Menatut C/BIT (cupoBaTka/nnasma) 6ynm
npoTecToBaHi NPOTAroM 3 MicALiB, BWKOPUCTOBYIOUM BULLE 3a3HayeHi
HeraTuBHi Ta MO3WUTWBHI 3pa3ku. 3pa3ku O6ynu NpaBuIbHO ifeHTUIKOBaHI y
100% BUNagKi..

MepexpecHa peaKTUBHicTb

Ekcnpec-Tect HBsAg (cvpoBaTka/mna3ma) 6yB NpOTeCTOBaHWMIA Ha MO3UTUBHI
3paskn HAMA, PeematoigHoro ¢aktopa (P®), HAV, cudinicy, BIJI, H. Pylori,
MONO, CMV, kpacHyxu, HCV, HEV Tta TOXO. Pe3synbTaTv He nokasanu
nepexpecHoi peakTNBHOCTI.

Excnpec-Tect Ha BI'C (cvpoBatka/nnasma) 6y NpoTecToBaHWN Ha MO3UTUBHI
3paskun HAMA, RF, HBsAg, HBsAb, HBeAg, HBeAb, HBcAb, cudinicy, BIJI, H.
Pylori, MONO, CMV, kpacHyxu Ta TOXO. Pe3ynbTaTyi He noka3sanu nepexpecHoi
PeaKkTUBHOCTI.

Ekcnpec-tect Ha BII-1/2  (cvpoBatka/nnasma) 6yB npoTecToBaHMWiA Ha
nosutueHi 3pasku HAMA, RF, HBsAg, HBsAb, HBeAg, HBeAb, HBcAb, HCV,
cudinicy, H. Pylori, MONO, CMV, kpacHyxu Ta TOXO. Pe3ynbtaTin He nokasanu
nepexpecHoi peakTMBHOCTI.

InTepdepyioui peuoBrHN
HacTtynHi noTeHuinHO iHTepdepytoui peuyoBuHW Gynn JofaHi 4O HEraTUBHKX i
NO3UTUBHMX 3Pa3kKiB.
AueTamiHodeH: 20 mr/an (mg/dl)
KodeiH: 20 mr/an (mg/dl)
AueTtuncaniumnosa kucnota: 20 mr/gn (mg/dl)
leHTM3MHOBa Kuncnota: 20 mr/an (mg/dl)
AckopbiHoBa kucnorta: 2 r/an (g/dl)
Anbbymin: 2 r/an (g/dl)
KpeatuH: 200 mr/an (mg/dl)
l'emorno6ix: 1000 mr/an (mg/dl)
Binipy6in: 1 r/an (g/dl)
LaBnea kncnota: 60 mr/an (mg/dl).

’KogHa 3 peyoBuMH, WO nepebyBaloTb Yy AOCAILKYBaHill KOHLUeEHTpaLii, He
iHTepdepyBana 3 aHanizom.

YMOBHi NO3Ha4YeHHA

YBara, anBiTbCA He
iHCTPYKLUii no V Tectis B Habopi BUKOPWCTOBY-
3aCTOCYBaHHIO BaTN MOBTOPHO
Tinbku ans in vitro Bukopucratn - o
niarHoCTUKN g no E Kar. Ne
30°C 36epiramy mix 3BepHiTbcA 1O
rc/ﬂ/ Seprare Ne naprii EE_] HCTPYKLii 3
BUKOPUCTaHHA
He
BUKOPUCTOBYMTE, BUDOBHIK
AKLO nakeT P
MOLIKOMXEHNN
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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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