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AHTUTUIA 4O HBS, TECT-KACETA AnA
WBMAKOIo BUSHAYEHHA
Kam. Ne :LUA-RT.HBSAB.C Ynakoeka: 40 mecmie
Qopma :Kkacema Jama ocmaHHbo20 nepeansdy

iHcmpykuii: 01-02-2024
TinoKu 0na eukopucmatH= 8 in vitro diazHocmuyi

MPU3HAYEHHA BUKOPUCTAHHA

TecTt-kaceta HBsADb - Le wWBMAKWIA XxpomaTtorpadiuHnii iMyHONOriYHMIA aHani3
ANA AKICHOrO BM3HAUYeHHA aHTUTIN 4O MOBEPXHEBOro aHTWreHa renatuty B B
LinbHiiA KpoBi, cmpoBaTui abo nnasmi.

PE3IOME

BipycHuin renatut - Le cMcTeMHe 3axXBOPIOBaHHSA, AKe, B MepLUy Yepry, Bpaxae
neviHky. binbLwicTb BUNaaKiB roctporo BipyCHOro renaTuTy BUK/MKaHi Bipycom
renatuty A, Bipycom renatuty B (HBV) abo Bipycom renatuty C. KomnnekcHui
aHTUreH, BUABNEHN Ha noBepxHi HBV, Ha3nBaeTbca HBsAg. HaaBHicTb HBsAgy
LinbHii KpoBi, cmpoBaTLi abo nnasmi 03Haya€e akTMBHY iHbeKuilo renatuTy B,
roctpy abo xpoHiuHy. AHTUTINO fo HBsAg, HBsAb, moxe He BUABNATUCH
npoTarom 3-6 micaAuis nicnisA roctpoi iHdekuii. Lie nos'a3aHo 3 TiM, Wo XxBopoby
6yno BunikyBaHo. Lle aHTuTINO € mapkepom imyHiteTy o HBV. flk pesynbTar
uboro, 6yna BBefieHa BakuuHaLia npotn HBV ana KOHTPOSI0 3aXBOPIOBAHOCTI Ta
CMepTHOCTI, nos'A3aHoi 3 BipycoM. fIK uacTMHa nporpamy BcecBiTHLOI
OpraHisauii OxopoHu 3gopos'a (W.H.O) ans KoHTponto 3a renatutom B, 6arato
niogen, 0cobnMBO HOBOHAPOAMXEHWX [AiTell, OTPUMYIOTb  BaKLMHaLilo.
MiHimanbHuin ctaHgapTHU TUTP HBsADb, Aknin 3abe3neyye 3aXUCHWI iMyHiTET
[0 Bipycy renatuty B, ctaHoBuTb 10 MMO/Mn (mIU/ml)." Ha xanb, npnbnusto y
5-15% 3p0poBux nogei abo He BUABNAIOTb BiANOBIAI Ha aHTWTINA JO iCHYloYOT
PeKoMbiHaHTHOI BakuMHaLii abo BUABNAIOTb CNabKy peakuilo.? TecT-kaceTa
HBsAb (uinbHa KpoB/cMpoBaTKa/mnasma) € LWBUAKUM TECTOM Al AKICHOro
BM3HaYeHHA HasBHOCTI HBsAb y 3pasky LinbHOI KpoBi, cupoBaTky abo nnasmu.
TecT  BMKOPUCTOBYE CEHABIY-CUCTEMY 3 MOABIHUMW aHTUreHamu [Ana
BUABNEHHA AK MiHiMym 10 MMO/mn (mIU/ml) HBsAb y uinbHiii KpoBi, cipoBaTLi
abo nnasmi.

nPMHUUN

Tect-kaceta HBsAb - ue sKicHWIN naTepanbHWin iMyHOaHani3 Ansa BUSABMEHHS
HBsAb B WinbHil KpoBi, cupoBaTLi a6o nna3mi. MembpaHa nonepeaHbO NOKPUTa
HBsAg Ha pinaHui TecToBOI NiHii cMy»kKW. Tig yac TecTyBaHHA 3pa3oK LinbHOI
KPOBI, CMpPOBaTKM abo Myia3Mu pearye 3 YacTuHkamu, nokputummn HBsAg. Cymilu
nepemillyeTbcss Bropy Mo MmembpaHi xpomartorpadiyHo 3a [OMOMOrow
KaninapHoi il ana peakuii 3 HBsAg Ha MemMb6paHi i reHepyBaHHs KONbOPOBOT
NiHii. HaaBHicTb Ui€i KoNbOPOBOI NiHii B TECTOBIN 06NaCTi BKa3ye Ha MO3UTUBHNIN
pesynbTaT, a BIACYTHICTb il BKa3ye Ha HeraTMBHWI pesynbraTt. B AkocTi
npoLieAypHOro KOHTPOJIIO, KONbOpOBa NiHiA 3aBXxAn 3'ABNAETbCA B obnacTi
KOHTPOBHOI NiHii, Lo BKa3ye Ha Te, Wo byB foAaHWiA BiANOBIAHMI 06'eM 3pa3ka
Ta BiAbynocb AOCTaTHE 3BOSTIOXKEHHA MeMbpaHU.

PEATEHTU
TecT-kaceTa MicTuTb YacTuHKM HBsAg Ta HBsAg, HaHeceHi Ha MembpaHy.

3ACTEPEXXEHHA

Byab nacka, nepef BUKOHaHHAM TecTy O3HalloMmTecs 3 ycielo iHpopmauieio

B Llill iIHCTPYKLii.

1. Tinbkn pgna npodeciiHoro 3actocyBaHHs B in vitro piarHoctuui. He
BUKOPUWCTOBYINTE NiCNA 3aKiHYeHHA TEPMiHY NPUAATHOCTI.

2. He'xTe, He NuiATe Ta He NaniTb y 30Hi, e 06pobNAeTbCA 3pa3ok um Habopu.

3. TlNoBoabTeca 3 yciMa 3pa3kamu Tak, Hibn BOHWN MICTATb iHPEKUiHI areHTu.
[oTpumyiTecb BCTaHOBNEHMX 3axofiB 6e3nekn Woao MiKpobionoriuHmx
Hebe3neKk NPOTArOM YCbOro TeCTyBaHHA Ta JOTPUMYMNTECH CTaHAAPTHUX
npouenyp nNpasunbHOI yTUAi3aLii 3pa3Kis.

4. Tlip yac TecTyBaHHA 3pa3KiB HOCITb 3aXWCHUA OpAr, Takum AK
nabopaTopHUIA XxanaT, 0Of[HOPa30Bi PyKaBUYKM Ta 3aXUCT ANIA OYeN.

5. BonoricTb i Temnepatypa MOXyTb HEraTUBHO BNIMHYTU Ha pe3ynbTaTu.

3BEPIFAHHA TA CTABUIbHICTb

36epirati Habip Npw KiMHaTHI TemnepaTypi abo B xonogunbHUKy (2-30 °C (°C)).
Tect cTabinbHWIA NPOTArOM YCbOro TepPMiHY NPWAATHOCTI, 3a3HayeHoro Ha
repMeTUUHIn ynakosui. TecT MNOBMHEH 3anuwaTtncAa B Ui ynakosui fo
BukopuctaHHA. HE 3SAMOPOXKYBATMU! He BukopncToByBaTH NicNA 3aKiHYeHHA
TepMiHy NpMAATHOCTI.

36IP 1 NIAFOTOBKA 3PA3KIB

. TecTt-kaceta HBsAb moXkHa BUKOHYBaTV 3 BUKOPUCTAHHAM LiIbHOT KPOBI
(Big BeHenyHKLii abo 3 NanbLs), CUPOBATKM Ym Nas3mu.

. [ns 360py 3pa3kiB LiNIbHOI KPOBI 3 Nanbusa:

o MMomuTn pyKy nauieHTa Mwunom i Temnoi Bopo abo npoTepTn
CMMPTOBUM TaMMOHOM. [103BONNTN BUCOXHYTU.

0 [omacaxyBaTu pyKy, He TOpKaloUumncb O MiCLiA MPOKOJTY Ta MOTHpatoyn
PYKy B CTOPOHY cepefHboro abo 6e3iMeHHOro nanbLis.

0 [pokonotu WKipy CTepunbHUM NaHueToM. ButepTn nepuy Kpannio
KPOBI.

0 AkypaTHO NoTepTu PyKy Bifl 3an'ACTA B CTOPOHY JONOHI i O nanbusa,
o6 Ha micLi NpoKoy yTBOpUIaca OKpyrfia Kpanis KpoBi.

0 [opaTn 3pa3ok LinbHOI KPOBi 3 NanbLA B TeCT-KaceTy 3a 4ONOMOrow
KaninapHoi Tpy6Ku:

0  TOpKHIiTbCA KiHLEeM KaninapHoi TpybKn Ao KPOBi, MOKM BOHa He
3aMoBHUTLCA NPMOAN3HO Ha 75 mMKN (ul). YHuKaty 6ynbbaLiok
noBiTpA.

0 [MNomicTnTn rpylwy Ha BepxHbOMY KiHLi KaninspHoi TpyoKu,
NOTIM BigXaTn ii, o6 BHECTU LiNbHY KPOB Y JIYHKY TeCT-KaceTu.

0 [lozaTy 3pa3oK LiibHOI KPOBI 3 ManbLs Ha TeCT-KaceTy pobnsyy BUcaYi
Kpanni:

o Po3micTnTy naneupb nalieHTa TaknM YMHOM, LWO6 Kpanns KpoBi
3Haxoawunaca 6esnocepeaHbO Haf NYHKOIO TeCT-KaceTu.

0 [lo3sonuTu 3 BUCAYMM KpaniAM KPOBi 3 NanbLiA BNacTh B yHKY
TecT-KaceTw, abo NiACyHyTU maneub NalieHTa TakuM YMHOM,
Wob BMCAYa KpannAa TOPKHYNacA NyHKW. YHUKATW NpAMoro
KOHTaKTy MasnbLiA 3 JTYHKOH.

. fkHaMwwBMaLWe BigAiNiTb CMPOBATKY abo nnasmy Bif KPOBi, OO YHUKHYTH
remonisy. BukopucroByiTe nuie npo3opi, He reMonizoBaHi 3pasKu.

. TecTyBaHH#A cnig NPoBOAWTY Bigpasy X nicnA 36opy 3paska. He 3anuwante
3pasku Npu KiMHaTHI TemnepaTypi NPOTArOM TPMBANOro nepiogy yacy.
3pa3ky cMpoBaTKM Ta nnasmm MoxyTb 36epiratuca npu 2-8 °C (°C)
npoTarom 3 gHi.. [ns TpyBanoro 36epiraHHs, 3pa3ku NOBUHHI 36epiratcb
Hwk4ye  -20°C (°C). UinbHy KpoB, 3ibpaHy BeHenyHKLui€wo, cniig 36epiratn
npwu Temnepatypi 2-8 °C (°C), AKLO TecT NOTPIGHO NPOBECTU NPOTAroM 2
[HiB nicns 3a6opy. He 3amopoxyiiTe 3pa3ku LinbHOI KpoBi. LlinbHy Kpos,
3i6paHy 3 nanbLs, Clif HeranHo TecTyBaTu.

. MNMepen TecTyBaHHAM [OBeAiTb 3pa3kyM A0 KiMHATHOI TemnepaTypw.
3amep3ni 3pa3kum MOBMHHI OyTW MNOBHICTIO PO3MOpPOXeHi Ta Aobpe
nepemillaHi nepen BUNpobyBaHHAMU. 3pa3Kn He CJlif 3aMOPOXKyBaTh Ta
BiATaBaTN HEOQHOPA30BO.

. AKWO 3pas3kyM MOBUHHI OyTWM TpaHCMOPTOBaHi, BOHU MOBUHHI GyTU

ynakoBaHi  BiMoBifHO [0 MiCUeBMX MpaBwi, WO CTOCYTbCA
TPaHCNOPTYBaHHA eTIONOTiYHMX areHTiB.
MATEPIANIN
Marepianu, siki nocravaloTbca 3 Habopom
. TecToBi KaceTn o Minetkn o IHCTpyKUiA . Bydep

Heo6xiaHi maTepianu, siki He nocTayaloTbcA 3 HAa6opom
. KoHTenHepwn gna . LieHTpndyra . Tanmep
360py 3paskis

MPOLIEAYPA AHANI3Y
MNMepen TecTyBaHHAM poOBefiTb TecT-KaceTy, 3pa3oK cupoBaTKu ab6o
nnasmu Ta/a6o KOHTpoNb Ao KimHaTHOI Temnepatypu (15-30 °C (°C)).
1. Tepepn BigKPUTTAM nakeTa AOBECTU MOro [O KiMHATHOI TemnepaTypu.
BUTArHYTM TECT-CMYXKY Ta BUKOPUCTaTW ii AKOMOra WwseugLue.
2. TloMmiCTiTb TeCT-KaceTy Ha YMCTY Ta PiBHY MOBEPXHIO.
Ona 3paskiB cupoBaTku a6o NiasmMum: TPMMaTK NINETKY BEPTMKANIBHO i
nepeHecTy 3 Kpanni cupoBaTku a6o nnasmu (NpubamsHo 75 mkn (ul)) B
NYHKY ANA 3pa3Kka TeCT-CMY>KKW, BKIYNTY Tanmep. Ine. ManioHOK HuKyYe.
Ona 3paskiB LiNbHOI KPOBi Bif BeHenmyHKUii: Tpumatu nineTky
BEPTMKANbHO i NepeHecTn 3 Kpanni LWinbHOi KPoBi (MpubnmsHo 75 mMKn
(u) B nyHKy AnA 3paska TecT-CMyXKu, NoTim gogatn 1 Kpannio 6ydepa
(npr6nn3HO 40 mkn (pl)). Bkniountun Tanmep. Ans. MantoHOK HuXYe.
[na 3pa3skiB LinbHOI KPOBi 3 Nnanbusa:
. BukopucTaHHA  KaninApHoi Npo6ipKW:  3amoBHUTKU  KaninAapHy
npobipKy i nepeHectn npubnusHo 75 mkn (pl) 3paska UinbHOT
KpPOBi 3 manbuA y JlYHKY TecT-CMyXKu, NoTim goaatu 1 Kpansio
6ydepa (npnbnn3sHo 40 mkn (ul)) i 3anycTutu Tarimep. [ine. MantoHOK
HUXYe.
. BrikoprcTaHHA BUCAYMX Kpanesib: AO3BOANTU 3 BUCAUYMM Kpannam
LinbHOI KpoBi 3 nanbua (NpnbnansHo 75 mkn (ul)) Bnactn y ueHTp
NYHKM Ha TecT-cMyXui, noTiv gogatm 1 Kpannio 6ydepa
(npr6nn3Ho 40 mkn (pl)) i 3anycTuT Tanmep. ns. MantoHOK HKYe.
3. [oueKkaTnca NoABM KOMbOPOBOI (X) NiHii (). 3uMnTaTn pesynbTaTu Yepes
15 xBunuH. He iHTepnpeTyBaTy pe3ynbTaT yepes 20 XBUNUH.
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IHTEPMPETALIA PE3YJIbTATIB
(Byab nacka, 3BepHiTbcA Ao inlocTpallii BuLLe)

MNO3UTUBHUM:* 3'aBnAaoTbca ABI YiTKi KONbOPOBI NiHii. OaHa KoNbopoBa
NiHis NoBMHHa 6yTy B 30Hi KoHTponio (C) i We oAHa YiTKa KONbopoBa NiHiA
NOBVHHa 6yTI Ha TecToBin AinaHui (T).

*MPUMITKA: |HTEHCMBHICTb KONbOpy B 30HI TecTtoBOi finsHku (T) 6yade
BapiloBaTMCA B 3aMeXHOCTi Big KoHUeHTpauii HBsAb B 3pa3ky. Takum umHoMm,
6yab-AKNIA BiATIHOK KONIbOPY B 06NacTi TeCTOBOI AiNAHKM Cnif po3rnagaTn Ak
NO3UTUBHUN.

HEFATUBHUN: OgHa KonbopoBa NiHiA 3'ABNAETbCA B 30HI KOHTPONbHOT
ninii (C). Hemae ninii Ha TecToBin ainaxui (T).

HELINCHUI: KoHTponbHa niHis He 3'ABNAETbcA. HeqocTaTHil 06'em 3paska
abo HenpaBwWibHa MeToAMKa Mpouesypy TecTy € Halbinbll NMOBIPHUMMU
NpUYMHaMn He NOABW KOHTPOSbHOI NiHil. [lepernany T npoueaypy i NOBTOPUTH
TECT 3 BUKOPWUCTAHHAM HOBOI TecT-KaceTw. fKWO uUe He pfae 6HaxaHoro
pesynbTaty, Clif NPUNUHUTU BUKOPWCTAHHA TECTOBOro Habopy HeranHo i
3B'A3aTNCA 3 PEriOHaNbHUM AUCTPUG'IOTOPOM.

KOHTPOJIb AKOCTI

BHYTpILWHI NnpoLesypHUA KOHTPONb BKAOYEHUI B TecT. KonbopoBa fNiHis, Wwo
3'ABNAETbCA Ha KOHTpONbHiN pinaHui (C), € BHYTPIWHIM NO3UTUBHMUM
npouenypH1MM KOoHTponem. BoHa niaTeepaxye aogaBaHHA HaneHoI KinbKocTi
3pa3Kka, BigNoOBiHE 3BONIOXEHHA MeMOpaHW | KOPEeKTHICTb MpoBeAeHHs

npoueaypu.
KOHTponbHi cTaHAaPTY He MOCTaBAAIOTLCA Pa30M 3 LIUM HaGOPOM; TUM He MeHLL,
HanexHow  NabopaTopHOK  MPAKTUKOI  PEeKOMEHAYETbCA  TecTyBaHHA

MO3UTVBHOIO | HEFATUBHOTO KOHTPOMIB AN1A MiATBEPAYKEHHS NPOoLeaypy TecTy i
KOHTPOJIO HaNeXHoi poboTK TecTy.

OBMEXXEHHA NMPOLIEAYPU

1. Tect-kaceta HBsAb (uinbHa KpoB/cupoBaTka/nnasma) npusHayeHa TinbKu
ana npodeciiHOro BUKOPUCTAaHHA B AiarHoctuui in vitro. Llen Tect cnig
BMKOPWCTOBYBaTU AnA BuABneHHA HBsAb y 3pa3ky uinbHoOi KpoBi,
cupoBatky abo nnasmu.

2. Tect-kaceTta HBsAb (UinbHa KpoB/cupoBaTKa/nnasma) He MOXe BUABUTU
MeHwWwe 10 MMO/mn (mIU/ml) HBsAb B 3pa3kax.

3. AKiy BCix AiarHOCTUYHMX TeCTax, BCi pe3ybTaTy MOBUHHI 6yTV pO3rnAHYTI
pa3om 3 iHLWOI0 KIiHiYHOI iHPOPMaLli€o, AOCTYMNHO ANA NikapsA.

OYIKYBAHI PE3YJIbTATU

Tect-kacety HBsAb (uinbHa KpoB/cMpoBaTka/nnasma) Oyno MopiBHAHO
NPoBigHUM KoMepUinHM TecTtom Ha HBsAb RIA. Kopenauia mix uumn gsoma
CUCTeEMaMM CTaHOBUTb NoHag 99%.

POBOUI XAPAKTEPUCTUKIN

YyTtamsictb
Tect-kaceta HBsAb (uinbHa KpoB/cMpoBaTka/nnasma) 6yna npoTectoBaHa Ha
nadeni yytnmeocTi Big 1 o 40 MMO/mn (mIU/ml). Tect moxe Buasutn 10
MMO/mn (mIU/ml) HBsAb npoTtarom 15 XBWnvH.

CneuyundiuHictb
AHTUrEH, BMKOPUCTaHUIA ons TecT-KaceTn HBsAb (uinbHa
KpoB/c1poBaTKa/nnasma), ayxke cneuyndiuHnii ansa suasneHHa HBsSAb y LinbHiin
KpoBi, cupoBaTui abo nnasmi. CneundiyHicTb nopisHioBanach 3 RIA.

MeTop 10A 3aranbHi

TecT- Pe3synbtatn | Mo3utueHUA | HeratvBHui | pesynbraTn
KaceTa MNo3nTtneHun 189 2 191
HBsAb
(uinbHa

KpoB/ HeratusHuin 0 341 341

cupoBaTka/

nnasma)

3arasibHi pe3ynbTatu 189 343 532

>99.9% (95%CI*: 98.4%-100%)
99.4% (95%CI*: 97.9%-99.9%)
99.6% (95%Cl*: 98.6%-100%)

BigHOCHa uyTnumBicTb:
BigHocHa cneumndivHicTb:
[loCTOBipHICTb:
*[loBipunii IHTepBan

TouHicTb

B aHanisi
TouHicTb BM3HaUYeHHA B aHanisi BM3Hayanacb 3a Jonomoroto 15 Konin 3 Tpbox
3pasKiB: HeraTMBHOrO, HN3bKO MO3UTVMBHOIO | BUCOKO NO3UTUBHOrO. HeraTmsHi
Ta NO3UTUBHI 3HaUeHHA ByNn NPaBUIbHO BU3HaueHi y 99% BUMNagKis.

Mix aHanisamn
TouHiCTb BM3HaYeHHA MiX aHanizamy BM3Havanaca 3 BUKOPUCTAHHAM TUX e
TPbOX 3pasKiB: HeraTVBHOIO, HW3bKO MO3UTMBHOIO Ta BMCOKO MO3UTUBHOIO
HBsAb y 15 He3anexHux aHanisax. Tpu pi3Hi napTii TecT-kacetn HBsADb (LinbHa
KpoB/cmpoBaTKa/mnasma) Oynu  npoTecToBaHi mpoTArom 3 AHIB 3
BUKOPWUCTAHHAM HeraTMBHMWX, HU3bKO MO3UTUBHUX Ta BUCOKO MO3UTUBHUX
3pa3kKiB. 3pa3ku 6ynv npaBuUNbHO ineHTUdIKoBaHi y 99% BMNagKiB.

MepexpecHa peaKTUBHiCTb
Tect-Kkaceta HBsAb (uinbHa KpoB/cvpoBaTka/nnasma) byna npoTtectoBaHa Ha
no3utueHi 3pasku HAMA, peemaTtoigHoro daktopy (P®), HAV, cudinicy, BIN, H.
Pylori, moHoHykneosy, CMV, KpacHyxu Ta Tokconnasmu. Pesynbratm He
nokasanu nepexpecHoi peakTUBHOCTI.

IHTepdepyroui peuoBuHN
TecT-Kkaceta HBsAb (uinbHa Kpos/cvpoBaTka/nnasma) byna npoTectoBaHa Ha
HasBHICTb MOXNUBKX iHTepdepeHUiln i3 Bi3yanbHO reMoni3oBaHUMM Ta
ninemiyHMmMm 3paskamu. Hiskoi iHTepdepeHLuii He cnocTepiranocs.
Kpim Toro, iHTepdepeHuia 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 cpoBaTKm IOANHN.

YMOBHi NO3HaYeHHA

YBara, anBiTbCA He
& iHCTPYKLUii no V Tecris B Habopi BUKOPUCTOBY-
3aCTOCYBaHHIO BaTW MOBTOPHO
IVD Tinbku ana in vitro Bukopucratn Kar. Ne
AiarHoCTuKm ao :
30°C 36epiratin Mix 3BepHiTbca fo
Jﬂf 2_50 °C (°C) Ne naprif DE iHCTPYKUIT 3
e BUKOPUCTaHHA
He
BUKOPUCTOBYATE, BUDOGHIK
AKLO naKeT P
MOLWKOAXKEHNIN
@ BUPOBHUK:
\ TOB J1ABIOEM»
lABUA

Byn. MNetniopu, 6yanHOK 25,
M. IBaHO-@OpaHKiBCcbK, 76018, YkpaiHa
Ten.: +380 (67) 000-20-22

EnektpoHHa agpeca: info@labua.com.ua
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