WANTAI

LUBuakun Tect ans
BUABNeHHA aHTuTin IgM no

Bipycy renatuty A (konoigHe
30s10TO)

AnA 3PA3KIB CUPOBATKW / NNA3MU
IHCTPYKLUIA 3 BUKOPUCTAHHA
KaT. Homep:

WJ-1010, WJ-1050, WJ-101500

3ACTOCYBAHHA
Llem Tect € ogHOPa3oBUM LUBUAKAM TECTOM
ONs SKICHOro BUAIBNEHHSA aHTuTiN knacy IgM go
Bipycy renatuty A (BI'A) y 3paskax cupoBaTku
abo nnasmu. Bwupi6 npusHadeHun ans
3aCTOCYBaHHS B KriHiYHMX nabopartopiax ans

AiarHocTvkM  roctporo renatuty A Ta
MEHeIKMEHTY nauieHTis, iHbiKoBaHNX
renatutom A.

PE3IOME

Bipyc renatuty A (BlA) ue camonimitytoye
3aXBOPIOBAHHS, MPU SKOMY XPOHIYHMIA CcTaH
abo iHWIi  ycknagHeHHs  3ycTpivyaloTbCsl
BUHATKOBO. IHiKyBaHHSA 3a3Buyan
TpannseTbCcs 3a YMOB MOraHoi ririeHW, y 30Hax
BENNKOI CKYMYEHOCTi HaceneHHs. 3a ymMoBU
NOKPaLLLeHHs ririeHn 3axXBopoOBaHHA BiACTYyNae,
npu UbOMY 3MEHLUYETLCA KiNbKICTb ntogen,
Bpa3nuMBMX OO0 3axBOptoBaHHA. OcKinbku
3aXBOPIOBaAHHSA nepefaeTbcst oparibHo-
dekanbHUM  LWNAXOM Yy TYCTO HaceneHux
perioHax, €OouHe [Xepeno Moxe cTaTtu
NPUYNHOK AN1a cnanaxy iHgekuii. 30yaHnkom
renatuty A € 6€3060M10HKOBUI OOHOHUTKOBUN

PHK-Bipyc 3 niHEHUM  OAHOHUTKOBUM
reHOMOM 3 EAVHUM BigOMUM cepoTunom. BIr'A
mae yoTUpKU OCHOBHMX CTPYKTYPHMUX

noninenTuaa, BiH NOKani3yeTbCs BUKMOYHO Y
umMTonnasmi renaToumuTiB TNIOANHMN.
IHpikyBaHHA Ha BIA  cnpuunHae rocTpy
iMyHOMoriyHy BignoBigb | MNpM3BOAMTL [0
nigBuLLEHHS piBHA cnoyatky IgG, a noTim i
IgM, npoTAromMm KiflbKOX [AHIB 3 MOMEHTY
NPOSIBNEHHS KMiHIYHMX CMMMTOMIB. HasBHICTb
aHTUTIN Oo Bipycy renatuty A € BaXnuBUM

CeponoriYHMM  Mapkepom ANs  paHHbLOro
BUSIBMIEHHS Ta CMNOCTEpiraHHs 3a XOAOM
nikyBaHHA 3axBoptoBaHHA. [MiaBuLLEHHS PiBHSA
aHTuTin IgM go BI'A cnoctepiraeTtbca yepes 3
TWXHI nicna iHdiKyBaHHS, | Yyepes 4-6 TWXHIB
nicns UbOro CNOCTEPIraeTbCa HANBULLMIA TUTP.
Mpotarom 6 wMecduiB nicna  iHQIKyBaHHSA
KOHUeHTpauisa aHtutin IgM  3HWKyeTbCca [0
PiBHS, LLO He AETEKTyeTbCS.

NPUHUUN METOOY
Llew Tect npaue 3@  NpPUMHLUMNIOM
XpomatorpadiyHoOro narepanbHOro noToky Ta
npencrasneHnn y popmarti kKaceTn. AHTUIEHN
Bipycy renatuty A Ta aHTUTINa go renatuty A,

KOH'loroBaHi 3 KONoigHUM 30510TOM,
imobinisoBaHi Ha KiHUi HiTpoOLEnoNo3Hoi
MeMOpaHHoT CMYXKM. AHTUTING no

iMyHorno6yniHy M ntoguHm (NaHutor aHTUTInN )
posTtawoBaHi B Tectosin 3oHi (T), a ko3aui
aHtuTina IgG g0 Muwauux  aHTuTIn
postawoBaHi y KoHTponbHin 3oHi (C). Konu
OOOaETbCA 3pas3oK, BiH Mirpye meTogom
KaninapHoi gudysii, perigpyroyn konoiganoHe
3051070, KOH'toroBaHe 3 aHTuTinamu go BIrA. 3a
YMOBM HasiBHOCTi Yy 3pa3sKy, aHTuTina IgM go
BIA 3B’asylotbca 3 aHTMreHamun BlIA Ta
aHTUTINaMK, KOH’IOroBaHNUMK 3 KoroiganbHUM
30M10TOM, Ta CTBOPHOOTb YacTku. Lli yacTku
NPOAOBXYITb MirpyBaTu B3AOBX CMYXKU [0
TecTtoBOi 30HK (T), A€ BOHWM 3aXOMIIOHTHCS
aHTUTinamn oo imyHornobyniHy M nioguHu
(naHutor aHTUTIN Y) Ta OPMYIOTb YEPBOHY
CMYXKY. FAKLIO Yy 3pasKy BigcyTHi aHTuTina IgM
0o BIA, yepBoHa cMmy»xKa y TeCToBIl 30Hi T He
3’aBnseTbes. AHTUTING oo BIA, KoH’toroBaHi 3
KonoiganbHUM 30510TOM, NPOAOBXYHOTb
MirpyBaTV B340BX CMYXKW i 3aXOMMIOTLCH Y
KoHTponbHin 3oHi (C) Ko3a4uMMu aHTUTINamm
1gG 0o MyLIaUnX aHTUTIN, POPMYHOUN YEPBOHY
CMYXKKY, LLO CBIiAYNTb NPO BanigHICTb TeCTy.

KOMIUJIEKT BKITIOYA€E

KomnoHeHTun WJ-1010 WJ-1050 WJ-
101500

TecT-KaceTa x10 x50  x1500

MpoGipka ana x10 x50  x1500

3pasky 1 mn

MineTka x10 X50 x1500

0 HOPa30BOro

BMKOPUCTaHHS

HeoO6xigHi, ane He HapgaHi MaTepianu:

rOOWHHMK 44 TalWmep, NaHUEeTW, CnUpPTOBI

CepBeTKY, MiKponineTku, OAHOpPa30Bi

HaKOHEYHWKWN, KOHTENHep AN 3abopy 3paska,

LeHTpudyra, KoHTerHep ans 6ioHebeaneyHux

BiOXOA4iB, CTepurbHa cepBeTka 3 Mapni 4u

6aBoOBHM.
3ABIP TA 3BEPIFAHHA 3PA3KA

3pasku cBixOi cupoBaTka abo nra3mm MoXxyTb
6yTm  BuMKOpMCTaHi Ans  UbOro  TecTy.

CneuianbHa nigrotoBka nauieHta He

notpebyeTbcs. 3BEpHiTb yBary Ha Te, LWO Y

3pasky He Mae OyTM BMOUMKX YacToK, iX

HeobXigHO  BMZanuMTM  3a  LOMNOMOrOH

LeHTpudyryBaHHa u inbTpyBaHHA. 3pasku

He MOXHa BUKOpuUCTOBYBaTM GesnocepenHbO

ONsi TeCTyBaHHA, A0 noyaTtky TeCTyBaHHS iX

Tpeba po34MHUTU y HagaHux npobipkax.

3paskn cupoBaTkM Ta nnasMuM  MOXHa

30epiratn npu Temnepatypi Big 2 no 8 °C
npotarom 7 AHiB. Po3unmHeHi 3pasku MoxHa
36epiratn npu TemnepaTtypi Big 2 no 8 °C
npoTsarom 3 AHiB AKWO 3pasku He noTpebyoTb

TECTyBaHHA B HaWbnwk4nMin TepmiH, iX cnig

3amMopo3nTu npu Temnepatypi -15 °C, abo

HWXYe, Ansg gosroTpuBanoro 3bepiraHHa. He

BUKOPUCTOBYMNTE BUCOKO FeMOSTUYHI, MYTHI,

3apaxeHi MiKpoopraHiamamu 3pasku, a Takox

3pasku, Wwo 3bepiranvca npy Temneparypi Big

2 po 8 °C posLue, HiX 7 gHiB. 3pa3ku He MOXHa

3aMOpoXyBaTU Ta pPO3MOpoXyBaTn binbLie

ABOX pasiB. [epen TecTyBaHHAM 3pasku cnig

OOBecTM OO0  KiMHaTHOi  TemmepaTtypwu

(npoTsrom 6nm3bko 30 XBUIMH) Ta peTenbHO

nepemiwartu.

e [Inasma: 36epiTb LiNbHY BEHO3HY KPOB Y
npobipKy, WO MICTUTb aHTUKOarynsHT
(Hanpuknag, EOTA, uwutpar abo
renapuvH). Bwuginite nnasmy wnsaxom
LEHTPUTYBaHHSI.

e CwupoBaTka: 30epiTb LifbHY BEHO3HY
KPOB Yy nMpobipKy, WO He MicTuTb
aHTUKoarynsHT. Hoyekanteca
YTBOPEHHSA 3rycTKy. BinokpemTte
CMpOBAaTKY LUMSAXOM LIEHTPUTryBaHHSI.
3BEPIFAHHA TA CTABIbHICTb

36epiraniTe TecT nNpu KiMHaTHIA TemnepaTypi

(8ig 2 po 30°C, He 3amopoXyBaTK) NPOTArOM

18 micauiB Big gatm BUMpoOOHUUTBA (BKasaHoOi

Ha ynakosui). Kacetn cnig BukopuctaTtv npu

KIMHaTHIn Temnepatypi npotarom 20 XBUUH

nicnsa BiAKPUTTS NakeTy, YHUKaWTe TpMBarnoro

BMIMBY BOSOrO NOBITPS.

3ACTEPEXEHHA TA 3AX0OOU BE3NEKU

Len TecT npusHayeHUM TiNnbku AnNA
BUKopucTaHHs In Vitro
TINbKA onsa MPO®ECIAHOIO
BUKOPUCTAHHA
e Bci Bigxoon Ta 3paskM NOBUWHHI
po3LiHioBaTUCh K NOTEHUINHO
iHbiKOBaHWA MaTepian Ta MNOBUHHI
npovWTn  BiONOBIOHY  AesiHdekuio
(baxxaHo B  aBTOKnaBsi) nepepg
yTunisauieto.
e [lepen BigkpuTTAM nakeTy cnig
[0oBEeCTH TecT no KiMHaTHOI

Temnepatypu (6nmsbko 30 XBUNUH)

e [licna BunydeHHs KaceTu 3 nakety,
TECTyBaHHSI HeoOXiZHO MpoBecTU
akomora wsugwe (He Ginble Hix
yepe3d 20 XxBUNWH), WOO YHUKHYTK
3BOITOXEHHS KaceTu.
HitpouentonosHa membpaHa Moxe
NnornuHaTy BoAy, LU0 MOXE BMIIUHYTU
Ha XpomatorpadiyHi BNacCTUBOCTI
TecTy.

e HepoctatHa KinbkicTb 3paska abo

binblwa 3a HeoOXigHYy  MoOXe
BMIIUHYTU Ha pesynbTaTu
TECTYBaHHS.

e [lepekoHanTecs, wo nig  yac

TECTyBaHHS KaceTa po3MilleHa Ha
NIIOCKi NOBEPXHi.

e [Ins OTpMMaHHA TOYHUX pe3yrnbTaTiB
TECTyBaHHS, 34NTYNTE pesynbTart
yepes 10 xBUINUH. 3aHaaTo TpMBanun
abo KOpOTKuUIA Yac TECTYBaHHSA MOXe
Npu3BeCTN [0 XMOHMX pe3ynbTarTiB.
He 3unTynte pesynbTart y TbMsIHOMY
cBiTAI.



e [lyxke BMCOKA KOHLEHTpaUid aHTuTin
IgM pgo BIFA y 3pasky Moxe
npu3BecT [0 MosBMeHHsA cnabo
oKpaLleHoi CMyXku Yy KOHTPOnbHin

30Hi, uUeNn eHOMEH BBaXaeTbCs
HOPMOIO.

e [lepekoHanTecs, o TEPMiH
NpuaaTHOCTI TECTY HE MUHYB.

e He BukopucToBYWTE TECT, SKLWO

TepMiH NpuaaTHOCTI TECTY MUHYB.

e  HAkuwo BMKOPUCTOBYETLCS
aBTOMaTMYyHa nineTtka, ii HeobXigHO
YyacTo kanibpysaTtn ans
3abe3neyeHHss  TO4YHOI  po3gaui.
BukopncToBynTe HOBUIA HaKOHEYHUK
ONs ninetkn ans Bigbopy KOXHOro

HOBOTO  3pa3ka LWob  YHUKHYTU
nepexpecHoi KoHTamiHaLii.

e He 3MiHIONTE npouenypy
TecTyBaHHS.

e He BMKOpPWUCTOBYNMTE MOBTOPHO TeCT-
KaceTu, naHuetn Ta ninetku. MNepeq

yTunisauieto HeobxigHo
aBToOKNaByBaTH iX.
e TecT, WO nNokasaB HeOiNCHUNA

pes3ynbTaT, HeoOXiaHO NOBTOPUTMW.

e Kpos, wo 6yna ximiyHo obpobneHa,
Harpita, pos3ymHeHa, abo 3MiHeHa
{HLUMM YMHOM, MOXE [OaTuW HEeTOYHi
pe3ynbTaTu.

NMPOLIEAYPA TECTYBAHHA

1. Oopante 1 kpannto (npubnusHo 5 mkn)
cupoBatku abo nnasmu 4o HagaHoi Npobipku
ansa 3pasky (posuvHeHHs y 200 pasiB) Ta
peTensHO nepemilante.
2. Oopante 80 MKN PO34YMHEHOrO 3pasky Ao
NYHKM S Ha TecToBIl kapTouui. He goaaeante
3pasoKk OO0 30HM TecTyBaHHA. 3anobirante
PO3MMBaHHSA 3paskKy i3 NyHKU.
3. Po3amicTuUTb KaceTy Ha nnackii noBepxHi Ta
34ynTanTe pesynbtati NpoTarom 10 XBUNKH.

IHTEPMPETALIA PE3YNIbTATIB
KoHTponb fAKocCTi: ogHa 4epBoHa cmyra
3aBXaU 3'ABNAETbCA B KOHTPOMbHINA 30Hi (C),
L0 CBIgYUTb NPO Te, WO TEeCT € AINCHUM. AKLWOo
YyepBOHa cCMyra He 3'SIBMSETbCH, TecCT
BBaXXa€TbCA HeOiiCHUM, Woro HeobxigHo
3abpakyBaTM Ta MOBTOPUTU TECTYBaHHA 3
HOBWM 3pa3KoM Ta KaceToto.

Mo3nTMBHI pe3ynbTaTu: oOfHa YepBOHA
cMmyra 3'sIBNSiIETbCS B TecToBi 30Hi (T), wo
cBiguMTbL Mpo Te, wo aHTtuTina IgM go BrA
Oyno BUSIBNEHO MiA4 4Yac TEeCTyBaHHS LM
LUBUOKUM TECTOM 4119 BUSIBNEHHA aHTuTIN IgM
oo BrA.

HeratuBHi pe3ynbTaTtu: 4yepBoHa cMmyra He
3'sIBNSAETLCA B TECTOBIN 30Hi (T) npoTtsarom 10
XBUWIUH, O CBIigYNTb NpPO Te, WO aHTuTIna IgM
0o BI'A He Byno BUsIBNEHO Nif Yac TeCTyBaHHSA
LM LUBUOKMM TECTOM OJ1S1 BUSIBNEHHSI aHTUTIN
IgM po BIlA. [lpote ue He BuknO4ae
MOXIUMBICTb iH(pikyBaHHs Ha BIrA.
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Herarupuuit  IlosutneHmii

Mo3uTMBHUM pe3ynbTaT OTPUMAHUN TiNbKN
UMM LWBUOAKAM TeCTOM Ans BUSIBIIEHHSA
antuTin IgM pgo BIFA He moxe O6yTun
nigcTaBow AN  OCTaTOYHOro AiarHosy
BIrA. Byab-Akuii NO3UTUBHUWA pe3ynbTaT
HeoOXigHO TIyMauuTU pa3omM i3 KIiHiYHO
icTopieto nauieHTa Ta pe3ynbTatamMmu iHLWNX
na6opaTtopHux TecTyBaHb. Onsa
niaTBEpAXEHHA KOXHOro MNO3UTUBHOIO
pe3ynbTaTty HeoGXxigHe popatkoBe
TecTyBaHH#A (Hanpuknag IPA TecTom).
XAPAKTEPUCTUKU
88 3paskiB, no3uTMBHMX Ha IgM no BIA, 6yno
niaTeepaxeHo 3a gonomorot IPA, wo agae
piBeHb no3uTmBHOI getekuii 100%. 1000
3pi3kiB  300pOBMX  [OHOPIB  KpoBi  Byno
NpOTECTOBaHO LMM LUBMAKUM TECTOM [Anis
BUABReHHs aHTuTin IgM go BI'A, piBeHb 36iry
HeraTMBHUX pesynbTaTiB cknas 97%.
Y xofi kniHiYHoro gocnigXeHHsa 1232 kniHiYHnX
3paska byno npoTtecTtoBaHO AaHVWM LUBMOKAM
TecToM Ans BusBMeHHsa aHtuTin IgM go BrA
Ta napanenbHo - KOMepLiiHO gocTynHUM |PA
TecToM. 169 3pa3skiB BUSIBUNNCb NO3UTUBHUMU
3a gonomoroto o6ox meTogis, Ta 1044 3paskis
BUSIBUNNCb HEraTUBHUMMW 3@ 4OMOMOro 060x
MeTofiB, 3aranbHii piBeHb 36iry cknae
98.46%.

MosuTmeHi 3pasku Ha HIV-Ab, HCV-Ab, HEV-

IgM, HAV-IgG, TP-Ab, HBsAg, HDV-IgM,
CMV-IgM, RV-IgM, TOX-IgM, HSV1-IgM,
HSV2-IgM 6yno npoTecTtoBaHo 3a JOMNOMOIOH
LibOro LUBMOKOIO TECTY Ha BUSIBNIEHHSI @HTMUTIN
IgM o BIA, nepexpecHoOi peakTUBHOCTI He
crocTepiranocs. AyTOiMyHHI aHTUTINa, Taki sk
RF, ANA He BnnuBawTb Ha pesynbTar
TECTyBaHHA LUM LIBUOKMM TeCTOM Ha
BUsIBNEHHs aHTuTin IgM go BrA.

OBMEXEHHA

1. HeratmBHuin pesynbTaT He BUKIOYaE
MOXIMBICTb ekcno3uuii abo iHgikyBaHHs BIrA.
IHDiKyBaHHA 4Yepe3 HedaBHIO EKCNO3uLiio
(cepokoHBepcito) go BIFA  moxe 0Oytu
HeBusABNEHNM. [INa NO3NTUBHWUX pesynbTaTis,
iHTEHCMBHICTb 3abapBneHHss He Moxe O6yTu
ouiHeHa ang pisHsa aHTUTIN go BlrA. Tecrt, wo
nokasaB HeAiicCHUA pe3ynbTaT, HeobXxiaHO
NOBTOPUTMU.

2. 4kwo nicns MNOBTOPHOrO nNpoBedeHHsI
TECTyBaHHA 3pasku, WO crnovaTky pdanu
NO3UTMBHUI pe3ynbTaT, [alTb HeraTUBHWN
pesynbTaT, Taki 3pas3kum Ccnig BBaXaTtu
HENoOBTOPHNMM (MOMMWIKOBO NO3UTUBHUMMW) Ta
iHTepnpeTyBaTh siK HeraTuBHi. Ak i y 6araTtbox
LWBMAKMX AiarHOCTUYHMX TecCTiB 3 BUCOKO
YYTNUBICTIO, NOMMWINKOBO NO3NTUBHI
pe3ynbTaTv MOXYyTb OYTV BUKNMKAHI Kiflbkoma
npuynHamuy, BinNbLUICTb AKUX BiGHOCATBCA OO0
(ane He 0OMexylTbCs) SAKOCTI 3pas3ka Ta

eKcnosuvuii  Tecty go  Bonorocti.  [Ans
JodatkoBoi  iHopmadii  Ta  noganbLioi
JornomMoru 3BepTanTecb 40  TEXHIYHOI

nigTPUMKM KomnaHii Beijing Wantai.
4. UWenagkmn npusHadeHnn TINIbKU  ana
TECTyBaHHS iHOMBIgyanbHOro 3paska
cupoBaTtku abo nnasmu. He BukopucTOBYITE
NOro Ansi TeCTyBaHHSA 3Pi3KiB OTPUMaHuX Big
TPyniB, 3paskiB CNuMHKU, CeYi Ta iHWWX piguvH, a
TakoX 06’egHaHMX (3MillaHuX) 3paskiB KPOBi.
5. Le sKicHMn TecT Ta Moro pesynbTatv He
MOXYTb OYTU BMKOPWUCTaHi Ans BUMIpIOBaHHS
KOHUEHTpaUil aHTUTInN.

BIBNIOIrPA®IA
1. J.V. PARRY, (1981). Hepatitis A infection:
guidelines for development of satisfactory
assays for laboratory diagnosis. The Institute
of Medical Laboratory Sciences 38, 303-311.
2. Lindberg J., Frosner G., Hansson B.G. et al.
Serologic markers of hepatitis A and B in

chronic active hepatitis. Scandinavian Journal
of Gastroenterology, 13:525-527, 1978.

3. Battegay M, Gust ID, and Feinstone SM.
Hepatitis A virus. In: Mandell GL, Bennett JE,
and Dolin R, eds. Principles and Practice of
Infectious Diseases, 4th ed. New York,
Churchill Livingstone, 1995:1636-1656.

4. Berge JJ et al. The cost of hepatitis A
infections in American adolescents and adults
in 1997.Hepatology, 2000, 31(2): 469-473.015.
Burke DS, Graham RR, and Heisey GB.
Hepatitis A virus in primates
outside captivity. Lancet,
2:928.45(RR15):1-30.

1981,

u Beijing Wantai Biological Pharmacy Enterprise
Co., Ltd.

No. 31 Life Science Park Road, Changping District
Beijing 102206, China

YnoBHOBaXeHU npeactaBHUK B YkpaiHi: TOB
«MEONIOEP 24», 02068, YkpaiHa, Kwuis, Byn
[paromaHoBa 3a, kB 82



