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IIpo6iema paHHel UATHOCTUKY BUPYyca UMMYHOAEDUIINTA YeJIOBeKa OCTAeTCA aKTYaJbHON U MOIKET
OBITH pellieHa ITyTeM BHeIpPEeHUA B JIaO0OPaTOPHYIO MPAKTUKY BBICOKOUYBCTBUTEJIbHBIX AUATHOCTUYECKUX
UMMYHOSH3UMHBIX TECT-CUCTEM 4-T0 MOKOoJIeHHusi. IIpernMyIiecTBOM 9TOr0 KOMOWHMPOBAHHOIO aHAJIN3a
SABJISIETCA BO3MOKHOCTH OJTHOBPEMEHHOT0 OIIpe/ieIeHIs B CBIBOPOTKe KpoBu aHTureHa p24 BUY-1 u cym-
mapubix BUY-cnenmupuueckux autures (IgG, IgM, IgA), uTo 1103B0JIsIeT BHIABIATL NH(PEKIIUIO Ha PAHHIX
sTamax pa3BUTHUA.

B HYAO «HIIK Muanpod-Mezn» paspaboTana MOgU(MUIITPOBAHHASA BEPCUA TECT-CUCTEMBI 4-T0 TOKOJIEHUA
DIA-HIV-Ag/ADb noBbIIIEHHOH UyBCTBUTEIBHOCTH, B KOTOPOU MCIOJIH30BAHA CMECh CUHTETUUYECKUX aHAJIO-
OB BUPYCHBIX AHTUTEHOB B COCTaBe MMMYHOSH3UMHBIX KOH'BIOTATOB HA IBYX 9TANaX PeaKkIuu. SHAUUTEIbHOe
ycuiieHue cuenuuuecKoro CUrHaja JOCTUTAaeTCsl BBeIeHNEeM B CUCTEMY CTPENTaBUAUHA, KOHBIOTUPOBAHHO-
T'0 C IOJIUMEPHO (DOPMOI1 ITePOKCUAa3bl XPeHa. AHATIUTUYECKAA UYBCTBUTEIBHOCTD TECT-CUCTEMBI 10 BBIAB-
geruio 1-ro Mexayrapoauoro craugapra WHO HIV p24 (NIBSC) cocrasuna 0,78 ME/Ma. Cnoco6HOCTE
TeCT-CUCTEeMBI BBLIABIATHL pamHioi0 BUY-uHpeKIno, nccaeqoBanHad HA 9 CepOKOHBEPCUOHHBIX TAHEIIX
ceIBOPOTOK (7 — mpousBoacTBa ZeptoMetrix Corp. u 2 — SeraCare Life Sciences, CIITA), commocTaBuMa C ee
aHaJloTaMU BeAyIuX (PUPM-IPOMU3BOAUTEENl TecT-cucTeM. JlMarHoCTUUeCKUe XapaKTePUCTUKU TeCT-
cHCTeMbl IIPOBEPEeHbl HA CTAHZAPTHBIX ITAHEISX, BKJOUAIOIINX pasBeleHHble ChIBOPOTKU KpoBu BIY-
VMHQUIINPOBAHHLIX, U HepasBeIeHHBIX CHLIBOPOTKax ¢ aHturesamu K BUY-1 (1 869 obpasior) u BIIY-2
(41 obpagetr). B aTux mccienoBaHUAX TECT-CHCTEMA ITO3BOJIANA BeIABUTH BY ¢ GOIBIIINM COOTHOIIIEHTEM
OII/T'3 o cpaBHEHUIO C AaHAJIOTUYHLIMY KOMMEDPUYECKUMU TECT-CUCTeMaMU 4-T0 ITOKOJIEHU .

Huarnoctuueckasi criernu(puuHOCTh TecT-cucTembl DIA-HIV-Ag/Ab 1o pesyibraTam, moJyYeHHBIM IPU
WCCJeIOBAHUY KPOBU TOHOPOB M3 PA3JIMUHBIX VUPEKICHUN cayKObI KpoBu YKpauHsb! (93 788 ucciaemona-
HUI), cocraBuiaa 99,95% .

Kntouesvle cnosa: IMMYHOSH3UMHASA TECT-CUCTeMAa AJs BblsaBieHusa BUY-uudeknum 4-ro IOKO-
JIEHUS, TUarHOCTUYECKAasl UYBCTBUTEILHOCTD 1 CIEIN(PUIHOCTS.

BUY-uHperua mpeacTaBiaseT cepbe3Hy0
YTposy AJid YesioBeuecTBa. Y1cI0 HOBBIX CIyUaeB
3aboneBarus BUY /CIIN oM ipofoJ:kaeT yBean-
yuBaTbes. ITo gamasivM OOH, B HacTosIIee BpeMs
B MHpe HaCuUUThIBaeTCcs 0KoJio 40 MJTH. YeJIOBEK
MHQUIUPOBAHHBIX, U3 HUX 17,6 MJIH. JKEeHIITUH U
2 MUTH. JeTeli B Bo3pacte 10 15 ner[1]. Ymepio ot
CIIa 6osee 25 MuH. yesioBek [2].

B cBs3u ¢ 3TMM CBOEBpEMEHHOE BBIABJIEHUE
BUY-uupernuu, BHeaApeHNE HOBBIX U YyCO-
BePINEHCTBOBAHNE CYIIECTBYIOIINUX METOJ0B
IWarHOCTUKU OCTAeTCs OCHOBHBLIM HAaIIpaBJie-
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HUEM TIPU TPOBEAEHUU MEPONPUATHUIN MO CHU-
JKEHUMIO PACIIPOCTPaHeHUs NJaHHOTO 3a0oJieBa-
HUA [3].

XapakTepubie Mmapkepbl BUY-undernuu
MOSBJAIOTCSA B KPOBU B TAKOU IOCJIEIOBATEb-
HocTu: Bupycuasa PHK, auturen p24, auturesna
K BUY-cunenupuueckum anTuresam. Komomu-
HUPOBAHHBIE UMMYHOH3UMHBIE TECT-CUCTEMBI
4-70 TOKOJIEHUA TIPeJHa3HAUEeHbI AJIA OJHOBPE-
MEHHOTO BBIABJIEHUA B MCCJIELyEMOY CBIBOPOTKE
KpoBu anTurena p24 BUY-1 u Bupyc-cnernudu-
yecKUX aHTuUTeJ. [0 cpaBHEHUIO C TeCT-CUC-



Experimental articles

TeMaMU TPEThEro MOKOJIEHUSA TaKue JUarHOC-
TUKYMBI BeIABIAIOT BY paHbIlle, Ha aTate,
Korja cuernupuuecKkre aHTUTENA B OPTaHU3ME
UHGUIITMPOBAHHOTO €Ille OTCYTCTBYIOT (IIepuoj
«CEePOKOHBEPCUOHHOTO OKHa»). KOHCTPpYKIIUA
TECT-CUCTEMBI IIO3BOJIIET TaKiKe OIpenesaTh
BUY Ha mo3gHuX cTagusax pasBUTUSA 3aboJie-
BaHUA, KOTJa YPOBEHb AHTUTEJ K AHTUTEHY
p24 BUY-1 pe3Ko CHUMKAETCA U 9TOT aHTUTEH
BHOBb HAUMHAET II€PCUCTUPOBATH B OPTaHU3ME.
B T0 ke BpeMs CIIOCOOHOCTDH TeCT-cucTeM 4-I0
TIOKOJIEHUSI OTIPEIeNIAThE CyMMapHbIe aHTUTeJa
K BUY-1 u BUY-2 (BUY 1/2) obycaoBauBaeT
uX OOJIBIITYIO TMATHOCTUYECKYI0 BO3MOKHOCTD
1o BeiaABJeHNU0 BIY B cpaBHeHUU ¢ TeCT-CHUC-
TeMaMu, KOTOPBIE OIIPEeAEIAI0T TOJIbKO aHTUTeH
p24 BU4-1 [4, 5].

PaspaboranHas TecT-cucTemMa 4-ro IOKOoJIe-
Husg DIA-HIV-Ag/Ab moBbIIIIeHHO YyBCTBU-
TEJIbHOCTU CKOHCTPYUPOBAHA B «COHIABUY»-Ba-
puaHTe ¢ ABYXATAITHOW MOCTAHOBKOU PEaKI[uN
u aMmIinpuKanuein cuenupuIecKoro curLajia
IPU B3aUMOEeNCTBUY OMOTUHA CO CTPEITaBU U -
HOM. CyIlleCTBEHHOE YBeJIUYeHNEe YYBCTBUTEIb-
HOCTH aHAJIU3a JOCTUTHYTO IPUMEHEHUEM B CO-
cTaBe KOH'BIOTATOB, BHIABIAIOINX UMMYHHbBIE
KOMIIJIEKChI, CMEeCU KOPOTKUX PEKOMOMHAHT-
HBIX I CHHTETUUYECKUX aHTUTEeHOB — aHAJOTOB
HanboJiee UMMYHOTEHHBIX YYaCTKOB BUpYyca.

WccaenoBaHbl KauecTBEeHHbIE XapaKTepPU-
CTHUKM U JUATrHOCTUYECKUE BOBMOYKHOCTHU JaH-
HOHM TeCT-CHCTEeMBI C HMCIIOJb30BAHUEM KOM-
MepUYeCKUX IIaHeJell ChIBOPOTOK, 00pasIioB
CBIBOPOTOK UJIU TJIa3MbI KPOBU OOJBHBIX C TIO[T-
TBep:KAeHHBIM quaraodom BUY /CIIU ] u qoHo-
POB, TPOXOAAIINX 00CIeJOBaHIE B YUPEIKIEHN-
AX CIYKOBI KDOBH.

Marepuaibl M1 METOABI

HUumynoansummustii ananus (MDA)

B cocTaBe mMMyHOCOPOEHTA TECT-CUCTEMBI
DIA-HIV-Ag/Ab ncmonb3oBaau peKOMOUHAHT-
Hble npoTenHbl BUY 1/2 u MOHOKJIOHAJIBbHBIE
anturesna (MKAT) x p24 BUY-1. Ilpu mocra-
HoBKe MDA B JIYHKM IJIaHINETa BHOCUJIU II0
30 MmkJa Koublorara Ne 1, cocTosIIero us cme-
cu OMOTUHUJIMPOBAHHBIX MbIMIUHBIX MKAT
K p24 BUY-1, pekoMOMHAHTHBIX IIPOTEUHOB
U CUHTETUYECKUX aHTUTEeHOB — aHAJIOTOB M-
MYHOOOMUWHAHTHBIX yuacTkoB BUY 1/2. Jla-
Jee B KaKAYIO JYHKY moOaBasaam mo 70 MK
uccaeayeMoil CHIBOPOTKY UM ILJIa3Mbl KPOBU
yesoBeka. ITociie MHKYyOUPOBAHUSA UMMYHOCOD-
6euTa npu 37 °C B TeueHnue 1 u ero mMpoMuIBaIN
(ochaTHO-CONEBBIM OY(EpPOM C TeTepTreHTOM U
BrHocuau 1o 100 MK Koubilorara Ne 2, B cocras
KOTOPOTO BXOJAT CTPENTABUANH, KOHBIOTUPO-

BaHHBIN C TOJIUMEPHOU (HhOPMOI TePOKCUIABEI
XpeHa, U KOHBIOTaThl BUPYC-CHeIIu(PUISCKUX
AHTUTEHOB C IepoKcuaasoii. Ilnaumier uHKyOu-
poBasiu B Teuenue 30 mun npu 18—25 °C, 3arem
ITPOBOUJIM IPOIEYPY IPOMBIBKY (YKA3aHHBIM
BoIIlie Oydepom). ITocae mobaBieHUsT TPOSIBU-
rensa (TMB — 3,3',5,5'-TerpameTunbeH3uguu
B pacTBOpe, cofepsKalleM IIePOKCHU BOA0OPOoIa)
IJIaHIIeT BhliAep:KuBaau mpu 18—25 °C B Teue-
Hue 30 MUH B TEMHOTE U OCTAHABJIUBAJIN PeaK-
muio croi-pearenrom (pactsop 0,5 M cepHoii
KHCJIOTHI). YUeT pe3yJibTaTOB IIPOBOIUJIN Ha
creKTpodoToMeTpe B IBYXBOJHOBOM PEKUME
npu 450/620 um. I'panuunoe 3Hauenue (I'3)
PacCCUMTHIBAJIU TI0 CPETHEMY apU(PMETUIECKOMY
ontuyeckoi nmiaorHoctu (OIl) oTrpuiiaTebHOTO
KOHTPOJISI B TPeX IIOBTOPEHUAX, KOTOPBIN CyM-
MUPOBAJU C IMOIPABOYHBIM KO3(p(PuUIueHTOM
0,1 : I'S = K-cp.+0,1 (coryiacHO MHCTPYKIIUU
110 UCTOJIb30BAHUIO TECT-CUCTEeMbI). PesysbraT
agaamuza UOA cumTaan IOJ0KUTEeIbHBIM, €CJIN
pesquuuHa OII uccaegyemoro obpasita 60JabIie
I'3, u orpuilaTeaIbHBLIM, €CJIU OHA MeHbIe I'3.
CorslacHO MHCTPYKIIMU K TeCT-CHUCTeMe 3Haue-
Hue OII oTpuIlaTeIbHOTO KOHTPOJIS HOJYKHO
ObITE He 0osiee 0,2. Eciau ero sesimunna 00JIbIIE,
TO JaHHBIN o0pasell He YUUTHIBAETCA MPU O -
cueTe cpeaHero apupMeTHYecKOTo 3HAUYEHUS
TIOBTOPOB OTPHUITATEIBHOT0 KOHTPOJISA. B HaIIImx
uccaenoBanuax Beanunua OIl orpumaTesbHBIX
KouTpoJieii cocraBiasaa 0,030-0,040 onruue-
CKUX eTUHUII.

B cpaBHUTEIBHBIX UCCIETOBAHUAX TECT-CHUC-
TeM Pa3HOro MPOU3BOACTBA Pe3yJbTaT aHaJIn3a
IO Ka’KJA0W TeCTUPYeMOU CHIBOPOTKE BhIpaKa-
au coorHomenuem OII/T'3, rme OII — onTum-
yecKas MJIOTHOCTD, MOJYUeHHAS IIPU aHaIn3e
nccJeayeMoro oopasma, I'S — rpanuyHoe 3Ha-
YyeHHe, KOTOPOEe PACCUNTHIBAJIN B COOTBETCTBUN
C MHCTPYKIIHel, nmpujaraeMoil K HCIIOJIb3ye-
Mol TecT-cucteMe. IlomoOHBIN yueT pe3yabTaTa
aHaJI13a M03BOJISAET IPOBOAUTDL CPABHUTEILHbBIE
HUCCJIeOBAHUA KaUeCTBEHHBIX XapaKTEePUCTUK
TEeCT-CUCTEM Pa3HOTO IIPOU3BOJICTBA, B KOTOPHIX
dopmyaa Beruncaenus 'S u ero BeJIMUnHA OIIpe-
IeJISAI0TCS U3TOTOBUTEIEM TecT-cucTeMbl. [Ipu
cooruotennu OII/T'3 Goawmie 1,0 pesyabrar
aHaJIM3a MOJOMKUTEJbHBINA, MeHbIlIe 1,0 — oT-
puiaTeabHbIli. Besnunaa I'S B 9TOM cirydyae co-
orBercTByeT 1,0 mJid Bcex TeCcT-CUCTeM U He 3a-
BUCHUT OT (DOPMYJIBI €ro MoAcUeTa U BeJIUUNHEI,
YCTAHOBJIEHHOU (DUPMOU-U3TOTOBUTEIEM. UeM
6oxsb1re coorromenre OII/T'3, Tem BhIIIe Tapa-
MeTP YyBCTBUTEIbHOCTU T€CT-CUCTEMBI.

Tecm-cucmemvl cpaHeHUS

BUY 1,2 AT/AT MBA (MBA, Poccus),
OC-NDPA-BUY ATAT CKPUH («JluaraocTtu-
yeCcKHue TecT-cucTeMbl», Poccus), Genscreen
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HIV1/2 Version 2 Genscreen ULTRA HIVAg-
Ab (BioRad, CIITA).

Ilaneau, cmandapmot, 06pa3ubL CbLEBOPOMOK
Kposu

AHaINTUUYECKYI0O YYBCTBUTEJIBHOCTD TECT-
cucteMbl 10 antTureny p24 BIY-1 oupenensanu
¢ ncnoab3oBauueM 1-ro Me:KayHapoLHOTO CTaH-
mapra WHO HIV p24 (NIBSC code 90/636).

CocoOHOCTH TECT-CUCTEMBI K JUATHOCTUKE
parueit BUY-uHDeKknn nccienoBanu Ha 9 cepo-
KOHBEPCUOHHLIX ITAHeJIAX CEIBOpoToK: HIV6240,
HIV 6243, HIV6248, HIV9012, HIV9017,
HIV12007 (ZeptoMetrix, CIITA) u PRB 965,
PRB 966 (SeraCare Life Sciences, CIITA).

ITapameTp 4yBCTBUTEIHLHOCTU TECT-CUCTEMBI
OIIpesesIsANN IIPU TECTUPOBAHUU (3 CHIBOPOTOK
KPOBIU, 13 KOTOPBIX 32 o0pasia ¢ aHTHUTeJIaMu
K BUY-1u 41 — x BUY-2 (konnekmusa UucTu-
ryra [layna-dpauxa, 'epmanusa), 1 837 cuiBo-
poTok KpoBu oT 60ibHEIX BIY-1 us MucTuTyTa
SUUAEMUOJIOTUY U MH(PEKIMOHHBIX 00Je3HEN
um. JI. B. I'pomartesckoro HAMH YkpauHbI.

CpaBHUTeJbHBIE HCCJIEIOBAHUS YPOBHHA
YyBCTBUTEJIBHOCTH TecT-cucTeMbl DIA-HIV-Ag/
Ab u ee KOMMepUYECKUX aHAJOTOB ITPOBEIEHEI C
WUCIIOJIb30BAHMEM CTAHJaPTHOI ITaHeJN CHIBOPO-
Tok KpoBu «CIIII-BIJI 1/2» (HAO «HIIK Qua-
npod-Men»), Braouatomnieii 20 pasBegeHHBIX
CBIBOPOTOK KpoBu 0T BUY-uH(pUIIMPOBAHHBIX,
u3 KOTOPbBIX 18 00pasios ¢ auTureaamu K BUUY-
1lu2—x BUY-2.

YpoBeHb CHENUPUUHOCTU TECT-CUCTEMBI
DIA-HIV-Ag/Ab ucciemoBaiu ¢ UCIOJIH30Ba-
HUEeM CTAaHAAPTHBIX IaHeJ el OTPUIaTeIbHBIX
ceiBopoTok «CITH-BIJI1/2» (HAO «HIIK Hua-
npod-Men», Ykpauna) us 12 u «Crangapt AT(-)
B1Y MBA» (OO0 «MenBuoAsnbsauc», Poccus)
u3 20 o6pasIios.

duarHOCTUUYECKYI0 CIEeIUDPUIHOCTH TECT-
cuctembl DIA-HIV-Ag/Ab ycranaBiuBaau 1mo

pesyJbTaTaM MCCJIeJOBAaHUS CHIBOPOTOK KPOBU
MTOHOPOB M3 PA3JUUYHBIX YUPEKIEHUN CIYIK-
O0bI KpoBu YKpauHb! (93 788 ucciemoBanuii),
HUCIIOJIb3Y S (hopMyIy:

Cneyugpuunocmv = —x 100%,
O-+JIII

rae O — KOJIMYeCTBO OTPUILATEIbHBIX PEe3yJIb-
TaToB UOA;
JIII — KoJIM4eCcTBO JIOKHOIIOJIOMKUTEILHBIX
pesyiabTaToB TDA.

Cmamucmuyeckas obpabomka pe3yioma-
mos uccaedo8aruil.

Kaxabiii o0paselr CbIBOPOTKY HMCCIEI0BAIN
B TPeX MOBTOPEHUAX, BHIUNCJISAIN €Tr0 CpegHee
3HAUEHWEe U CTaHAapTHYI omubKy. JlocToBep-
HOCTH Pas3JIMUMUi Pe3yJbTAaTOB, HMOJYUYEHHBIX
IIPU TECTUPOBAHNY CBIBOPOTKU B Iy0JIsAX, OIIpe-
nessu 1o t-Kpurepuio CreiogenTa ays1 95% -ro
YPOBHA 3HAUUMOCTH [6].

Pe3yasTaThl 1 00CyKIEHUE

WccanemoBanme ctocCOOHOCTU TECT-CUCTEMBI
DIA-HIV-Ag/Ab BoisiBiaTs autured p24 BUY-1
MPOBOAUJN C MCIIOJb30BaHUEM 1-ro Mexay-
HapoaHoro craugapra WHO HIV p24 (NIBSC),
mocJen0BaTeJbHO pasdBeqeHHoro 1:2 coryiacHo
npujaraeMoil MHCTPYKIIUM, OTPHUIlATEIbHO
CcbIBOPOTKO# OT 25 10 0,04 ME /M. ITo pesyiib-
TaTaM TeCTUPOBAHUS JAaHHBIX 00pPasIloB B TPexX
moBTOPeHUAX (Tabs. 1) B pa3dHBIX CEPUAX TECT-
CHCTEMBI ee MMOPOT YYBCTBUTEIHLHOCTH IO aHTH-
reny p24 BUY-1 cocraBua 0,78 ME/ma (P <
0,05), pasauuus MeXKIy TpeMsA CePUIMU TECT-
cucTeMbl He ObLIu ycTaHoBaeHb! (P < 0,05).

Cnocob6uocth Tect-cucteMbl DIA-HIV-Ag/Ab
BBIABJATH paHHIOK craguio BUY-uHperun

Tabauya 1. AHaIUTHYECKAs YYBCTBUTEJIBHOCTH TecT-cucteMmbl DIA-HIV-Ag/Ab
IO BBISIBJIEHUIO aHTUTeHa p24 BUY-1

Konuenrpamus
p24 BUY-1 (NIBSC), ME /mx

Pesyabprarst HIA Tpex cepuil T€CT-CHCTEMBbI
DIA-HIV-Ag/Ab (OII/T3)*

1 2 3

25,00 18,64+0,50 18,21+0,49 | 18,42=+0,50
12,50 10,64+0,32 10,90+0,32 | 10,77=+0,32
6,25 6,03+0,18 6,15+0,02 6,09+0,18
3,25 3,35+0,10 3,21=+0,09 3,28+0,09
1,56 1,88+0,05 1,82+0,5 1,85+0,05
0,78 1,07=0,03 1,29=+0,04 1,18+0,03
0,39 0,64+0,02 0,64+0,02 0,64+0,02

OTpI/IIlaTeJII)HaH CBIBOPOTKA JIA Pa3dBeleHUA CTaHgapTa

0,24+0,01 0,25+0,01 0,25+0,01

ITpumevanue. 3nech u B Tabi. 4 * — npu coornoiennu OII/T'3 6omabime 1,0 pesyabTaT aHaaM3a IOJIOKUTETbHBIIH,

menbIne 1,0 — oTpuItaTeTbHBIHA.
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OIIPeJIeIAIN C UCIIOJIb30BaHMeM 9 CePOKOHBED-
CHUOHHBIX IIaHeJell CBIBOPOTOK KpoBH (7 maHesei
mpousBoacTBa ZeptoMetrix u 2 mamenu — SeraCare
Life Sciences). Kasxkgasa maHeab CBIBOPOTOK
KPOBHU COCTOsLjIa 3 00pasoB or BUY-unduu-
POBaHHOTO HAI[MeHTa, OTOOPAHHBIX B Pa3JIUU-
HbIE CPOKU U MCCJIETOBAHHBIX B KOMMEPUECKUX
MMMYHOH3UMHBIX TECT-CUCTEMAaX U UMMYHOO-
Jgote. B TabJi. 2 mpexcTaBiieHbI PE3YJIBTATHI TEC-
TUPOBAHUA IaHeJIell CBIBOPOTOK IIPOU3BOACTBA
ZeptoMetrix B Tect-cucreme DIA-HIV-Ag/Ab
110 CPaBHEHUIO C KOMMEPUYEeCKUM aHAJIoroM 4-10
MMOKOJIEHU S, TECT-CUCTEeMOM IJisi BHIABICHUSA
aaTuredHa p24 BUY-1 u ummynHo6s0TOoM. Pe-
3yJIbTAThI TECTUPOBAHUSA CHIBOPOTOK B KOMMED-
YeCKUX TeCT-CUCTEMAaX IPUBEAEHbBI U3 ITaCIOPT-
HBIX TaHHBIX HA IAHEJU.

CorJyiacHO IaCIOPTHBIM JAHHBIM Ha ITaHEJb
HIV 6240, o6pasmbr NeNe 7—-13 (21-45 cyT
OT IePBO¥ JOHAIIMY KPOBU) COAEPIKAT AaHTUTEH

p24 B1Y-1, uMMyHOOGJIOT OIIpeiesIsieT aHTUTeIa K
BUY roabko ¢ 10-ro o6pasiia. Tect-cucrema DIA-
HIV-Ag/Ab u ee Kommepueckuii anagor HIV Ag/
Ab Combo Abbott ARCHITECT paroT BO3MOM-
HOCTB BBIABIATL BY HaumHas ¢ 8-ro obOpasma
(23 cyT ot mIepBOro 3a00pa KPOBU Y IIAIIMEHTA).

ITpu rectupoBanum; manener HIV 6243, HIV
6248, HIV 9017, HIV 12007 TecT-cucTeMbI 4-10
MOKOJIEHUS II03BOJIAIOT OIPEAeJsTh BcCe
CBIBOPOTKM KakK IIOJIOKUTEJIbHbIEe, HaUUMHAA C
mepBoro o6pasila, B KOTOPOM OOHAapyKeH
anturex p24 BI14-1.

B Tab6sm. 3 mpeacTaBiIeHBI Pe3yILTATHI
WCCIeNOBAHUS OBYX CEPOKOHBEPCUOHHBIX
nmaHesieli CHIBOPOTOK KPOBU IIPOU3BOJCTBA
SeraCare Life Sciences B TecT-cucteme DIA-
HIV-Ag/Ab 1o cpaBHeHWI0O C APYyTUMH
IMarHOCTUKyMaMu. Pe3yIbTaThl TECTUPOBAHUSA
CBIBOPOTOK B KOMMEPUYECKUX TeCT-CHCTeMax
MIPUBEIeHbI 13 IaCIOPTHBIX JAHHBIX Ha MaHeJIN.

Tab6ruya 2. TectTupoBaHue MaHe el CBIBOPOTOK MpousBoacTea ZeptoMetrix B Trect-cucreme DIA-HIV-Ag/Ab
10 CPAaBHEHUIO C KOMMePUYEeCKUMHU JUATHOCTUKYMAaMU

c Tect-cucremsl
0K 3
Ne 06pa31501; sagopa gg:glt:lz HIV Afl/ﬂ;A;)ttCombo DIA-HIV Ag/ HNmvmyHno06m10T*
rranexen ‘:;’f;')‘ HIV-1 Ag EIA* | ARCHITECT* Ab
Pesyaprat aHaanza
Bceero 13: ITanens HIV6240
1-6 0-16 - - - -
7 21 + — — —
8-9 23-28 + + + -
10-12 30-45 + + + + gp4l
13 53 - + + p24, pl7, gp120, gpl160
Bceero 10: ITanens HIV 6243
1-6 0-20 - - - -
7-8 25-28 + + + —
9-10 33-35 + + + + gp4l
Bceero 7: ITanens HIV 6248
1-5 0-14 - - — —
67 18-25 + + + -
Bceero 11: ITanens HIV 9018
1-7 0-21 - - — —
8 25 + - — -
9-10 28-32 + + + -
11 35 + + + + gp41l
Bcero 9: ITanens HIV 9017
1-3 0-54 - - - -
4-5 117-119 + + + —
6-9 124-133 + + + + gp41, p24/p26
Bceero 5: ITaness HIV 12007
1-3 0-54 - - - -
4-5 117-119 + + + -

Hpumeuanue. BI[ECB u gaJjee * pe3yabTaT aHaJInu3a IIPUBEeNeH N3 IIaCIIOPTHBIX JaHHBIX HAa IIaHeJIN.
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Ta6auya 3. Illanenu ceiBopoTok mpoussoactea SeraCare Life Sciences B recr-cucreme DIA-HIV-Ag/Ab
10 CPABHEHHUIO ¢ KOMMEPYECKUMM JUATHOCTUKYMaMM

TecT-cucremsl
Ne 06pa31501; Cpox 3a6opa Genetic Sistems HIV Ag/Ab Combo DIA-HIV Ag/ HAmmyHo610T*
naHeJxen KPOBH (THM) HIV-1 Ag EIA* Abbott ARCHITECT* Ab
PesyabraT anammnsa
Bcero 6: ITanens PRB-965
1 0 — - - —
2-3 5-T7 + + + —
4-5 12-14 + + + + gpl60
6 21 — + + + gpl60
Bcero 10: ITanens PRB-966
1-7 0-37 - - - —
8-10 44-51 + + + —

B cooTBeTCcTBMY € TONTyUEHHBIMU JaHHBIMU
Tect-cucrema DIA-HIV-Ag/Ab u ee xommep-
yecKuii a"HaJsor 4-ro moxkoJsenus HIV Ag/Ab
Combo Abbott ARCHITECT 1no3BOJISAIOT BBIAB-
aates BUY B Te jKe CPOKHU, UTO U TECT-CUCTEMA,
mpenHasHAaUYeHHAA IJIA OlpeaeeHns aHTUTeHa
p24 BUY-1, u paubIitie, ueM UMMYHOOJIOT.

Cnoco6rocThb TecT-cuctembl DIA-HIV-Ag/
Ab K onpegenenuio auTures K BUY-1 u BUY-2
IO CPABHEHUIO ¢ KOMMEPUYECKUMU AUATHOCTH-
KyMamu 4-T70o u 3-Tr0 IOKOJIeHU ObljIa u3ydyeHa
C UCTIOJI30BAaHUEM CTAaHAAPTHOM MaHEJIN ChIBO-
potok «CIITI-BIJI 1/2» (Ta6a. 4).

CorutacHO TIOJIyYeHHBIM JaHHBIM, C ITOMOIIBIO
paspaboTaHHOI TEeCT-CUCTEMBI BCE€ CHIBOPOTKU
nanenu «CIIII-BIJI 1/2» ObLiu ommpefesieHbl Kak
TIOJIOJKUTETbHBIE, TAKIKe KaK U B TECT-CUCTEMAaX
cpaBHEHUs, HO ¢ OoJibIrim cooTHotreHeM OIT/T'3
(P < 0,05). UckntouenreM OBLIU TECT-CUCTEMBI
mpousBozicTBa Genscreen: TecT-cucTeMa 3-To IO-
rosenua Genscreen HIV1/2 Version 2 naja Bo3-
MOXKHOCTB onpeneauTb BUY-2 (o6pasmbr NeNe 19
u 20) co suaueruem OII, 6U3KUM K TPaHUUYHOMY,
Tect-cucreMa 4-ro mokoseHus Genscreen ULTRA
HIVAg-Ab He mo3BoIMIa BBIABUTH B 3TUX 00pas-
max cruenu(puuecKue aHTUTeIA.

Tabnuuya 4. TectupoBanue naneau cbiBopoTokx « CIIII-BIJI 1/2»
B TecT-cucreme DIA-HIV-Ag/Ab u koMMepYeCKUX JUATHOCTUKYMAX

PesyasraTer HOA (OI1/T3)*
Ne TecTt-cucreMsbl
CBIBOPOTKH - - -

Parvsa | |"okeun | " Version2 | HIVAgAb | DIAHIV-Ag/Ab
1 14,8+0,44 17,3+0,51 21,1+0,63 11,1+0,33 25,1+0,75
2 7,4+0,22 17,6=0,52 21,0+0,63 11,2+0,33 22,0+0,66
3 5,4+0,16 17,3+0,51 21,1+0,63 11,2+0,33 24,7+0,74
4 9,2+0,27 17,4=+0,52 21,0+0,63 11,1+0,33 23,9+0,71
5 3,1+0,09 4,8+0,14 21,2+0,63 11,6+0,34 22,8+0,68
6 15,1+0,45 6,1+0,18 18,7+0,56 10,0+0,30 22,5+0,67
7 15,6+0,46 7,7+0,23 20,3+0,60 10,6+0,31 22,8+0,68
8 9,7+0,29 13,4=+0,40 23,0+0,69 11,4+0,34 22,2+0,66
9 10,2=+0,30 16,8=+0,50 21,3+0,63 11,6+0,34 23,4+0,70
10 14,3+0,42 17,6=0,52 22,3+0,66 11,2+0,33 22,9+0,68
11 3,2+0,09 16,3+0,48 21,2+0,63 11,2+0,33 23,3+0,69
12 11,1+0,33 17,1+0,51 20,6=+0,61 11,2+0,33 25,6+0,76
13 9,9+0,29 17,1+0,51 20,5=+0,61 11,5+0,33 23,2+0,69
14 10,8+0,32 18,7+0,56 19,1+0,57 10,2+0,30 23,8+0,71
15 15,1+0,45 5,7+0,17 21,2=+0,63 10,9+0,32 23,4=+0,70
16 13,7+0,41 9,2=+0,27 21,8+0,65 11,4+0,34 24,6=+0,73
17 15,9+0,47 11,3+0,33 20,7+0,62 10,4+0,31 23,7+0,71
18 8,9=+0,26 16,1+0,48 19,9+0,59 10,6=+0,31 22,9=+0,68
19 3,9=+0,11 17,0+0,51 1,1+0,33 0,5=+0,01 22,1+0,66
20 4,3=0,12 15,6=+0,46 1,0+0,30 0,4=+0,01 21,2=+0,63
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IIpu GobIIOl KOHIIEHTPAIIUU cleruduye-
CKUX aHTUTEJ B CBIBOPOTKE KPOBU CYIIIECTBYET
BEPOATHOCTD ITOJYUECHUSA JIOFKHOOTPUIIATEIHHBIX
pe3yJabTaTOB (TaK HA3bIBAEMBIN XYK-29(deKT).
Cnocob6uoctb Tect-cuctembl DIA-HIV-Ag/Ab
BbIABIATE BIY B TakuX CEIBOPOTKAX ObLIA IPO-
BepeHa Ha HepasBeJeHHBIX CBIBOPOTKAX 00JIb-
HBIX C BRICOKMMMU TUTpaMu aHTuTes K BI1Y-1
(1869 o6pasmoB) m BUY-2 (41 obGpasern).
JaHHble CHBIBOPOTKHY OBLIY MOJyYeHBI U3 KOJI-
nexknuu Uacruryra [layna-dpauxa (Fepmanns)
u MHCTUTYyTa STUIEMUOJIOTUY U UHPEKITNOH-
HBIX OoJsiesHeit mMm. JI. B. I'pomammeBckoro
HAMH Vkpauns: (Kues). B aTux uccienoBanu-
AX Bce 00pasIibl OLIIN OIpeaeseHbl B pa3pabo-
TAHHOM TEeCT-CHUCTEME KaK IIOJIOXKUTEJbHbIE
(maHHBIE He IpeCTaBJIEHBbI).

YpoBeHb CHENUMUUHOCTU TECT-CUCTEMBI
DIA-HIV-Ag/Ab ycTaHaBiImBaIu ¢ UCIOJIb30Ba-
HUEeM CTAaHAapPTHBIX MaHeJell OTPUIlaTeIbHbBIX
cbBopotoK: «CITH-BLJI1/2» (HAO HITK «Iuarpod-
Men», Yxrpauna) us 12 oo6pasioB u «CraggapT
AT(-) BUY MBA» (000 «MexnBuoAnsauc»,
Poccus) us 20 ob6pasmnos. I[Ipu TecTupoBaHUM
9TUX maHeJel B TecT-cucteme DIA-HIV-Ag/Ab
JIO’KHOTIOJIOJKUTENFHBIX PE3YJIHTAaTOB He Ha0JIt0-
nau.

JdrarHocTUUeCcKy0 CHelu(PUuIHOCTb TeCT-
cuctembl DIA-HIV-Ag/Ab omenuBanau 1o
pesyJsbTaTaMm TecTupoBaHuA 93 788 CBIBOPOTOK
KPOBU MOHOPOB M3 Pa3JUUYHBLIX YUPEKIEHUN
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JIATHOCTHYHI XAPAKTEPUCTHKH
IMYHOEH3HUMHOI TECT-CUCTEMH
OIABUIIEHOI YUY TJIUBOCTI
JIJISI BUSIBJIEHHS BLJI-THOEKIIIT
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IucTuryT MikpoGiosorii Ta Bipycosorii
im. I1. K.3a6omornoro HAH Vkpainu, Kuis

E-mail: T.Trohymchuk@rambler.ru

IIpo6iema paruboi giarHoctuku BIJI-inperrii
3aJINIIAEThCA aKTYaJIbHOIO i MOKe OyTu BUpileHa
BIIPOBAYKEHHAM y JIabOpaTOPHY MPAKTUKY BU-
COKOUYTJIUBUX MiarHOCTUYHUX iMYHOEH3UMHUX
TecT-cucteM 4-ro mokoJginus. IlepeBaroi 1bo-
ro KOMOiHOBAHOTO aHANI3y € MOKJIUBICTH OLHO-
YaCHOTO BM3HAUEHHA B CHUPOBATII KPOBi aHTHU-
reny p24 BIJI-1 i cymapuux BlJI-cmemudiuamx
auTtuTtin (IgG, IgM, IgA), 1110 fae 3MOTy BUABIATH
iH(eKIifo Ha paHHIX eTamax po3BUTKY.

YV IIpAT «HBK [ianpod-Men» poapobiaeHo
mMonu(dikoBaHy Bepciio TecT-cucteMu 4-T0 MOKO-
aianaa DIA-HIV-Ag/Ab nigBuiienoi uyTianBocTi,
B AKilfl BUKOPUCTAHO CYMiIll CHHTETUUHIX aHaJO-
TiB BipyCHUX aHTHUTEHIiB y CKJaJi KOH IOraTiB Ha
IBOX eTalmax peakIlii. 3HauHe IIOCUJIEHHSA CIIeIN-
(iyHOTO CUTHAJIY JOCATAETHCS BBEIEHHAM y CUCTE-
MY CTPEeNTaBifNHY, KOH IOTOBAHOTO 3 II0JIiMEePHOI0
dopMor0 TEPOKCUAA3Y XPOHY. AHATITUUHA Uy TIU-
BiCTh TecT-cuUCTeMH IT0/0 BuABJIeHHA 1-ro Mix-
"HapomHoro craugzapty WHO HIV p24 (NIBSC)
cranoBuia 0,78 MO/ma. 3gaTHiCTB TecT-cUCTEMU
BuABaaTH panHo BIJI-indekIito, gocaimxkena Ha
9 CepOKOHBEPCITHUX TaHEeJAX CUPOBATOK (7 — BU-
pob6uumnTBa ZeptoMetrix Corp. Ta 2 — SeraCare
Life Sciences, CIITA), € moxi6Ho0 10 ii aHaIoTiB
npoBigHUX (hipM-BUPOOHUKIB TecT-cucrem. [li-
arHOCTUYHI MOMKJIMUBOCTI TECT-CHUCTEMHU IIePeBi-
PEHO Ha CTAaHAAPTHUX MAaHEJSAX, 10 BKJIYAIOTh
posBezneHi cupoBatku Kposi BIJI-indikoBanux,
i Ha He PO3BEJEHUX CUPOBATKaX 3 aHTUTiJIaMu
nmo BIJI-1 (1 869 spaskiB) Ta BIJI-2 (41 3pasok).
VY 1ux gocaimiKeHHIX TeCcT-CHUCTeMa JaBaJja 3MOTy
BuaBaaTu BLJI 3 6inpmum criBBigHomerHAM OI'/
I'3 mopiBHAHO 3 aHAJOTIYHMMU KOMEPIiiHUMU
TecT-cucTeMaMu 4-T'0 TOKOJIiHHA.

HiarmoctTuuHa crenu@ivyHicTh TeCT-CUCTEMU
DIA-HIV-Ag/Ab 3a pesysbraTamMmu, Ofep:KaHuMI
IiJ yac JOCJIiAKEeHHs B Pi3HUX YCTAHOBAX CIYKOU
KpoBi Ykpaiuu (93 788 mociimkenn), craHOBUIA
99,95% .

Knawuwosi cnosea: iMyHOeH3WMHA TeCT-CHUCTEMAa

nns BusiBjaeHHs BlJI-indgexrmii 4-ro mokoJiHHA,
JiarHOCTUYHA UYTJIUBICTD i crieru()iyHicTh.
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DIAGNOSTIC CHARACTERISTICS
OF HYPERSENSITIVE IMMUNOENZYME
ASSAY KIT TO HIV-INFECTION
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S.V.Mihalap', N. Ya. Spivak?

Iprivate Joint Stock Company
«Scientific and Production Company Diaproph-Med»,
Kyiv, Ukraine
2Institute of Microbiology and Virology of the
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The problem of early diagnosis of human
immunodeficiency virus remains relevant and
can be solved by introduction the highly sensitive
4th generation ELISA test kits in the laboratory
practice. The advantage of this analysis is
simultaneous determination of serum antigen
p24 HIV-1 and HIV-specific total antibody (IgG,
IgM, IgA), that can detect the infection in the
early stages of development.

In Private Joint Stock Company «Scientific
and Production Company Diaproph-Med»
a modified version of the test kit of the 4th
generation DIA-HIV-Ag/Ab hypersensitivity
was developed, which uses a mixture of synthetic
analogs of viral antigens in the immune-enzyme
conjugates at two stages of reaction. Significant
amplification of specific signal is achieved by
introducing a streptavidin which is conjugated
to horseradish peroxidase polymeric form. The
analytical sensitivity of the test kit to identify
the 1st International Standard WHO HIV
p24 (NIBSC) was 0.78 IU/ml. The ability to
test kit to detect early HIV infection has been
examined for 9 seroconversion panels of sera (7
production ZeptoMetrix Corp. and 2 — SeraCare
Life Sciences, USA) and is comparable to its
peers, the leading manufacturers of test kits.
The diagnostic characteristics of the test kit
tested on standard panels, including dilution of
serum of HIV- infected people, and not diluted
sera with antibodies to HIV-1 (1 869 samples)
and HIV-2 ( 41 sample). In these studies, the
test kit detected HIV in a large ratio OD/cut off
compared to similar commercial test kits for the
4th generation. The diagnostic specificity of the
test kit DIA-HIV-Ag/Ab according to the results
obtained in the study of blood donors from
various transfusion services in Ukraine (93 788
researches) was 99.95%.

Key words: HIV ELISA test kit of the 4th
generation, the diagnostic sensitivity and
specificity.





