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V. BimomocTi npo guceprauiio

Mosga guceprarii:
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Tema gucepranii:

1. BiorexHosorig Ta 6i0aHaniTHYHA CTaHAAPTH3ALiS 3aC06iB iMyHOMEPMEHTHOI IiarHOCTHUKU

2. Biotechnology and bioanalytical standardization enzyme immunoassay diagnostic tests

Pedepar:

1. Y nuceprauiiiziilt po60Ti Ipe CcTaBieHi pe3ybTaTh HAyKOBOTO OOI'PYHTYBaHHSI 6i0TE€XHOJIOTI CTBOPEHHS
BHCOKOiH(POPMATUBHUX 3aC00iB iIMyHO(PEPMEHTHOI 1iarHOCTUKM Ta IIapaMeTpiB 6i0aHaliTUYHOI cTaHgAPTU3aLi i
Basifauii AiarHOCTMYHUX NpenapariB. OJep>kaHo OpUriHa/lbHI HA60PU MOHOKJIOHAJIbHUX aHTUTIN 10 IgA, IgG ta IgE
JonuHY, nepokcugasu xpony (HRP), ocHoBHOro 6in1Ky 30BHIHb0I MemOpanu Ch. trachomatis, Ta [oBesieHO
MOXJIMBICTb iX 3aCTOCYBaHHS /11 PO3pOOKU pizHUX Mopuikaliil BucokoiHdopmaTusHoro IPA ta/abo
iMmyHOoadinHoi xpomaTtorpadii. Po3po6s1eHo yIoCKOHaNEeHi METOMKY OTPMMAaHHS BUCOKOOYMILEHUX Npenaparis IgE
smonuHy, Fe-dparmenTis IgG ta IgA, MmeTonuky crienudiunoro BugineHHs IgE i3 BukoprucranHsaMm imyHoadiHHNX
copbeHTiB. OGIPyHTOBAHO ONTUMAJIbHI TapaMeTpU 6iOTEXHOJIOTII OTPUMaHHS PeKOMOIHAHTHOTO 6iJIKy TEIJIOBOrO
moky (rHSP-60) Ch. trachomatis. [loBeieHO CTUMYJIIOIOUY [il0 €KCTPAKTIB KJIiBil KiIHOBApHOI i 3edipaHTecy
BEJIMKOKBITKOBOTO Ha 6iocuHTe3 rHSP-60 6akrepisimu E. coli. JoBeieHO MOKINBICTh BUKOPUCTAHHSI OTPUMAHUX
iMyHOCOpOeHeTiB, iMmyHodepmeHTHUX KoH'foratis, rHSP-60 Ch. trachomatis 17151 po3po6ku BUCOKOiHGOPMaTHBHUX



I®A-na60piB. OGIPYHTOBAHO JOLIIbHICTb 32CTOCYBaHHS aHAJIIT-0IIOCEPEIKOBAHOI (PEpMEHT-aKTUBYIOUOI CUCTEMU
amrutipikanii curnany y IOA 115 BU3HaYeHHS HaAMa/IUX KOHLIEHTPalill 6ioaHasiTiB. BusHaueHo onTuMasbHi yMOBU
CHHTEe3y KOH'IoratiB "6is10K-6i710K" Ta "6is0K-ranteHn" Ajs pisHux mopudikaniil Bucokouyrausoro IQA. ITokazaHo,
110 y CUPOBaTKax Kposi iH¢pikoBaHux Ch. trachomatis oci6 MicaTbCsSI aHTUINIOTUNIOBI aHTUTINA i3 aHTU-HSP-60
aKTHUBHICTIO, 110 € OZIHi€I0 i3 IPMYMH XMOHOHETaTUBHUX PE3yJIbTaTiB. [I0BE[IEHO BUCOKY aKTUBHICTb TiOPUAHUX
[IO3UTHUBHUX KOHTPOJIIB 17151 IOA-Ha60piB, 1110 106yAOBaHI 32 MpUHLUIIOM [gM-"IacTKX", a TaKOXK NpU3HAYeHi 17151
BusiBNieHHs IgM Ta IgA anTtuTin go Ch. trachomatis y Henpsamomy IQA. O6rpyHTOBaHO NMapaMeTpy CTaHJapTH3allii Ta
BaJlianiiiHi XapakTepUCTUKY 3aCc006iB cepoziarHoCTuKY, chOPMOBAaHO HAYKOBO-METOANYHI peKOMeHallil 1010

Bastimanii pisHux Tumis IQA.

2. The thesis presents the results of a scientific study of biotechnology of creation of highly informative ELISA
diagnostic tests and bioanalytical parameters of standardization and validation of diagnostic products. Original
sets of monoclonal antibodies to IgA, IgG and human IgE, horseradish peroxidase (HRP), the main protein of the
outer membrane Ch. trachomatis was obtained, and the possibility of their use for the development of various
modifications high informative ELISA and /or immunoaffinity chromatography was proved. The study of the
biological properties of antibodies and epitope characteristics of the corresponding antigens was performed.
Consistent pattern of humoral immune response in Balb /c and NZB mice to HRP was studied. Improved methods
of obtaining of preparations of human IgE, Fc-fragments of IgG and IgA were developed. Optimal parameters of
biotechnology production of recombinant Ch. trachomatis heat shock protein (rHSP-60) was determined. It was
proved the stimulating effect of Clivia miniata and Zephyranthes grandiflora extracts on rHSP-60 biosynthesis in E.
coli bacteria. The possibility of using the obtained immunosorbents, immunoconjugates, Ch. trachomatis rHSP-60
to develop highly informative ELISA kits was proved. It was shown that in the serum from Ch. trachomatis infected
persons contains idiotypic antibodies with anti-HSP-60 activity, which is one of the causes of false negative
results. It was proved high activity of the hybrid positive control for IgM-"capture" ELISA kits, as well as for the
detection of IgM and IgA antibodies to Ch. trachomatis (indirect ELISA). The parameters of standardization and
validation characteristics of serodiagnostics tests were justified. Scientific and methodological recommendations
on the validation of different types of ELISA were formed.
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