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1. Po6oTa nmpucBsiueHa HayKOBOMY OOI'PYHTYBaHHIO Ta pO3pO6JIEHHIO 6i0TEeXHOJIOTI] cy6CcTaH il peKOMGIHAHTHOTO
iHTepselikiny-7 monynu (plJI-7) moauHYM Ta Ha3albHOTO Ipenapary plJl-7 monnHy, a TakoXK IapaMmeTpiB ix
TEXHOJIOTIYHOI Ta aHaJITUYHOI CTaHAapTU3aLii. Po3po6yieHo oNTMMiI30BaHy TEXHOJIOTII0 6i0CUHTE3Y, BUiJIEHHS Ta
ounctku plJI-7i3 BUCOKOIO 6i0JIOTiUHOI0 aKTUBHICTIO in vitro. Briepiie nokaszaHo HasIBHICTb 6€3M0CEPEIHBO]
[IPOTUBIPYCHOI aKTMBHOCTI plJI-7 1o BigHOMmEHHIO 0 Bipycy renatuty C B yMOBax in vitro ta 0BeIeHO MOXKJIUBICTD
BUKOPMCTAHHS BiAIOBiAHOI METOAMKY 171 CTaHAAPTHU3Allil IpenapariB Ha OCHOBI plJI-7. Bnepme HaykKoBO
OOI'PYHTOBAHO TE€XHOJIOTiI0 OTPUMaHHS Ha3asbHOI (pOpMU MpenapaTty Ha OCHOBI oTpumaHoro plJl-7, a Takox
IPUHLMIN HOTO aHAMITUYHOI CTaHAApTU3allii i3 3acToCcyBaHHAM (Pi3UKO-XiMiUHUX, MIKpOOIOJIOTiYHUX Ta
iMyHoOJIOTiUHMX MeToiB. [IpoBeneHO afanTaliio Ta Bajlifalilo MeTOAUKY BU3HAYEHHS 610JI0TiYHOI akTUBHOCTI plJI-7
i3 BUKOpUCTaHHSIM MOHOHYKJIEAPHHUX KJIITUH Nepu(ePUYHOi KPOBi JIOAUHM, 110 103BOJINJIO BUKOPUCTOBYBATH
3aIMIPONIOHOBAHUI METOJ, AJIs1 PYTMHHOI'O aHAJIITUYHOIO KOHTPOJIIO KOCTI IIpernaparis Ha ocHoBi pLJI-7. [IpoBeneno
[IEPCIIEKTUBHY BaJlifaliilo TEXHOJIOTII OTPUMaHHS Ha3aJIbHOTO CIIPEI0 Ha OCHOBI plJI-7 i3 3aCTOCYBaHHAM CUCTEMU
aHasli3yBaHHS PUBUKIB Ta KpUTUYHUX KOHTPOJIbHUX TOYOK, SIKa MiZITBEpAMA CTabiIbHICTh IIPOLieCcy Ta HOro
BiZJ[TOBiHICTb KPUTEPISIM IPUNHATHOCTI.

2. The purpose of the work was to provide scientific substantiation and development of biotechnology of
substance of rIL-7 and nasal preparation of rIL-7, as well as parameters of its technological and analytical
standardization. To achieve the goal, the following tasks were set. To develop a technology for the production of a
substance of rIL-7, suitable for the manufacture of non-sterile drugs from it. To develop the technology of
obtaining the finished preparation of nasal application on the basis of the substance of rIL-7. To investigate the
biological activity of rIL-7 on various in vitro models as a basis for biological standardization of preparations. To
substantiate the parameters of analytical standardization of various preparations of rIL-7, to develop methods to
control its quality and to validate it. Conduct a study of the stability of various drugs of rIL-7. To carry out the
perspective validation of the technology of manufacturing the finished preparation of rIL-7 on the basis of risk
assessment of the manufacturing process. An optimized biosynthesis technology, isolation and purification of rIL-7
with high biological activity in vitro were developed. For the first time, the presence of direct antiviral activity of
rIL-7 in relation to the hepatitis C virus in vitro and the possibility of using an appropriate method for
standardizing drugs based on rIL-7was demonstrated. For the first time, the technology of obtaining the nasal form
of the drug on the basis of the received rIL-7, as well as the principles of its analytical standardization with the use
of physico-chemical, microbiological and immunological methods, is scientifically substantiated. The results of the
work were supplemented with modern scientific and methodical approaches for the preparation of preparations of
recombinant proteins for therapeutic purposes. The adaptation and validation of the method of determining the
biological activity of rIL-7 with the use of mononuclear cells of human peripheral blood has been carried out,
which allowed using the proposed method for routine analytical quality control of drugs based on rIL-7.
Perspective validation of the technology for the preparation of nasal spray on the basis of rIL-7 with the use of the
system of risk analysis and critical control points has been proven, which confirmed the stability of the process
and its compliance with the eligibility criteria.
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