O0Js1ikoBa KapTKa aucepTaii

I. 3arasibHi BimOMOCTI

Jep>kaBHUH 00J1iKOBHI HOMeP: 0412U000583
Oco006J1uBi TO3HAYKH: BinKpura

JaTa peectpauii: 26-03-2012

Craryc: 3axumeHa

PexBi3utu Hakasy MOH / Haka3y 3aKjazy:

I1. BizomocrTi nipo 3700yBaya

Baacue IlpizBume Im'a Ilo-6aTbKOBI:
1. Kypkina OkcaHa BikTropiBHa

2. Kurkina Oksana Viktorivna

KBasmigikamis:

InenTudikarop ORCID ID: He 3acrocosyerbcs
Bup, pucepranii: kanguzaar Hayk
AcnipaHTypa//IOKTOpPaHTypa: Hi

IIIn¢dp HaykoBOi cneniaabHOCTI: 03.00.06
Ha3Ba HayKoBOi CcIeniaJbHOCTI: Bipycosoris

T'anyss / ramysi 3HaHB. He 3aCTOCOBYETHCS

OcBiTHBO-HayKOBa Mporpama 3i creniaJbHOCTI: He 3acTocoByeTbCs

JaTa 3axucry: 21-03-2012

CreniaJbHICTh 32 OCBiTOO: 7.04010201
Micue po6oTH 3400yBaya: BAT "BIOPAPMA"
Kopg 3a €IPIIOY: 36273281

Micue3Haxoa KeHHs: 03038, Kuis, Bys. M. AMocoBa, 9

dopma BaacHOCTI:
Cdepa ynpasiriHHS:

ImenTudikarop ROR: He zacrocoyerbcs



I11. BimomMocTi mpo opranizariiio, e Big0OyBcsl 3aXHCT

IIudp cnenianizoBaHoi BYU€HOI pagH (Pa30Boi CleliaJai30BaHOI BYEHOI pazu): [l 23.233.01
IloBHe HaliMeHYBaHHSI IOPHUAHUYHOI OCOOH:

Kop 3a €IPIIOY:

Micue3HaxoaKeHHS:

dopma ByracHoCTI:

Cdepa ynpasiriHHS:

InenTudikarop ROR: He zacrocosyerscs

IV. BimomocTi Ipo niznpueMcTBO, YCTaHOBY, OpraHi3alliio, B sIKi# 0yJ10
BHKOHAHO JHCEPTaIlilo

IloBHe HaliMEeHYBaHHSI IOPHUAHUYHOI 0COOM: IHcTUTYT MiKpOGioIorii i Bipycosorii im. J1.K. 3a6os0THOrO
HAH Ykpainu

Kopg 3a €IPIIOY: 05417087

Micue3Haxoa>KeHHs: 03680, m. Kuis MCII, BYJI. 3a60Ji0THOTrO, 154

dopma By1acHoCTI:

Cdepa praBJIiHHﬂZ HaujonanbHa akageMisd HayK YKpaiHu

InenTudikarop ROR: He zacrocosyerscs

V. BimomocTi npo guceprauiio
Mosga guceprarii:
Koau TemaTHYHHUX PYOPHK: 34.25.23

Tema gucepranii:
1. ®izuko-ximiuHi Ta 6i0J10TiUHI BIacTUBOCTI crienudivHOro iMyHOr100y1iHy IPOTU BipyCy repriecy 3BU4anHoro 1-ro

TUITY

2. Physico-chemical and biological properties of Anti-Herpes simplex virus type 1 immunoglobulin

Pedepar:

1. Inceprauis npuceg4YeHa po3po61i npenapary IpoTH BipyCy reprecy 3BU4aiHoro 1-ro Tuiy Ha OCHOBI
iMyHOTJ100yJliHY JIIOAVHY Ta XapaKTePUCTULi MOro (PisuKo-xiMidHMX Ta 6i0JIOTiYHUX BIaCTUBOCTEN. PO3pobieHnit
METOJ], COJIbBEHT /JleTepreHTHOI iHaKTHBallii BipyciB B Ipenapartax iMyHOr106yJ1iHiB Ta yMoBY XpomaTorpadidHoro
OYMILEHHS. BinnpanpoBaHO ONTUMAJIbHI KOHLEHTpPALlii, TEMIIEPATYPHI Ta 4aCOBI PEKUMU METOy. BCTaHOBIJIEHO, IO
po3pobeHui MeToy, 3abe3neyye iHaKTUBAlli0 HIOHANMEHIIe YOTUPhOX Hailbinbil Hebe3neyHux Bipycis: BI'C, BI'B,
BIJI-1 ta BIJI-2 Ta 3a6e3neuye edpekTuBHY iHakTHBali0 o6om0oHKoBUx JJHK Ta PHK-BMicHuUX BipyciB. Po3po6sieHo
HAyKOBi KpUTEPii CTBOPEHHS crleludiyHOro CTaHIapTHOTO iIMyHOTJIO0YJIiHY, SIKi BKJIIOYAIOTh B ce6€e JOCIIiIKEHHS
BMICTY aHTUTIJI IO BipyCy B 3pa3Kax I1J1a3MU KPOBi JOHOPIB Ta IPOMIKHUX NPOIAYKTaX. [IpoBeneHa KijbKiCHa OLiHKa
(TuTp) anTU-BI'3-1 aHTUTIN B Mpenaparax crnenr@iyHoro iMyHorn06yaiHy Ta BCTAHOBJIEHA aKTUBHICTb, KOTpa

cta"oBuTs Ginbie 1:80000 3 inmexkcom aBigHOCTI 92 - 99,7%. CTBOpEeHa eKCliepuMeHTaIbHa cepis crienudivHOoTo



iMyHOr100y1iHy tpotu BI'3-1 3 TuTpom anTutin 1:113 000 3 ingexkcom aBigHOCTI 99,7%, (PisuKo-XiMiuHMI aHA3 KOl
[I0Ka3aB BUaJIeHHs! 3aJIMIIKiB TpU-H-6yTuadocdarty i nonicopbary 80 Ta LO3BOIUB BCTAHOBUTU BULIMI PiBEHb
ftoro ¢ppaxuifiHoi i1 e1eKTPOPOPETUUHOI OJHOPIIHOCTI, 6inbIly KiNIbKiCTh MOHOMEPHOI (OPMU Y IIOPiBHSHHI 3
METOJaMU TPAAMLiIHOI OUMCTKU iIMyHOIJIOOYJIiHIB, IO CYTTEBO MOKpallye HOro gKicTb. B cucTeMi in vitro nokazaHo
BipyCiHaKTHBYIO4a J1ig po3po6JeHoro npenapary Ha mogesi BI'3-1 (mtam YC), sk 3a npodinakTUYHOI TaK i
JIiIKyBaJIbHOI CXeMU JociinkeHHs. Po3pobseHa Ta 3aTBepakena 1 "lleHTp imyHoGios0riyHuX npenaparis”
HeoOxiJlHa HayKOBO-TeXHiYHA JOKyMEHTAllisl HA CTBOPEHUH crielu@iuHuil Ipenapar iMyHOTIJI00yJIiHy JII0gUHA
IIPOTHU BipPyCy reprecy 3BU4anHOro 1-ro Tuily, a CaMme TEXHOJIOTTYHUIN PETJIAMEHT BUTOTOBJICHHS, aHAJIITUYHA

HOPMAaTUBHA JOKYMEHTAllis Ta iHCTPYKLis 10 BUKOPUCTAHHIO NIPEnapary

2. The present study is dedicated to elaboration of the immunoglobulin medication for treatment diseases caused
by Herpes simplex virus type 1 and characterization its physico-chemical and biological properties. The method of
solvent /detergent viral inactivation in immunoglobulin preparations and conditions of chromatographic
purification were developed. Optimal conditions of the elaborated method were optimized. It is ascertained,
elaborated method inactivates at least four of the most dangerous viruses: HCV, HBV, HIV-1 and HIV-2; and
efficiently inactivates DNA- and RNA-containing enveloped viruses. Scientific criteria for creation of specific
standard immunoglobulins were developed. These include determination of anti-virus antibodies in samples of
plasma of donor blood and intermediate products. The quantitative assay of anti-HSV-1 antibodies (titer) in
specific immunoglobulin preparations was carried out and the activity, which is equal 1:80000 with avidity index in
99,7%, determined. Experimental series of specific anti-HSV-1 immunoglobulin preparation with the antibody titer
1:80000 and 99,7% avidity index was manufactured. Physico-chemical analysis has shown successful removal of
residues of tri-n-butylphosphate and polysorbate 80, higher degree of fractional and electrophoretic homogeneity
and higher content of monomers in comparison to traditional techniques of the immunoglobulin purification, that
essentially improved it quality. It was demonstrated in vitro, elaborated preparation on the model of HSV-1 strain
US had virus inactivating properties both for prophylaxis and treatment circuitry of studies. The IG medication in
the medical scheme of treatment was active in a range of dilutions of 1:16 - 1:256, and, it should be noted, that even
in the dilution of 1:1024 20% inhibition of viral replication observed. The scientific-technical documentation at the
elaborated anti-herpes preparation was developed, namely: Analytical Normative Documentation on the "Human
anti Herpes simplex virus type 1 immunoglobulin”, Technological Regulations for drug manufacturing, "User
manual of anti-HSV-1 immunoglobulin”

Jep>kaBHHHM peecTpauiiiHuii Homep [IiP:

IIpiopuTeTHHI HaNIpSIM PO3BUTKY HayKH i TEXHIKH:
CrpareriyHui# NpioOpHTETHHUI HAIIPSIM iHHOBaLiHHOI AiSJILHOCTI:
ITizcyMKH JOCTiI>KEeHHS:

Iy6stikamii:

HaykoBa (HayKOBO-TE€XHiYHa) MPOAYKILis:
ConiasIbHO-€KOHOMIYHA CIIPSIMOBAHICTh:

OxopoHHi goKymeHTH Ha OIIIB:

BrnpoBaakeHHS pe3yJIbTaTiB AHCepTalii:

3B's130K 3 HAYKOBUMH T€MaMH:

VI. BizomocCTi Ipo HayKOBOr0 KEPiBHHKA /KEPiBHHUKIB (KOHCYJIbTAHTA)



Baacwue IlpizBumie Im's Ilo-6aTbKOBI:
1. Hecreposa Hagis BitaniiBHa

2. Nesterova Nadiya Vitaliivha

KBasmigikamis: k.6.1., 03.00.06
Imentudikarop ORCID ID: He zacrocoyerbcs
JoparkoBa iHdopmamist:

TloBHe HaliMeHYBaHHS IOPHIHYHOI 0COOH:
Kopg 3a €IPIIOY:

Micue3Haxoa KeHHS:

dopma ByTacHOCTI:

Cdepa ynpasiriHHS:

InenTudikarop ROR: He zacrocosyerscs

VII. BizomocTi npo odiiiHUX OTIOHEHTIB Ta pelleH3€eHTiB
OdiuiiiHi OIOHEeHTH
Baacue IlpizBume Im'a Ilo-6aTbKOBI:

1. 3apopo>kHa BikTopis IBaHiBHa

2. 3apopoykHa BikTopis [BaHiBHa

KBasigikanis: n.men.n., 03.00.06
InenTudikarop ORCID ID: He 3acrocosyerbcs
JopaTrkoBa iHdpopmamist:

IloBHe HaliMeHYBaHHSI IOPHUAHUYHOI OCOOH:
Kopg 3a €1PIIOY:

Micue3Haxoa KeHHS:

dopma ByracHoCTI:

Cdepa ynpassriHHS:

InenTudikarop ROR: He zacrocosyerscs

BiacHe IIpizBuie Im'sa I1o-6aThKOBI:
1. MakcuMeHok OjyieHa BasneHTuHiBHa

2. MakcumeHnok OJsieHa BasieHTUHIBHA

KBasmigikamis: k.6.1., 03.00.06
Imentudikarop ORCID ID: He zacrocoyerbcs
JoparkoBa iHdpopmamist:

IloBHe HaHMEHYBaHHS IOPHIHYHOI 0COOH:



Kopg 3a €IPIIOY:
Micue3HaxoaKeHHS:
dopma BaacHOCTI:
Cdepa ynpasiiHHS:

Imentudikarop ROR: He zacrocoyerbcs

PeuenseHTu

VIII. 3aKkJIl04Hi BiZoMOCTi
ByacHe IlpizBuiie Im's ITo-6aTbKOBI
TOJIOBH pajgu

BiiacHe IIpi3Buine Im'sa Ilo-6aThKOBI
rOJIOBYIOYOTO Ha 3aciJaHHi
BignoBigasibHuUI 3a MiATOTOBKY

00JIIKOBHX JOKYMEHTIB

Peectparop

KepiBHuKk Bigginy YKpIHTEI, mo €
BiZIOBiZasIbHUM 32 peecTpallilo HayKOBOi

OisIIBHOCTI

Iyruncbka 'annna OnekcangpiBHa

Iyrunceka I'anuna OnekcaHapiBHa

IOpuenko T.A.



