O0Js1ikoBa KapTKa aucepTaii

I. 3arasibHi BimOMOCTI

Jep>kaBHHH 00J1iKOBHI HOMep: 0518U000544
Oco006J1uBi TO3HAYKH: BinKpura

JaTa peectpaunii: 31-05-2018

Craryc: 3axumeHa

PexBi3utu Hakasy MOH / Haka3y 3aKjazy:

I1. BizomocrTi nipo 3700yBaya

Baacue IlpizBume Im'a Ilo-6aTbKOBI:
1. Pubankid Mukosa BikTopoBud

2. Rybalkin Mykola

KBasigikanis: k. papman, 1., 15.00.01
InenTudikarop ORCID ID: He 3acrocosyerbcs
Bup, pucepranii: nokrop Hayk
AcnipaHTypa//IOKTOpPaHTypa: Hi

IIIndp HayKoBOi cneniagabHOCTI: 15.00.01

Ha3Ba HayKoOBOi CIIEeLLiaJIbHOCTI: TexHooris JIiKiB, OpraHisariis papmaieBTUYHOI CITpaBy Ta Cy/10Ba

dapmaris

T'asmy3sp / ranysi 3HaHB. He 3aCTOCOBY€ETbCS

OcBiTHBO-HayKOBa IIporpama 3i creniaJbHOCTI: He 3acTocoByeTbcs

Jara 3axucTy: 18-05-2018

CneniaJbHICTh 3a OCBITOIO: inxkeHep-6i0TexHOIOT

Micue p060TI/l 3a06yBaqa: HaunioHanbHuii (papmaleBTUYHUN YHIBEPCUTET

Kog, 3a €IPIIOY: 02010936

Micne3Haxoa>KeHHS: By [TymkiHceka, 53, M. XapkiB, XapKiBCbKuii p-H., XapKiBcbka 0671, 61002, Ykpaina

dopma ByracHOCTI:

Cdepa yIIpaBJ'IiHHﬂ: MiHicTepcTBO OXOPOHU 30POB 'Sl YKpaiHu

InenTudgikarop ROR: He zacrocosyerscs



I11. BimomMocTi mpo opranizariiio, e Big0OyBcsl 3aXHCT

Iudp cnenianizoBaHOi BYEHOI pagH (pa30Boi CleNiaai30BaHOi BY€HOI pagH): [ 64.605.02
IloBHe HaliMeHYBaHHSI IOPHUAHUYHOI 0COOM: HaujoHanbHuil papMaleBTUYHMI YHIBEPCUTET

Kopg 3a €IPIIOY: 02010936

Micue3HaxoaKeHHS: ByJ1. [Tymkincebka, 53, M. XapkiB, XapKiBCcbKuii p-H., XapKiBcbka 0671, 61002, Ykpaina
dopma ByracHoCTI:

Cdepa ynpaBiriHHS: MiHiCTEPCTBO OXOPOHH 3710POB ' YKpaiHu

InenTudikarop ROR: He zacrocosyerscs

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

BHKOHAHO JHCEPTaIlilo

IToBHE HaﬁMeHyBaHHﬂ IOPUIHUYHOL 0C00H: HanionanbHuit papmalleBTUYHUIA YHIBEPCUTET

Kog, 3a €IPTIOY: 02010936

Micue3HaxoaKeHHS: ByJ. [TymkiHceKa, 53, M. XapkiB, XapKiBCbKUl p-H., XapKiBcbka 06J1., 61002, Yxkpaina
dopma ByracHOCTI:

Cdepa yIIpaBJIiHHﬂZ MiHicTepcTBO 0XOpOHM 31,0pOB st YKpaiHu

InenTudikarop ROR: He zacrocosyerscs

V. BizomocTi npo gucepraniio
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Tema gucepranii:

1. HaykoBe Ta ekcrieprMeHTalbHe OOIPYHTYBAaHHS CKJIay Ta TEXHOJIOTI iH'€KIiIIHOTO pO34MHY BaKLIMHU
«Kanpunmonuay njist monepesKeHHs Ta JIiKyBaHHS KaHIUI03Y

2. Scientific and experimental substantiation of the composition and technology of “Candidocyde” vaccine solution
for injection for prevention and treatment of candidiasis

Pedepar:

1. Incepranis npucBgYeHa HAyKOBOMY Ta €KCIIEPUMEHTAIbHOMY OOI'DYHTYBAHHIO CKJIAZly i TEXHOJIOTI iH'€KLIITHOTO
PO3UYMHY BaKLIMHY [J151 IONEPEIKEHHS Ta JIiIKyBaHHS KaHIU03y. 3allpOlIOHOBAHO 3arajbHy METOIOJIOTIYHY
KOHIIeMNlio papmaleBTUYHOi PO3pOOKY iH'eK1iliHOro po3unHy BakuuHY (IPB) 115 nonepemkeHHs Ta JIiKyBaHHS
kanaunoay (I1J1K). Po3po6iieHo 3aranbHy ¢papMakoIleiHy cTaTTio «TepMmiHoJIoris, sIKy BUKOPUCTOBYIOTh Y
MoHorpadisix Ha iMyHOb6i0I0TIYHI JliKapchKi 3aco6mu» (5.2.1) posfiny 5.2 «3arasnbHi TeKCTU Ha 6i0JI0TiYHI JIiKapChKi
3acobu», sKa 3aIylaHOBaHa 1o BHeceHHs y DY 2.0 lonoBHenHs 3. 17151 nmpakTUyHOI MeguuuHy i papmariii cTBOpeHo
IPB nyis TITK. O6rpyHTOBaHO Ta €KCIIEPMMEHTAJIbHO PO3PO6JIEHO IPOMUCIIOBY TEXHOJIOTiI0 BUpOOHUITBA IPB
«Kangupounn» s ITJIK. CkiafeHo TeXHOJIOTIYHY 1 anapaTypHy CXeMU BUPOOHMLTBA. EKCIIepMMEHTabHO
BCTaHOBJIEHO THUII YIIaKOBKU, YMOBH i TepMiH 36epiranns pozpo6seHnoro IPB Ha onosi rpub6is C. albicans and C.

tropicalis. Po3po6ieHo meTonu ineHTudikanii Ta KisibKicHOro Bu3HauU€HHsI BMIiCTy peuoBuH B IPB, nocimkeHo



OCHOBHI ITIOKa3HUKHU SKOCTi, PO3p0O6JIEHO ITPOEKT METOiB KOHTPOJIIO sIKOCTi (MKS). Y3aranbHeHo paHi

iIMYHOJIOTIYHUX Ta 6i0JIOTTYHUX AOCIiIPKeHb 3anporioHoBaHoro IPB «Kanaupounmny.

2. The thesis is devoted to scientific and experimental substantiation of the composition and technology of the
vaccine solution for injection (VSI) for prevention and treatment of candidiasis (PTC). The general methodological
concept for pharmaceutical development of VSI for PTC has been proposed. The general monograph “Terminology
used in monographs on immunobiolo-gical drugs” (5.2.1.) of section 5.2 “General texts on biological medicinal
products” planned to be included into the SPhU 2.0, Appendix 3, has been developed. The VSI for PTC has been
created for practical medicine and pharmacy. The manufacturing specification for “Candidocyde” VSI for PTC has
been substantiated and experimentally developed. The manufacturing formula and technological flowchart has
been worked out. The pack type, shelf life and storage conditions of the VSI developed based on C. albicans and C.
tropicalis fungi have been experimentally determined. The methods for identification and quantitative
determination of substances in VSI have been developed; the basic indicators of quality of the vaccine have been
studied; the project of the Quality Control Methods (QCM) has been elaborated. The data of immunological and
biological studies of “Candidocyde” VSI proposed have been generalized
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