O0Js1ikoBa KapTKa aucepTaii

I. 3arasibHi BimOMOCTI

Jep>kaBHUH 00J1iIKOBHI HOMeP: 0413U000638
Oco006J1uBi TO3HAYKH: BinKpura

JaTa peectpauii: 25-05-2012

Craryc: 3axumeHa

PexBi3utu Hakasy MOH / Haka3y 3aKjazy:

I1. BizomocrTi nipo 3700yBaya

Baacue IlpizBume Im'a Ilo-6aTbKOBI:
1. CrapueHko Mapwuna I'eopriiBHa

2. Starchenko Maryna Georgievna

KBasmigikamis:

InenTudikarop ORCID ID: He 3acrocosyerbcs
Bup, pucepranii: kanguzaar Hayk
AcnipaHTypa/JIOKTOpPaHTypa: Tak

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

Jdara 3axucTy: 04-03-2013

CnenianpHICTD 32 OCBIiTOIO:

Micue po6oTH 3400yBaya: TOB"VHiBepcasbHe areHTCTBO TIPOdapm”

Kopg 3a €IPIIOY: 34414427

Micue3Haxoa KeHHs: 01042 m.Kuis, Bys.ITaTpica Jlymym6wu, 15 A

dopma ByracHOCTI:

Cdepa yIIpaBJ'IiHHﬂ: MiHiCTepCTBO OXOPOHU 3I0POB'S YKpaiHu

InenTudgikarop ROR: He zacrocosyerscs



I11. BimomMocTi mpo opranizariiio, e Big0OyBcsl 3aXHCT
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IV. BimomocTi Ipo niznpueMcTBO, YCTaHOBY, OpraHi3alliio, B sIKi# 0yJ10
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V. BizomocTi npo gucepraniio
MoBga guceprariii:
Koau TemaTHYHHX PYOPHK: 76.31.29

Tema gucepranii:

1. HaykoBO-MeTOIMYHi MiZIXOAM O OpraHisalii Ta NpoBeieHHs KIiHiYHMX BUITPOOYBaHb 32 y4acTi 30POBUX
IIOOPOBOJIBLIIB

2. Scientific-methodical approaches to organization and conducting of clinical trials with participation of healthy
volunteers

Pedepar:

1. Incepranifina po60Ta IpUCBIY€Ha OOIPYHTYBAHHIO TA BUPIIIEHHIO aKTyaJbHOI HAYKOBOI IIPOGJIEMH, SIKA I10JISITaE
B p03po011i HAYyKOBO-METOAUYHUX MiXOiB 10 OpraHisauii Ta mpoBeeHHs KIiHIYHMX BUNIPOOYBaHb 3a y4acTi
3/10pOBUX LOOPOBOJIbLB. [I[poBEIeHO KOMIIJIEKCHE HAYKOBE JOCIIiIKEHHs OpraHizaliflHO-eKOHOMIYHUX aCIIeKTiB
crenriYHUX KIIiHIYHMX BUNIPOOYBaHb - KJIiHIYHUX BUIIPOOYBAHb 33 YYaCTi 3[J0POBUX JOOPOBOJILLIB. PO3p061€eH0
HayKOBi METOM0JIOTIYHI MiAX0IX A0 OpraHizalifHuX i (iHaHCOBO-€KOHOMIYHMX ACTEKTIB KJIiHIYHUX BUITPOOYBaHb 32
y4acTi 370pOBUX JOOPOBOJIBLIIB: METOIMKY KOMIIJIEKCHOI OL[iHKY MiCIb IIPOBEAEHHS JOCIIiIKeHb 3a Y4aCTi
3/10pPOBUX LOOPOBOJIBLIIB, KOMIIJIEKCHY MOJIE€JIb KOMIIEHCallii 310POBUM J,0OPOBOJIbLSIM i METOUKY ii pO3PaxyHKYy.
BusnaueHno npodeciiiHi KoMmIeTeH1ii MOHITOpa KJIiHiYHOrO BUIIPOOYBAHHS, PO3POOJIEHO MOJEb AisJIbHOCTI
KJIiHIYHOTO NpOoBi3opa y cdepi KIiHiYHNX BUIIPOOYBaHb JIiKapCbKUX 3aC06iB. PO3p06s1€HO Ta BIIPOBAIKEHO B

IIPaKTHKy [IpOrpaMy TPEHIHI-Kypcy 1151 KIIiHIYHMX ITPOBi30piB i PaxiBLiB y cdepi KIiHIYHNX BUIIPOOYBaHb



JIiKapCbKUX 3aCO0iB.

2. The Candidate study is dedicated to feasibility and resolving of scientific problem that involves the elaboration
of scientific-methodological approaches to organization and conducting of clinical trials with participation of
healthy volunteers. The complex scientific research of organization-and-economic aspects of specific clinical trials
- clinical trials with participation of healthy volunteers was conducted. The function of clinical trials within the
evidentiary medicine and evidentiary pharmacy was defined; the conceptual framework of generic medicines
research was developed and justified; general structure of clinical trials with the participation of healthy
volunteers was defined. The scientific-methodological approach to organizational and finance-economic aspects
of clinical trials with the participation of healthy volunteers was developed: the framework of complex evaluation
of clinical trials with the participation of healthy volunteers, complex compensation model for healthy volunteers
and its calculation methodology. The conceptual framework of clinical pharmacist activity in the clinical trials of
medicines and professional competention of monitor area was developed. The training program for clinical
pharmacists and qualified specialists in clinical trails was developed and implemented.
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VII. BigomocTi npo odinilfiHuX ONOHEHTIB Ta PELeH3€HTIB
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VIII. 3akr04Hi BimoMocTi
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TrOJIOBH pajgu
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Tosnouko BaneHTH MuxanaoBuyg
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