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Baacue IlpizBume Im'a Ilo-6aTbKOBI:
1. ParymHa Kcenig JleoHTiiBHa

2. Ratushna Kseniia Leontiivna

KBasmigikamis:

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

IIIndp HayKoBOi cneniagabHOCTI: 15.00.01
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dapmaris

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

OcBiTHBO-HayKOBa IIporpama 3i creniaJbHOCTI: He 3acTocoByeTbcs

Jdara 3axucrTy: 10-12-2015

CnenianpHICTD 32 OCBIiTOIO:

Micue p060TI/l 3a06yBaqa: HaunioHanbHuii (papmaleBTUYHUN YHIBEPCUTET

Kopg 3a € IPIIOY: 02010935

Micue3Haxoa KeHHs: 61002 m.XapkiB, Bys.ITymkiHcbKa, 53

dopma ByracHOCTI:

Cdepa yIIpaBJ'IiHHﬂ: MiHiCTepCTBO OXOPOHU 3I0POB'S 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
Kopg 3a € IPIIOY: 02010935

Micue3HaxoaKeHHs: 61002 m.XapkiB, By/LITymkiHcbKa, 53

dopma ByracHOCTI:
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InenTudikarop ROR: He zacrocosyerscs

V. BizomocTi npo gucepraniio
MoBga guceprariii:
Koau TemaTHYHHX PYOPHK: 76.31.35

Tema gucepranii:
1. HaykoBO-MeTOIMYHI MifX0AU 10 YIPABJIiHHS JAaHUMU I1PU KIIIHIYHUX JOCHIIKEHHSX JIiIKapCbKUX 3aC00iB

2. Scientific and methodical approaches to data management in clinical researches of medicines

Pedepar:

1. Inceprarist NpuCBAY€Ha TEOPETUIHOMY OOI'PYHTYBAHHIO Ta PO3pOOLI HAYyKOBO-METOANYHUX MiAXO0iB 1O
HaJIeXKHOTO yIPaBJliHHS KJIiHIYHUMU NaHUMU OLIiHKY [1I0Ka3HUKIB JIIKapChbKUX 3aCO0iB Ha 3acafiax iHTerpariii
Cy4aCHHUX BUMOT JI0 OpraHisalii KJiHiYHMX BUIIPOOYBaHb i KOHLIENTYaIbHUX 10JI0KEHDb IIPOEKTHOTO MEHEIPKMEHTY
Ta yNpaBJIiHHS SKiCTI0. Briepie po3po6seHo CTPYKTypy iHhOpMaLiiiHOI cuCTeMHU Y KIIiHIYHOMY BUIIPOOYBAHHI, a
TaKOX I[IPOL€CHY MOJI€JIb YIIPABJIiHHS KJIIHIYHUMHU JAHUMU Ha MicLi IpoBeeHHSs OCIiI>)KeHHS! JIiKapCbKUX 3aCO0iB.
JocnimkeHo ¢GakTopy 1 TUNY PU3UKIB 11715 SIKOCTi JAHUX NPU KJIiHIYHUX BUNIPOOYBAHHSX JIIKAPChKUX 3aCO0iB Ta
3aIIPONIOHOBAHO MOJIEJIb YIIPABJIiHHS TaKUMU PU3MKAMU, METOANYHI MiIXOOM A0 iX OLiHKU Ta IPOTHO3YBaHHI.
Onpaip0BaHO METOAWYHI MiAXOIU IO PerjlaMeHTallii MpoLeciB Ha MicClii MPOBeEHHS JOCiI)KEHHS JIKapChKOTO
3aco0y, Ha 6a3i SK1UX CTBOPEHO HU3KY CTAaHJAPTHUX OllepaliliHuX IIpoLeAyp 3 YIIpaBiliHHA KIiHIYHUMU JaHUMMU.

2. For the first time there were theoretically substantiated and developed methodical approaches to proper data
management on the bases of integration of modern requirements to clinical trial organization and concept

positions of project management considering international quality management standards. For the first time there



were developed the structure of informational system of clinical trials and the process model of clinical data
management within quality management system at the trial site. Risk factors and types of risks for clinical trial
data were investigated. The model of risk management process and methodical approaches to forecasting risks
were proposed. Methodical approaches to process regulation at the trial site were adapted, on the bases of which
range of data management standard operation procedures were developed.
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VII. BigomocTi npo odiifiHuX ONOHEHTIB Ta PELeH3€HTiB
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PeuenseHTu

VIII. 3aKkJII04Hi BiZoMOCTi
BiiacHe IIpizBuie Im'sa Ilo-6aTbKOBi

roJIOBH pagu

BiiacHe IIpi3Buie Im'sa ITo-6aTbKOBI

roJIOBYIOYOrO Ha 3aciJaHHi

BignoBigasibHHUI 3a MiATOTOBKY

00JIIKOBHX JJOKYMEHTIB

PeecTparop

KoTtBiupka Anna AHaTosiiBHa

Kortgilpka Asnsia AHaTomiiBHa



KepiBuuk Bigginy YKpIHTEI wo e
BiZITIOBiZaIBHUM 3a peecTpallilo HayKoBoi IOpuenko T.A.

JisiIbHOCTI




