O0Js1ikoBa KapTKa aucepTaii

I. 3arasbHi BimOMOCTI

Jep>kaBHHH 00J1iIKOBHI HOMep: 0821U100644
Oco06J1uBi TO3HAYKH: BinKkpura

JaTa peecrtpamnii: 23-04-2021

Craryc: 3axumeHa

PexBi3utu Hakasy MOH / Haka3y 3aKjazy:

I1. BizomocrTi nipo 3700yBaya

Baacue IlpizBume Im'a Ilo-6aTbKOBI:
1. Tletpyc Bacuib Bacunbosuy

2. Petrus Vasyl Vasyliovych

KBasmigikamis:

InenTudikarop ORCHID ID: He sactocosyerbcs

Bupg, pucepranii: nokrop dinocodii

IIIu¢p HayKOBOi CIENiaIbHOCTI: 226

Ha3zBa HayKoBoi creniaJbHOCTI: ®apmauis, npomuciosa dpapmaris
Tany3b / rajysi 3HaHb:

OcBiTHBO-HayKOBa IMporpama 3i creniaJbHOCTI: He 3acTocoByeThCH
Jara 3axHcTy: 06-04-2021

CreniaJbHICTh 32 OCBITOIO: XiMiK

Micue po6oTu 3400yBava: TOB "Copapma Ykpaina"

Kopg 3a €IPIIOY: 38323318

MicueSHaxo,T.pKeHHﬂ: Bynuug [TPYPIYHA, 6ynunok 9, M. Kuis, 04213, Ykpaina
dopma By1acHoOCTI:

Cdepa ynpasiiHHS:

InenTudikarop ROR: He zacrocosyerscs

CeKTop HayKH: He 3aCTOCOBYETHCS




I11. BizomMocTi mIpo aucepraiiiro

IIIudp cnenianizoBaHoi BYU€HOI pagH (Pa30Boi Creniagi3oBaHOi BY€HOI pazu). 1O 64.605.016
IloBHe HaliMeHYBaHHSI IOPHUAHUYHOI 0COOM: HaujoHanbHuil papMaleBTUYHMI YHIBEPCUTET

Kopg 3a €IPIIOY: 02010936

Micue3HaxoaKeHHS: By [Tymkincebka, 6y1. 53, M. XapkiB, XapKiBCbKuil p-H., XapkiBcbka 0671, 61002, Ykpaina
dopma ByracHoCTI:

Cdepa ynpaBiriHHS: MiHiCTEPCTBO OXOPOHH 3710POB ' YKpaiHu

InenTudikarop ROR: He zacrocosyerscs

CeKTop HayKH: He 3aCTOCOBYETHCS

IV. BizomocTi ripo miznpueMcTBO, yCTaHOBY, OpraHisalliio, B sIKii 0yJ10
BHKOHAHO JHCEPTaIlilo

IloBHe HaliMEeHYBaHHS IOPHUAHUYHOI 0COOM: HaujoHanbHuil papMaLeBTUYHUI YHIBEPCUTET

Kopg 3a €IPIIOY: 02010936

Micue3HaxoaKeHHS: ByJ. [TymkiHceKa, 6yz. 53, M. XapkiB, XapkiBcbKuil p-H., XapkKiBcbKa 0011., 61002, Ykpaina
dopma ByracHoCTI:

Cdepa yIIpaBJIiHHﬂ: MiHicTepCTBO OXOPOHU 3/10POB 51 YKpaiHu

InenTudikarop ROR: He zacrocosyerscs

CeKTOop HayKH: He 3aCTOCOBYETHCS

V. BimomocTi npo guceprariio

Mosga aguceprarii:

Koau TemaTHYHHUX PYOpPHK: 76.31.30

Tema gucepranii:

1. Opranizauis Tpancdepy aHaTiTUIHOI METOAMKY Ha (apMaLieBTUYHOMY MiATIPUEMCTBI

2. Organization of the transfer analytical procedure on pharmaceutical company

Pedepar:

1. Incepraniiina po60oTa IpucBsYeHa po3poblii HAyKOBO OOIPYHTOBAHOI KOHLENIii opraHizauii Tpancepy
aHATITUYHOI METOJIMKY KiJIbKiCHOTO BU3HAYEHHS aKTUBHOTrO (hapMaljeBTUYHOTO iHIpeJieHTa B TabJIeTKax, TOKPUTUX
IJ1iBKOBOIO 0DOJIOHKOIO, 3 1abopaTopii po3pobku 1o jsadbopaTopii KOHTPOJIIO SIKOCT] Ha (papMarieBTUIHOMY
HignpremMcTsi YKpainu. KpuTu4yHMii aHasli3 BCTAaHOBUB, IO B PAMKaX «KJIACUYHOTO» IMiAXO4y A0 Basijganii Iinb
IleMOHCTpallii NpUIaTHOCTI He Oysa pocarnyrta. Iligxin IOV nocaigoBHO peasnizyBaBs Lo Liijlb B paMKax
«kyacuyHoro» nigxony. Hosui ninxin «Life Cycle» BinMoBHBCS Bif 3arasbHO IPU3HAHOTO HA MDKHAPOZHOMY PiBHIi
«KJIACUYHOTO» MifX0Jy i 3allpONOHYBaB CYyTTEBI CUCTEMHI IIOKPALIEHHS Y MOPiBHSIHHI 3 «KJIACUYHUM» MTiIXOIOM 10
Baslizauii, ajyie B MpaKTU4HINA peasisanii «ieMOHCTpalii IPUIATHOCTI» He Jocar uiei uini. Tomy 115 BUpilIeHHS

icHylounx mpo6sieM Ta po3po6KK HayKOBO-06I PyHTOBaHOI KoHIemnlii TpaHcdepy 6ys10 3apONOHOBAHO CIIMPATUCS



Ha 6a3y «KJIaCUYHOTO» MiAX0Ay IO Baylifaliii, IK MiDKHapOogHO BU3HAHOTO MiX0AY, i 06’eIHYBATH NOCATHEHHS
ninxony J®V i minxony «Life Cycle». Konnenuis Tpancdepy 6ysna chopmysiboBaHa HACTYITHUM YMHOM: 1IiJlb
TpaHcepy - NiATBEPIKEHHS B MiHIMAJIbBHOMY €KCIIEPUMEHTI TOTO, 1I0 3HAHHS [IPO aMIIiTyly YAHHUKIB
BapiloBaHHS, OlepXaHi B nepenaoyiil cropoHi (Sending Unit - SU) 3acTocoBaHi J1s IpUMaodoi CTOpOHU
(Receiving Unit - RU).

2. Thesis work is devoted to the development of scientifically based concept of transfer organization of analytical
procedure for assay determination of active pharmaceutical ingredient in film-coated tablets from the
development laboratory to the quality control laboratory at the pharmaceutical plant of Ukraine. A critical analysis
found that the goal of demonstrating suitability was not achieved within the "classical" approach to validation. The
SPU approach has consistently implemented this goal within the framework of the "classical" approach. The new
Life Cycle approach abandoned the internationally recognized "classical” approach and offered significant systemic
improvements over the "classical" approach to validation, but did not achieve this goal in the practical
implementation of the "demonstration of suitability". To solve the existing problems and for development of
science-based concept of transfer, it was proposed to rely on the basis of “classical” approach to validation, as an
internationally recognized approach, and to combine the achievements of SPU approach and “Life Cycle”
approach. Concept of transfer was formulated as follows. Purpose of transfer is to confirm in minimal experiment
that knowledge of variation factors amplitude obtained in the Sending Unit (SU) is applied to the Receiving Unit
(RU).
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