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V. BizomocTi npo gucepraniio
MoBga guceprariii:
Koau TemaTHYHHUX PYOPHK: 76.31.30

Tema gucepranii:
1. Opranisauis Tpancepy aHaNTITUYHOI METOAMKHU Ha (apMaLleBTUMHOMY MiAIIPUEMCTBI

2. Organization of the transfer analytical procedure on pharmaceutical company

Pedepar:

1. Inceprariiina po60oTa IpucBsYeHa po3pooiii HAyKOBO OOIPYHTOBAHOI KOHLENIii opraHizauii Tpancdepy
aHaTITUYHOI METOJIUKY KiJIbKiCHOTO BU3HAYEHHS aKTUBHOTO (hapMal|eBTUYHOTO iHIpeJlieHTa B TabJIeTKax, TOKPUTUX
I7IiBKOBOIO 0O0JIOHKOIO, 3 J1abopaTopii po3pobku Ao 1adbopaTopii KOHTPOJIIO IKOCTi Ha (papMaLleBTUIHOMY
HNignpuemcTsi YKpainu. KpuTuyHMM aHasi3 BCTAaHOBUB, L0 B PAMKaXx «KJIACUYHOTIO» MigXO4y OO Basigauii 1iab
IleMOHCTpallii NpuraTHOCTI He 6yna nocsaruyrta. [ligxin J®V nocaigoBHO peasnizyBaB Lo 1iijIb B paMKax
«kyacuyHoro» ninxony. Hosuit nipxip, «Life Cycle» BigMOBUBCS Bifi 3arajbHO IIPM3HAHOTO HA MDKHApOJHOMY PiBHI
«KJIACUYHOTO» MiTX0y i 3alpOIIOHYBAB CYTTEBI CUCTEMHI ITIOKPALIEHHS Y IIOPIBHAHHI 3 «KJIACUYHUMY» ITiAXOL0M 10
Baslizanii, ajie B MpakTU4HIN peaisalii «jeMoHCTpalii IPUIATHOCTI» He focar uiei uini. Tomy 115 BUpilneHHS
icHyl0uMX Ipo6sieM Ta pO3POOKU HayKOBO-OOI'PYHTOBAHOI KOHIEN1ii TpaHc(epy 0yJ10 3alIPOIIOHOBAHO CIIMPATUCS
Ha 6a3y «KJIaCUYHOTO» MiAXoAy [0 Bajlifalii, Ik MDKHapOgHO BU3HAHOTO MiIX0#y, i 00’eIHyBaTU NOCATHEHHS
nigxony J®VY i nigxony «Life Cycle». Konyenuis Tpancepy 6ysa chopmyiboBaHa HACTYITHUM YMHOM: 11iJIb

TpaHcepy — MiATBEPIKEHHS B MiHIMAJIbHOMY €KCIIEPUMEHTI TOTO, 1[0 3HAHHS [IPO aMIUIiTyly YAHHUKIB



BapilOBaHH4, OJIEP>KaHi B riepefaodiil ctopoHi (Sending Unit — SU) 3acTocoBaHi 115 IpUitMaloyoi 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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