Lpinkuna Anacracusi BajseporeBna
MeTtoauueckue moaxoabl K papManeBTHYECKOI pa3padoTKe U BHEPEHHUIO B
NMPOU3BO/JCTBO HOBOI'O JICKAPCTBEHHOI'0 CPEACTBA

Ha ocHoBe mpoBe1IeHHOTO KOHTEHT-aHAIM3a U TEOPETUUECKOTO 0000IIEHUS HAYYHBIX
nyOnukanuii O6buta copMUpOBaHa MPOTrpaMMa HCCIEAOBAHUS COBPEMEHHBIX AaclEeKTOB
npoueccoB (hapMaleBTUYECKON pa3pabOTKH W BHEAPEHHsS] HOBBIX ISl MPOU3BOIUTENS
nekapcTBeHHbIX cpeacts (JIC). Bnepsoie papmaiieBruueckas paspadotka (DOP) u BHeapeHHe
HOBBIX JIC mpencTaBieHbl Kak IMOATANHAs B3aMMOCBS3b MPOLECCOB U COCTABIISIOIIMX
MPOLEypP, YTO MO3BOJIMIIO CTPYKTYPUPOBATH U (HOPMAIM30BaTh MOAXO0/IbI K UX OpraHu3aliu
Ha OCHOBAHUU MPOLIECCHOIO MOJX0JA U JIOTUKO-AHAIUTHYECKUX MPUHIIUIIOB HAIPABICHUS
MaTepUaIbHOTO U MH(OPMALIMOHHOTO MOTOKOB. OMUCaHBI 3JIEMEHTHI CUCTEMBbI, BBISIBJICHBI
B3aMMOCBSI3M MEXIY HUMU U (DAKTOPHI, BIUAIOIINE HA OPTaHU3aInIo U ocyiiecTBieHne OP.
OmnpeneneHbl OCHOBHbIE OPraHU3ALMOHHBIE CTPYKTYpPhI IEPCOHANA, 331€MCTBOBAHHOTO MPHU
npoBeneHnn OP, a Taxke NPUHLMIBI UX NPUMEHEHUS B COOTBETCTBUU C YCIOBHSIMU
BHYTPEHHEU CpeJlbl OpraHu3aluu-IIPOU3BOIUTENS U CIOKHOCTBIO PEATM3YyEMOTO MPOEKTA.
JlokazaHa BO3MOXXHOCTb NPHUMEHEHHUSI MeToJa (PYHKIMOHAIBHOTO MOJEIUPOBAHUS,
MOCPEACTBOM  HCHOJb30BaHus Tpadudeckoro cranmapra |IDEFO, nmna onmcanus
B3aMMOCBSI3M JI€KOMIO3ULIMM d3jieMeHTOB @P wu wmHTerpauumm mnpounecca B LEIOM.
Pa3paboTanbl METOAMUECKUE PEKOMEHAALIMH 1JIs1 IPAKTUUECKUX pa0OOTHUKOB, BKIIIOUAOIIINE
aJIrOPUTM MOCJENA0BATENBHOrO IpoBeAeHus 3TanoB OP u BHeagpenus HoBbix JIC.
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Methodological approaches to pharmaceutical development and introduction of

a new drug into production
Based on the content analysis and theoretical generalization of scientific publications,
we have formed a research program of modern aspects of pharmaceutical development
processes, and the launch of new drugs for the manufacturer. For the first time,
pharmaceutical development (PR) and the launch of new drugs are presented as a step-by-
step relationship of processes and component procedures, which allowed us to structure and
formalize approaches to their organization based on the process approach, logical and
analytical principles directing material and information flows. The elements of the system
are described, the relationships between them and the factors that affect the organization and
implementation of the PR are identified. The main organizational structures of the personnel
involved in the PR are defined, as well as the principles of their application in accordance
with the conditions of the internal environment of the manufacturer and the complexity of
the project being implemented. The possibility of using the functional modeling method by
using the IDEFQ graphical standard to describe the relationship between the decomposition
of PR elements and the integration of the process as a whole has been proved.
Methodological recommendations for practitioners have been developed, including an

algorithm for sequentially conducting the stages of PR and the launch of new drugs.



