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Pedepar:

1. Incepraist npUCBsY€Ha PO3pOoOLi TEOPETUYHUX, METOJUYHUX | HAYKOBO-IIPAKTUYHUX 3aCa[l YIOCKOHAIEHHS
CHCTEMH LIiHOYTBOPEHHS Ha JIiKapchbKi 3acobu (JI3) Ha 3acaziax OLiHKM TE€XHOJIOrii oxopoHu 310poB’s (OTO3, aHr.
Health Technology Assessment — HTA), mo cripusTiMe MiBUIIEHHIO JOCTYIIHOCTI JIiKiB IJ1s1 HaceJIeHHs YKpaiHu Ta
ix palioHasBHOMY 3acTOCyBaHHI0. OBIPYHTOBAHO TEOPETUKO-TIPUKIIAIHI IIiAXOHU IOA0 PO3POOKU MoZei
uinoytBopeHHs Ha OJI3 y KoHTekcTi ynposamkeHHd OTO3. 3anponoHoBaHa y3arajbHeHa MOJellb pe(pepPEHTHOTO
L[iIHOyTBOPEHHS Ha IpenapaTy iHCYJIiHiB, 0 nependayae o6 pyHTYBaHHS BUOOPY KpaiH, KpUTEPiiB po3nominy
npernapariB Ha pedepenTHi rpynu (PI') Ta meTonuku BusHayeHHs PLI, ynpoBaiKeHHs SIKOi J03BOJIsI€ CYTTEBO
nigsumuyTy goctynsicts OJI13. Po3pobseHo 6i3Hec-nipouec popmyBaHHs peectpy Pl (LiH BigIKOgyBaHHS) Ta
CTaHAApTHY onepauiiiny npouenypy (COIT) dopmyBaHHS LiiH Ha Ipenaparty iHcyJliny. Po3po6yeHo HayKOBO-

MEeTOJWYHI IiAX0AM 040 YIOCKOHAJIEHHS HalaHHs ¢apMalleBTUYHOI IOIIOMOTY XBOPUM 33 YMOB peastizarii



IiJIOTHUX MPOEKTIB Ta YPSAIOBUX IIPOrpam i3 peepeHTHOro LiHOYTBOPEHHS Ta BiJIIKOAYBAaHHS BapTOCTi JI3.
CucTeMaTu30BaHO Ta y3arajbHeHO Cy4acHi HayKOBO-METONWUYHI MifX0au, pO3p006JIEHO CTPYKTYPY Ta 3MiCT IIPOEKTY
ranyseBoro crangapry 3 OTO3. 3anpornoHOBaHO KOHLEINTYyaslbHi 3acajiy IO0A0 MexaHi3MiB 3ab6e3redyeHHs peasisalii
nporpamu ynposagxeHHst OTO3. Po3pobisieHo nopsagok nposeneHHst OTO3, sKkuii MOKJIALEHO B OCHOBY IIPOEKTY
rnocraHoBu «I1po 3arBepuxeHHs [1opSAIKY IPOBENEHHS NEPKABHOI OLIIHKY MEIMYHUX TEXHOJIOTIN», 3aTBEPIKEHOI
KMV 23.12.2020 p. N2 1300. 3anponioHOBaHi METOIMYHI MTiAXO¥ 10 MPOBeAEHHS 1iHOBOi Ta hapMaKOEKOHOMIYHOI
olLiHKM JI3 1151 JIiKyBaHHS COLiaJIbHO BaXJIMBUX XBOPOO, Takux, sk CC3, L1]], 3aXBOPIOBaHHS AUXaIbHUX IJISIXiB
touo. Po3po6ieHo KBamiikaLillHy XapaKTepUCTUKY Ta OCBITHIO IIporpamy migrotosku ¢axisuis 3 OTO3 i3

ypaxyBaHHSM MDKHApOAHOTO JOCBIif,.

2. The dissertation is devoted to the development and substantiation of theoretical, methodological, scientific and
applied principles of improving the pricing system for medicines on the basis of health technology assessment
(HTA). Based on the results of the structure and content of the legislative and regulatory framework governing the
pricing of drugs, the systematization of regulations by hierarchy, objects and directions and proposed their
codification. The priority directions of state regulation of drug prices are determined: regulation of surcharges; tax
benefits / discounts; use of reference pricing; orientation of the health care system on the predominant use of
generic drugs; tenders and negotiations, joint procurement, value-based pricing and HTA. An analysis of the
effectiveness of the current system of state regulation of drug prices in Ukraine was conducted. The priority areas
for its improvement in terms of increasing the affordability of medicines have been identified. The basic
methodological bases of application of reference pricing in different countries are generalized. Methods of
calculating the cost of production in domestic and foreign practice were generalized and systematized. A scientific
and methodological substantiation of the socio-economic feasibility of implementing and evaluating the
effectiveness of pilot projects and government programs on state price regulation and the introduction of
reference pricing for drugs. The priority directions of implementation of pilot projects on state regulation of prices
and reference pricing of drugs by the most common nosologies are substantiated. According to the results of the
survey of medical and pharmaceutical workers, an assessment of the current state and problems of pharmaceutical
supply of CVD patients was carried out according to the government's reimbursement program. A generalized
model of reference pricing for insulin drugs was developed. The proposed model provides a rationale for the
choice of reference countries, criteria for the distribution of insulin drugs into reference groups, the algorithm for
calculating the wholesale and reference price (reimbursement prices) for insulin drugs. The business process of
forming the register of reference price (reimbursement prices) and standard operating procedures (SOP) pricing
for insulin drugs is proposed. According to the results of a survey of administrative and production staff of
pharmacies that have licenses to manufacture drugs, the problems of extemporaneous formulation were
investigated. Methodical recommendations on formation of prime cost of drugs of serial production in the
conditions of drugstores were developed. Theoretical and methodological bases of the organization of HTA are
developed, on the basis of which for the first time recommendations to creation of the branch standard of carrying
out HTA are developed, its structure and the maintenance, in particular the basic components concerning pricing
and reimbursement of drugs are substantiated. The materials of the research in the preparation of the draft
Resolution of the Cabinet of Ministers of Ukraine "On approval of the Procedure for state assessment of medical
technologies", in particular, comparative note and regulatory impact analysis. Methodical approaches to price and
pharmacoeconomic evaluation of new and existing health technologies in pharmacotherapy of socially dangerous
diseases (cardiovascular diseases, type I and II diabetes mellitus, etc.) are substantiated. The analysis of drug
availability for CVD treatment using HTA methodology (in particular, clinical and economic analysis, ABC-VEN
analysis, frequency analysis of drug prescriptions) was performed, as well as calculations and analysis of drug price
indices, availability, liquidity and solvency adequacy. An analysis of the state and features of the organization of
public procurement in health care as a tool to ensure the affordability of drugs was conducted. Theoretical and
applied approaches to the development of a pricing model for essential drugs in the context of the introduction of
HTA were substantiated. For the first time, the international experience of training specialists in HTA in the
historical aspect was analyzed and systematized. A basic program for conducting information seminars on the



problems of HTA implementation in Ukraine was developed. According to the results of the survey of health
professionals, the state, problems and prospects of HTA implementation at the current stage of reforming the
industry were studied. The qualification characteristic of the expert on HTA was developed. For the first time, the
main competencies of the specialist, the structure and content of the educational program "Health technologies
assessment” were substantiated.
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