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1. IHTerpauiiHo-1IpaBoBe PEryJIl0BaHHS 00y JIiIKapChKUX 3ac06iB y €Bponeiicbkomy Coro3si

2. Integrative legal regulation of medicines turnover in the European Union

Pedepar:

1. luceprarnis € nepmmMm KOMIVIEKCHUM MCEPTaLiHUM JOCIIIPKEHHSM, SIK€ IPUCBIYEHO iHTETpalifiHO-TIPaBOBOMY
PEryJI0BaHHIO 00iry JlikapCbKUX 3aC006iB. OXapaKTepU30BaHoO, 10 cXeMa 00iry JiKapChbKUX 3aC00iB OXOILII0E
(apmaneBTUYHY PO3POOKY JIiIKAPCBKOTrO 3ac00y, 10 KJIiHiYHI Ta KJIiHIYHI JOCiIKEHHS, PEECTPaLLilo JIiKapCbKOrO
3aco0y, IOCTpeeCTPaLifiHA KOHTPOJIb, BAPOOHULTBO, 306€piraHHs, po3pi6Hy peasizallilo Ta ClIOXXUBAHHSL.
BusHaueHo, 110 CTBOpPEHHS Ta QYHKIiOHYBaHHS €JMHOT0 BHYTPIIHbOI'O PUHKY €Bporneiicbkoro Coio3y BUCTYIIA€e
OCHOBOIO €BpPONENCHKO] iHTerpallii i 3aB[IIKM CUHEPreTUYHOMY €(eKTy PUHKOBA iHTerpallis HaJjae EKOHOMIYHOMY
PO3BUTKY €BPOIENChKUX KPaiH OiIbII JUHAMIYHOTO XapaKTepy. BusBieHO, 0 OOHUM 3 OCHOBHMX iHTE€TpaliliHuX
3aBraHb €Bpornericbkoro Coasy € 3a06e3Me4eHHs B paMKaXxX €IMHOTO BHYTPITHbOTO PUHKY BiIbHOTO PyXy YNHHUKIB
BMPOOHHUIITBA TOBAPiB Ta 3abe3l1eUeHHs BiIbHOI KOHKYpeHLi y cdepi ix cTBOpeHHs Ta 30yTy. PazoM 3 Tum,
BiI3HA4Y€HO, 110 NPOLEC €BPOIENCHKOI iHTerpalii CTas IOCTYNIOBO OXOIJIIOBATH 1 iHII, KPiM €KOHOMIYHOI cepy, -
cdepy conianpHy. Ha0UHMM NPUKIAIOM LILOTO MOXKE CIIY>KATHU iIHTErpaliliHO-IIpaBOBE PEryJII0BAaHHS 00iry

JliKapChbKUX 3aC006iB AJis1 ymogeit y €C. BusHayeHo npenmeT, MeTog, i, PyHKLii Ta 0CO6IMBOCTI iHTerpauiiHo-



IIPaBOBOTO PEryII0BaHHSA 006iry JiKapchKuX 3ac06iB. BUCyHyTO nporno3utii momo 3a6e3nedeHHs 06iry JTikapCcbKux
3ac006iB B YKpaiHi B acnieKkTi mpaBOBOi afanTalii 1o €Bponeicbkux dapMalueBTUIHUX CTaHAapTiB. [lokazaHo, M0
HalioOHaJIbHUI piBeHb KOHTPOJIIO HE TOBMHEH Ny0JI0BaTh MDKHAPOJIHNI KOHTPOJIb, aJl€ 3000B's13aHUI

3abe3nevyyBaTy 10ro MPUCYTHICTb HA HAlliOHAJIbLHOMY PiBHi.

2. The thesis is the first complex dissertation research which is devoted to research international legal regulation
of medicines turnover. It provides a characteristic of the scheme of a medicines includes turnover, which includes
pharmaceutical development of medicine, preclinical and clinical research, medicine registration, post-
registration control, production, storage. It is defined that creation and functioning of a uniform domestic market
of the European Union serves as a basis of the European integration while due to synergetic effect market
integration makes the economic development of the European countries of more dynamic. It is revealed that one
of the main integration problems of the European Union is provision within uniform domestic market of the free
movement of factors of production of goods and ensuring free competition in the sphere of their creation and sale.
At the same time, it is noted that the process of the European integration began to cover gradually and others, and
except the economic sphere, the social sphere. Its spectacular example is the integrative legal regulation of
medicines turnover for the people of the European Union. The Thesis determines the subject, method, purposes,
functions and features of legal regulation of the medicines turnover. It suggests proposals about the medicines
turnover in Ukraine in the light of legal adaptation to the European pharmaceutical standards. It also proves that
the national level of control shouldn't duplicate the international control, but is must provide its presence at the
national level.
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