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Pedepar:

1. Inceprariito NpUCBSYEHO JOCiIKEHHIO TPAaBOBOi MPUPOIHY, 3MICTy Ta OCOOIMBOCTEN IisiyIbHOCTI JepkaBHO]
cy>k6u YKpaiHu 3 JiKapCbKUX 3aC0O0iB Ta KOHTPOJIIO 32 HAPKOTHMKAMU IIJISIXOM ONPALIOBAaHHS iHCTUTYL[iOHAJIbHOI Ta
(dyHKLiOHATIBHOI CKJIAJ0BOI AislIBHOCTI OCTaHHbOI. JJoBeeHo, 1110 Jepskiikciykoa 3a CBOE0 I0PUANYHOIO
IIPUPOJIOI0, OyAyur IPEICTABHUKOM JepP>KaBHOI BUKOHABYO] BIaZiy, BXOOUTH 10 CUCTEMU YUCJIEHHUX iHIINAX
LIEHTPaJIbHYX OPraHiB BUKOHABYOI BIaAy, peasi3yloun Mpy LbOMY 3aKpiIlJIeH] 3a HEI0 HAlPSAMU JeP>KaBHOI
IIOJIITHKY, 1[0 POPMYIOThCSI MiHiCTEPCTBOM OXOPOHU 370pOB’sl YKpaiHu. 3'1coBaHO 0CO6/IMBE Miclie Ta poJib
JepxliKciy>k61 B CUCTEMI OpraHis Iy0J1i4HOI B1aay, 110 00YMOBJIEHO AEKiJIbKOMa aCleKTaMU: € IIPeJCTaBHUKOM

IHIINMX EHTPAJIbHUX OPraHiB BUKOHABYOI BJIaJIY; Peasli3ye IeKilbKa CIOPiGHEHNX HAIIPSIMIB AepKaBHOI IO TUKHY,



chopmoBaHi MiHiCTEPCTBOM OXOPOHHU 310POB’sl YKpaiHu; Oyly4 yTBOPEHOIO B SIKOCTI CJIyKO6H, KpiM (PyHKIIi 3
HaJlaHH$ aJMiHiCTPATUBHUX MOCJIYT, 31iliCHIOE KOHTPOJIbHO-HAIJISIOBY Ta IPABOOXOPOHHY IisJIbHICTh; BXOIUTD 11O
CUCTEMU NPABOOXOPOHHUX OPraHiB; HaJlileHa KOMIIETEHIIi€l0 Ta [IOBHOBAKEHHSIMU 1010 34iICHEHHS
IIPOBA/I’)KEHHS B CIIPABax PO aIMiHICTPAaTHBHI IPaBONOPYLIEHHS; € YIIOBHOBAXKEHUM Cy0'€KTOM CTPYKTYPH
CHCTEMU KPOBi; OYyIy4M CKJIaIOBOIO CUCTEMU OPTaHiB My6JIiuHOI B1aiy, OGHOYACHO € CY0'€KTOM AEKiJIbKOX ii
nigcucreM. HarosomeHo, 1110 IIpaBoBe PeryJloBaHHS JisyIbHOCTI Jep kiliKciy>k6u YKpaiHu € 6araToacrieKTHUM
IIPOLIECOM, Y 3MICTi SIKOTO BUOKPEMJIEHO: CYKYIIHICTh [IPAaBOBUX aKTiB, Ha MiJCTaBi 10JIOKEHD SIKUX, 3 YPaXyBaHHIM
iX IOpUIMYHOI CUJIH, 3[iICHIOETbCS PETYJIIOIOUNI BIUIMB Ha TAKy AisJIbHICTD; Cy0 €KTiB, yIIOBHOBAKEHUX IIPUIIMATH
TaKi HODMAaTUBHO-TIPABOBi aKTH, TPAaBOBUIA CTATYC SIKUX i OOYMOBJIIOE TaKy I0PUINYHY CHJTY; METY IIPABOBOTO
peryjioBaHHs - 3a0e3NeYeHHs peasisallii Aep>kaBHOI NOJIITUKY B cepax KOHTPOJIIO SIKOCTi Ta 6€31eKU JIIKapChKUX
3aco6iB, y TOMy 4MCJIi MEAUYHUX iIMyHOO10JIOTYHUX MTPENapaTiB, MEAUYHOI TEXHIKM i BUPOOiB MEOUYHOTO
IIPU3HAYEHHS], Ta 06iry HAPKOTUYHUX 3aCO06iB, ICUXOTPOIHUX PEYOBUH i IPEKYPCOPIB, NPOTUAii iX HE3aKOHHOMY
00iry, IOHOPCTBA KPOBi Ta KOMIIOHEHTIB KPOBi, PYHKI[iOHYBaHHS CUCTEMU KPOBi. 3’1COBaHO, 1110 IPUHIUIIN
Iisi7IbHOCTI [Jep>IliKCIIy>)KOM CTaHOBJIATh COOO0I0 3aKpillJIeHy B HOPMaTUBHO-TIPABOBUX [IPUIKCAX CYKYIIHICTb
KepiBHMX 3acajl, y BiITIOBITHOCTI 10 SIKMX OPraHu Ta Mifgpo3xiny Jepikiikciay>k6u y BU3HAa4eHOMY 3aKOHOZABCTBOM
HaIpsIMy peasi3yloTh Jep>KaBHY IOJIITHKY, 0OYMOBJIEHY METOI0 ix PyHKLiIOHYBaHHS. 3aificHEeHO Ki1acudikariio
IIPUHLUIIIB AisIbHOCTI JlepskiIiKCiy>kKOU B 3aJ1€XKHOCTI Bifi cdepu iX NomMUPEHHS, 1110 BKa3ye SIK Ha iX 3B'S130K 3
iHIIMMMU 3 TAaKUX IPUHLMIIIB, TaK i BU3HAYa€e OCOOIMBOCTI 3MiICHEHHS Iisi/IbHOCTI JJep>KIliKCIy>KOU 32 OKpEMUMU
Hanpsimamu. Jlo nepuioi rpynu BilHECEHO 3arajlbHONPABOBI MPUHLUIN IisiIbHOCTI J]epKIIiKCIysKou, SK-TO:
BEPXOBEHCTBO IIPaBa; 3aKOHHICTbh; PiBHICTb i HEJOMYIEHHS AUCKPUMiHaLii. pyry rpyny IPUHLMUIIB JOCTiIKYBaHO]
Iisi7IbHOCT] CTAHOBJISATh MDKrasly3€Bi IPMHLMIINA: O0'€KTUBHICTD i HEYIIepeI’KEHICTh; BiIKPUTICTD i ITPO30PIiCTh;
IiAKOHTPOJIBHICTD i MiA3BITHICTb; HEIPUITYCTUMOCTI AyOJII0BAHHS TOBHOBAXXEHB; BifITIOBiIA/IbHICTD; TOLLO.
ApryMeHTOBaHO CYTHICTb aIMiHiCTPAaTHBHO-IIPABOBOrO CTaTycCy JepsKIiKCIy>K6H, 110 M0JIrae y 3adesnevyBajbHil
Mipi I0PUIMAYHOI BiINOBIIAJBHOCTI Ta 3aKPiIlJIEHI! B HOpMax aMiHiCTPaTUBHOIO 3aKOHO,ABCTBA CYKYITHOCTI
BJIAJHUX TIOBHOBAKEHb, 1O 3/iMICHIOIOTHCS IAHUM OPraHOM Jep>KaBHOI BJIaZi B MEXKaX BiJTIOBIIHUX CYCIiIbBHUX
BiJHOCHH 3a YiTKO OKpeCJIeHMMH HaIlpsSMaMU JisJIbHOCTI 337151 peasisalii Jep>kaBHOi MOMITUKY B cepi KOHTPOJIIO
SIKOCTi Ta 6e3MeKH JiKapChbKUX 3ac00iB i MeIUYHOI TeXHIKM, 00iry HAPKOTUYHUX 3aCO0iB, IICUXOTPOITHUX PEYOBUH i
IIPEKYPCOPIiB, (PYHKLIOHYBAaHHS CUCTEMU KPOBi. JloBeieHO, 1110 POPMHU LIisIIbHOCTI Jlep KKy k61 BKa3yloTh Ha
IeKisbKa aCIeKTiB: Ha ii cy6’eKTUBHE CIIPUIHSATTS, TOOTO HA ii 30BHillIHE BUpAXKEHHSI; HA CPepy CYCIiIbHUX
BiJHOCHH y MeXXax SKOi 3aCTOCOBY€ETHCS BifnoBigHa popma; Ha HANpsIM i crioci6 peasnizaunii Takoi AistbHOCTI; HA
KOJIO Cy0'€KTiB CYCIiJIbHUX BiITHOCUH, 1110 BUHUKAIOTh i 3HAXOATh CBill PO3BUTOK y MEXKax peajlizalii BinnosigHoi
(opmMy; Ha 06CAT BIAAHUX IIOBHOBKEHbD, 1II0 MOXKYTb OyTH peasizoBaHi Jlep>kiliKciy>k06010 B MeXax BifOBiAHOI
¢dopmu ii gismbHOCTI. BuUOKpemiieHo 1Bi rpynu Gopmu LisiabHOCTI Jepokilikeays>k61 B 3a1€5KHOCTI Bill HACiKiB, SIKi
CIIPUYMHSIE iX peasizallis: Ti, o0 MalOTh PUANIHO 3HAYMMI HACHTiIKM ab0 X MPpaBoBi popmu HisITbHOCTI
JepIIiKCay>KOM(IIPUIAHATTS OpraHizalliilHO-pO3MOPSAUMX aKTiB (aKTH i3 3arajlbHUX [IATaHb HisIIbHOCTI i
iHOMBiAyasbHi aKTH); YKIa4aHHS agMiHICTPaTUBHUX JOrOBOPiB; BAMHEHHS iHIINX IOPUIUYHO 3HAUYMMUX [il);
opraxizauifiHi, TOOTO TaKi, 10 He MAIOTh CBOIM HACJIiITKOM HACTaHHS IOPUAMNYHO 3HAYMMUX PE3YJIbTaTiB, MAlOTh
JOTIOMDKHUI XapaKTep i, SIK IPaBUJIO, IepeyloTh 3aCTOCYBAHHIO NMPABOBUX (GOPM. 3'1COBAHO, 11O MiJ, METOAMU
Iisi7IbHOCTI [JeprKITiKCIIy>KOU CJlif, pO3YMITU 3aKpiljleHy B HOpPMaTUBHO-IPABOBUX ITPUIIMCAX CYKYITHICTb IPUMOMIB i
CIoCo6iB, 3a JOTIOMOT0I0 BUNHEHHS SKUX 3[1iICHIOETHCS PETYIIOI0YMI BIIJIMB HA CYCIIiJIbHI BITHOCUHU y MeXax
peasnizanii ep>kaBHOI MOJMITUKY B cpepi KOHTPOJIIO IKOCTi Ta 6€3MeKu JiKapChbKUX 3aC00iB, MEIMYHUX BUPOOIB, a

TaKOX 006iry HApKOTUYHUX 3aCO0iB, ICUXOTPOIIHUX PEYOBUH i IPEKYPCOPIB, (PYHKLIOHYBAaHHS CUCTEMU KPOBI.

2. The thesis studies the legal nature, content and particularities of the State Service of Ukraine on Medicines and
Drugs Control (SMDC) by focusing on the institutional and functional components of the latter's activities. The
author proves that the SMDC, by its legal nature, being a representative of the state executive power, is a part of
the system of numerous other central executive authorities, implementing public policy directions assigned to it
by the Ministry of Health of Ukraine. The author clarifies the special place and role of the SMDC in the system of
public authorities, which is due to several aspects: it is a representative of other central executive authorities; it



implements several related areas of public policy formed by the Ministry of Health of Ukraine; being established as
a service, in addition to administrative services, it carries out control and supervisory and law enforcement
activities; it is part of the law enforcement system,; it is vested with the competence and authority to conduct
proceedings in cases of administrative offences; it is an authorised entity of the blood system structure; being a
component of the system of public authorities, it is simultaneously an actor of several of its subsystems. The
author emphasises that regulatory framework for the activities of the SMDC is a multifaceted process, which
includes: a set of legal regulations, on the basis of the provisions thereof, allowing for their legal force, a regulatory
impact on such activities is exercised; actors authorised to adopt such legal regulations, legal status thereof
determines such legal force; the purpose of regulatory framework - ensuring the implementation of public policy
on quality control and safety of medicines, including medical immunobiological products, medical equipment and
medical devices, and the circulation of narcotic drugs, psychotropic substances and precursors, combating their
illicit trafficking, blood and blood components donation, and the functioning of the blood system. The author
proves that the principles of activities of the SMDC are a set of guiding principles enshrined in the regulatory and
legal provisions, according to which the bodies and subdivisions of the SMDC directly implement public policy
determined by the purpose of their functioning. The author classifies the principles of the SMDC depending on the
scope of their application, which indicates both their connection with other such principles and defines the
specifics of the SMDC's activities in certain areas. The first group includes the general legal principles of the
SMDC, such as the rule of law; legality; equality and non-discrimination. The second group of principles of
activities being studied is made up of cross-sectoral principles: objectivity and impartiality; openness and
transparency; control and accountability; inadmissibility of duplication of powers; responsibility; etc. The author
argues that the essence of the administrative and legal status of the SMDC is a measure ensuring legal liability and
a set of powers enshrined in the administrative law, exercised by this public authority within the framework of
relevant social relations in clearly defined areas of activity for the implementation of public policy on quality
control and safety of medicines and medical equipment, circulation of narcotic drugs, psychotropic substances
and precursors, and functioning of the blood system. The author proves that the forms of activities of the SMDC
indicate several aspects: its subjective perception, i.e., its external expression; the area of social relations within
which the respective form is applied; the direction and method of implementation of such activities; the range of
participants of public relations that arise and develop within the framework of the relevant form; the scope of
powers that can be exercised by the SMDC within the relevant form of its activities. The forms of activities of the
SMDC depending on the consequences of their implementation are grouped into: those with legally significant
consequences or legal forms of activities of the SMDC (adoption of organisational and administrative regulations
(regulations on general issues of activities and individual regulations); conclusion of administrative contracts;
performance of other legally significant actions); organisational, i.e. those that do not result in legally significant
results, are auxiliary in nature and usually precede the use of legal forms. The author proves that the methods of
activities of the SMDC should be understood as a set of techniques and methods enshrined in the regulatory and
legal provisions which are used to exert a regulatory influence on public relations within the scope of public policy
on quality control and safety of medicinal products, medical devices, as well as circulation of narcotic drugs,
psychotropic substances and precursors, and functioning of the blood system.
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