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HapKOTUKaMU

2. Administrative and legal framework for the State service of Ukraine on medicines and drugs control

Pedepar:

1. Incepraliiio pUCBsIYEHO JOCiIKEHHIO ITPAaBOBOi IPUPOIHY, 3MICTy Ta 0COOIMBOCTEN IisiyibHOCTI [lepkaBHO]
Cyk6u YKpaiHu 3 JIiKapCbKUX 3aC00iB Ta KOHTPOJIIO 32 HAPKOTUKAMU IIJISIXOM OIPALIOBaHHS iHCTUTYL[iOHA/IBHOI Ta
dyHKLIOHATBHOI CKJIAZ0BOI AisSITIBHOCTI OCTaHHBOI. [JoBeZeHo, mo Jepskiikciyskba 3a CBOEI0 I0PUANYHOIO
IIPUPOJIOI0, OyAyYr IPEeJCTaBHUKOM Jep>KaBHOI BUKOHABYO] BIaZiy, BXOOUTH JI0 CUCTEMU YUCIIEHHUX iHIMINUX
LIEHTPaJIbHMX OPraHiB BUKOHABYOI BJIa[l{, peasli3ylouy [Py 1IbOMY 3aKpillJIeHi 3a Helo HalpsIMU JepP>KaBHOI
HOJIITUKY, 0 POPMYIOTbCSI MiHICTEpCTBOM OXOPOHU 3[0pOB’st YKpaiHU. 3'1COBAaHO OCOOJIMBE MiClLie Ta POJIb
JepTiKcay>k6u B cCTeMi oprais Iy0JIidHOI Baay, o 00yMOBJIEHO AeKijIbkoMa aCleKTaMu: € IIPeJCTaBHUKOM
IHIIMX [EHTPAJIbHUX OPTraHiB BUKOHABYOI BJIa/IY; Peasli3ye NeKisbKa CIOPiGHEHNX HAIIPSIMIB JepKaBHOI MIOJITUKHY,
copmoBani MiHiCTEPCTBOM OXOPOHU 3[,0POB’sl YKpaiHu; OyAy4Xd YTBOPEHOIO B IKOCTI CIIY>KOH, KpiM (PYHKIIH 3
HAJIAHHS aMiHICTPATUBHUX IOCJYT, 34iMICHIOE KOHTPOJILHO-HAIJISIIOBY Ta [IPABOOXOPOHHY HAislJIbHICTh; BXOIUTH A0

CUCTEMU NPABOOXOPOHHUX OPraHiB; HaJlileHa KOMIIETEHI[i€l0 Ta [IOBHOBAXKEHHSIMU 010 34iICHEHHS



IIPOBAJPKEHHSI B CIIPAaBax PO aiMiHiCTPATUBHI IPABONIOPYIIEHHS; € YIIOBHOBAKEHNUM CY0'€KTOM CTPYKTYpU
CHCTEMU KPOBi; 64U CKJIalOBOIO CUCTEMU OPTaHiB My0JIiYHOI B1aiy, OHOYACHO € CY0O'€KTOM AEKiIbKOX ii
nifgcucreM. HarosiomeHo, 1110 IIpaBOBe PEryJIl0BAHHS JisiyIbHOCTI JJep iliKciy>kou YKpaiHu € 6araToaclieKTHUM
IIPOLIECOM, Y 3MICTi SIKOTO BUOKPEMJIEHO: CYKYIIHICTh [IPABOBUX AKTiB, HA MiJICTaBi I0OJIOKEHD SIKUX, 3 YPAXYBAHHIM
iX IOpUIMYHOI CUJIH, 3IiICHIOETbCS PETYJIIOIOUNI BIUIMB Ha TaKy AiSJIbHICTD; Cy0 €KTiB, yIIOBHOBAKEHUX NIPUIIMATH
TaKi HODMAaTUBHO-TIPABOBi aKTH, TPAaBOBUIA CTATYC SIKUX i 0OOYMOBJIIOE TaKy I0PUINYHY CUJTY; METY IIPABOBOTO
peryyoBaHHs - 3a0e3NeYeHHs peasizallii Aep>kaBHOI NOJIITUKY B cpepax KOHTPOJIIO SIKOCTi Ta 6€3MeKU JIIKapChKUX
3aco6iB, y TOMy 4MCJIi MEIUYHUX iIMyHOO10JIOTiYHUX MTPENapaTiB, MEAUYHOI TEXHIKM i BUPOOiB MEOUYHOTO
[IPU3HAYEHHS], Ta 00iry HAPKOTUYHUX 32CO0iB, IICUXOTPOIHUX PEYOBUH i IPEKypPCOPIB, IPOTUIi IX HE3BaAKOHHOMY
00iry, IOHOPCTBA KPOBi Ta KOMIIOHEHTIB KPOBi, PYHKI[iOHYBaHHS CUCTEMU KPOBi. 3’1COBaHO, 110 IPUHLUIIN
Iisi7IbHOCTI JJep>KITiKCIIy>KOM CTaHOBJIATh COOO0I0 3aKpillJIeHy B HOPMAaTUBHO-TIPABOBUX [IPUINKCAX CYKYIIHICThb
KepiBHUX 3acajl, y BiATIOBITHOCTI 1O SIKMX OPraHu Ta Mifgpo3ziny Jeprxilikciykou y BU3HAaYeHOMY 3aKOHOZABCTBOM
HaIpsIMy peasli3yloTb Jep>KaBHY IOJIITHKY, 0OOYMOBJIEHY METOI0 iX PyHKLiIOHYBaHHS. 3ailicCHEHO Ki1acudikallio
IIPUHLUIIIB AisyIbHOCTI JIep>KIIiKCy>kKOU B 3aJ1€KHOCTI Bifi cdepu iX NOMUPEHHS, 10 BKa3ye SIK Ha iX 3B$130K 3
iHIIMMU 3 TaKUX IPUHLMIIB, TaK i BUBHAYa€ OCOOGIMBOCTI 3/1iiCHEHHS HislIbHOCTI JIepsKIIiKCIy>KOU 32 OKpeMUMU
HarnpsiMamu. [lo nepiioi rpynu BilHECEHO 3arajbHOIPABOBI IPUHLUUIIN [isSIbHOCTI [JepKIliKCIy>KO0H, SIK-TO:
BEPXOBEHCTBO IIPaBa; 3aKOHHICTb; PiBHICTb i HEJONYIEHHS JUCKPUMIiHaLiL. Jpyry rpyny IPUHLMUIIB JOCTiIKYBaHO]
IisI7IbHOCTI CTAHOBJISITh MDKTa/ly3€Bi IPUHLUIINA: O0'€KTUBHICTD i HEYIIEPEIKEHiCTh; BiIKPUTICTb i ITPO30PIiCTh;
[iAKOHTPOJIBHICTS i Mi3BITHICTD; HEITPUITYCTUMOCTI AyOJIIOBAHHS TIOBHOBAXXEHb; BifIIOBiabHICTh; TOILIO.
ApryMeHTOBaHO CYTHICTb aIMiHiCTPATHBHO-IIPABOBOTO CTaTycy Jlep KiiKCcay>K6H, 110 M0JIsrae y 3adesnevyBabHii
Mipi I0pMIMYHOI BiINOBIIAJBHOCTI Ta 3aKPiIlJIEHI B HOpMax agMiHiCTPaTUBHOIO 3aKOHOAABCTBA CYKYITHOCTI
BJIAJHUX TIOBHOBAKEHb, 1O 3[iMICHIOIOTHCS JTAHUM OPraHOM Jep>KaBHOI BJIaZiy B MEXKAX BiJTIOBIIHUX CYCIIiIbBHUX
BiZTHOCHH 3a 4iTKO OKPECJIEHMMU HaNpsIMaMU OisIIbHOCTI 33717181 peasizaiii Jep>kaBHOi MOMITUKY B cPpepi KOHTPOIIIO
SIKOCTi Ta 6e3MeKH JiKapChbKUX 3ac006iB i MEIUYHOI TEXHIKM, 00iry HAPKOTUYHUX 3aCO0iB, IICUXOTPOIHUX PEYOBUH i
IIPEKYPCOPIiB, (PYHKLIOHYBAaHHS CUCTEMU KPOBi. JloBeieHO, 10 POPMHU HisIIBHOCTI Jep KiIiKCay>k61 BKa3ylOTh Ha
IeKisbKa aCIeKTiB: Ha ii Cy0'eKTUBHE CIIPUIHSTTS, TOOTO HA ii 30BHillIHE BUPaXXEHHSI; HA CPepy CYCIIbHUX
BiJHOCHH y MeXXax KOi 3aCTOCOBY€ETbCS BifiloBigHAa GopMa; Ha HANpsIM i crioci6 peasizanii Takoi AisisbHOCTI; Ha
KOJIO Cy0'€KTiB CYCIiJIbHUX BiIHOCUH, 1110 BUHUKAIOTh i 3HaXOSTh CBill PO3BUTOK y MEXKax pealizallii BinnosigHoi
¢dhopmu; Ha 06CAT BIAJHUX TIOBHOBAKEHD, 1[0 MOXKYTh OYTU peastizoBaHi JepsKiliKciyK6010 B MeXKax BilMOBiHO]
dbopmu ii gismpHOCTI. BuokpemsieHo aBi rpynu Gopmu IisiipHOCTI [eprkiliKcIy>k6U B 3aJI€5KHOCTI Bifl HACTIIAKIB, sIKi
CIIpUYMHSIE iX peasnizallis: Ti, 10 MalOTh PUANIHO 3HAYMMI HaCHiIKu abo X MpaBoBi popmU HisiTbHOCTI
JepAITiKCay>KOM(IPUIAHATTS OpraHizallilHO-PO3MOPSAUMX aAKTIiB (aKTH i3 3arajIbHUX [ATAHb OisIZIbBHOCTI I
iHOMBiAyanbHI aKTH); YKIAAAHHS agMiHICTPaTUBHUX JOTOBOPIB; BAMHEHHS iHIINX IOPUIUYHO 3HAYMMUX [Iiil);
opraxizallifiHi, TOOTO TaKi, 110 He MAIOTh CBOIM HACJIiZITKOM HAaCTaHHS IOPUAMYHO 3HAYMMUX PE3YJIbTaTiB, MAlOTh
IOTIOMI>KHUI XapaKTep i, SIK MpaBUIo, IEPENYIOTh 3aCTOCYBaHHIO IIPABOBUX (POPM. 3'9COBaHO, 1O Mif, METOJAMU
Iisi7IbHOCTI [Jep>KITiKCIIy>KOU CJlif, pO3YMITH 3aKpiljleHy B HOpPMaTHBHO-IPABOBYX ITPUIIMCAX CYKYITHICTb IPUMOMIB i
CII0CO06iB, 32 IOIIOMOT0I0 BUMHEHHS SIKMX 3[IiCHIOETHCS PETYJII0I0UNI BIUIMB Ha CYCIIiJIbHI BiTHOCHHU y ME>Kax
peasnizalii ep>kaBHOI MOJITUKY B cpepi KOHTPOJIIO IKOCTi Ta 6e3MeKy JiKapChbKuX 3aC00iB, MEIUYHUX BUPOOIB, a

TaKOX 00iry HApKOTMYHMX 3aC00iB, 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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