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AI[MIHICTPATI/IBHO-HPABOBI/II?I. CTATYC CYB’ERTIB
DOAPMANEBTUYHOI TAJNIY3I

Cmammio npucesueno KOMNieKCHOMY HaAYKOBOMY OOCTIONCEHHIO AOMIHICIPAMUBHO-
npagosozo cmamycy cybexmie gapmavesmuunoi zanysi 6 Yipaini. Cnuparouucy na
Haykosi nidxodu 0o posyminns depiniuiic “npasosuii cmamyc”, “cy6’ekm” ma “aominicm-
PAMUBHO-NPABOBULL CMAMYC”, BUSHAUEHO SMIC AOMIHICIPAMUBHO-NPABOBOZO CINAMYCY
cy6’exmis papmayesmuunoi zanysi ma 1ozo cxaadosi. Poskpumo ocobiusocmi cy6’exma
nyoniun020 adminicmpyeanns gapmavesmuunol 2anysi ¢ Ykpainu sk ocobu, xompa €
YUACHUKOM AOMIHICMPAMUBHO-NPABOBUX BIOHOCUH MA HAOLIEHA BIAOHUMU NOBHOBANCEH -
HAMU, 8 MEAHCAX AKUX 30ICHIOE peanizauito depicasnoi norimuxu y coepi cmeopenis,
BUPOOHULMBA, KOHMPOLIO SKOCMI Ma peanizauii TKapcokux 3acobie ma mMeouunux 6u-
PO06i6, BUCIYNAE CAMOCTIUHUM CYO €EKMOM GI0NOGI0ANILHOCTE, MAE GILACHT 3A80aHHS MA
QyHKUIT, cnpamosani Ha 0XOPoOHY 300P06 s.

Knmouoei crosa: aominicmpamusno-npasosuii cmamyc, cy6 exm, cucmema, gap-
Mavesmuuna 2any3v, 00iz JKAPCoKUx 3acobis, npasa ma 0006 si3KU, KOMNEMEeHMHicmb.

[TpaBoBUii cTaryc sSK HEBi/l €EMHA CKJIQJI0BA TOBHOIIHHOTO (DYHKITIOHYBAHHS I0PH-
AMYHUX 0cib Ta iX mocagoBuX ocib Mae 0cobMMBe 3HAYEHHS [T OCIIIKEHHS Ta aHa-
JIi3y mpobJIeM OpraHizaliifHOro Ta yIpaBJiHChKOIO XapaKTepy. 3arajoM PaBOBiIHOCHHI
B MeXaHi3Mi IIPaBOBOTO PETyJIIOBaHHSI YTBOPIOIOTH MEBHY CUCTEMY st 3a0e3TedeHHsT
HepeBe/IcHHsI 3aTaIbHUX PO3TOPSKEHb HOPM IpaBa B cy0'€KTHUBHI IOPUAMYHI IIpaBa
i 000B’sI3KM, MOBHOBa)KEHHS Ta IOPUIAMYHY BiAMOBIJAJbHICTD /I KOHKPETHUX OCIO.
[Ipu 1boMy IEHTPOM 3arajbHUX OPUJANYHUX 3B’SI3KiB, 110 CTAHOBJISITH OCHOBY
IIPABOBI/THOCHH, € IPABOBUI cTaTyc. BuizieHHsa ramy3eBoro mpaBoBOIo CTaTycy /103BOJISIE
npostBuTHCs crierudiri nmpas ta 000B’sI3kiB cy0’ekTiB ix peasizanii. Tox 3’scyBaHHs
3MICTy Ta CTPYKTYPH IIPABOBOIO cTaTycy cy0’eKTiB, siki Ge3mocepesHbo 3/iCHIOIThH
KOHTPOJIb Ta HATJISAZ 32 06IirOM JIiKapChKUX 3aCO0iB Ta MEINYHUX BUPOOiB, € OKPEMUMMU
IOPUAMYHIME 0COOaMH, — IIe CKJIQJ0Ba CHCTEMHOTO MiJXOAY 0 BUPINIEHHS 3aBIaHHsI
MIO/I0 BJIOCKOHAJIEHHS (hapMaIleBTUIHOI MisIbHOCTI B YKpaii.

TeopeTnuHy OCHOBY JOCJIIKEHHS aJMiHICTPaTHBHO-TIPABOBOIO cTaTycy cy0’eKTiB
(hapmarieBTUYHOI raTy3i CTAHOBJATH HAIIPAIIOBAaHHS TaKUX yueHux, sk: JI.B. boradosa,
C.B. Bacmmwes, H.B. Bonxk, 3.C. I'nmaayn, 1.B. lyruak, H.C. Kiynko, B.M. Ilamnkosa,
JL.B. TTunumayk, H.C. Mopmarina, /[.B. Iinuyk, O.I1. Ceitanunnii, C.I. Y60ros Tto-
mo. OHaK, He3BAKAIOYM Ha TaKUW MMUPOKUN CHEKTP JOCTIZKeHHS TTPaBO3HABIISIMU
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cepu JepsKaBHOTO PEryJIIoBaHHs 00iry JiKapchbKuX 3aco0iB Ta MEIMYHUX BHUPOOIB,
NUTAaHHS aJMiHICTPAaTUBHO-TIPABOBOTO CTaTycy cy0 €KTiB 3a3HaueHoi chepu
HEIOCTaTHBOTO BUCBITJIEHE Y MPABOBii HAYII, IO JIETEPMiHY€ TOAAIbIIE HOTO BUBYEH-
HA.

Memoro ctarTi € BU3HAUEHHsI 3MiCTY a/IMiHiCTPaTUBHO-TIPABOBOTO cTaTycy cy0'eKTiB
(hapmalleBTMUHOI rasysi, a TaKOX PO3KPUTTS HOTO CTPYKTYPHUX €JIeMEeHTiB.

Y 3aranmbHOBXXMBAHOMY PO3yMiHHI TOHATTS “IipaBoBMil craryc’ (JaT. status —
CTAHOBUIIE) PO3YMIIOTh SIK CYKYIHICTh TIpaB i 000B'sI3KiB (QisMYHUX Ta IOPUANIHUX
oci6. [TpaBoBuii craTyc B YKpaiHi BusHadaeThcsi KOHCTUTYIII€I0, 3aKOHAMM Ta iHITUMU
HOPMATUBHO-TIPABOBUMU aKTaMW 1 MiXKHAPOJHUMM JIOTOBOpaMU, paTudikoBaHUMUI
Bepxosroto Pamoro Ykpainu. [TpaBoBuii craryc disudHoi ocobu Hacamriepe/l BU3HaYa€e
KOHCTUTYIIIITHI TIpaBa, cBOOOAN Ta 000B’I3KM JIOAUHN i rpoMasgHrHa. [IpaBoBHii cTa-
TyC IOPUANYHOI 0COOM BU3HAYAETHCS Yepe3 il KOMIETeHIIi0, ToOTO mpaBa i 000B’sI3K1
mux ocib 3a(pikcoBaHi B UYMHHOMY 3aKOHOMABCTBi. ToMy edeKTUBHICTH iSITbHOCTI
IOPUINYHOI 0COOM 3a/IeKUTh Bijl ii OBHOTH fopuandnoi (ikcarii [1; 2, ¢. 108].

[TonsiTTa “npaBoBUii cTaTyC” cepell HAYKOBIIB BUKIMKae auckycito. Tak, M.I. Ma-
Ty3oBa Ta A.B. MaJbKo 11€ MOHATTSI PO3yMIIOTh SIK CYKYITHICTb TIpaB, CBOOOI, 000B’sI3KiB
i 3aKOHHMX iHTepeciB, AKi BU3HAYAIOTBCS i TapaHTYIOThCS nAepKaBoio [3, c. 231];
C.O. KomapoBa — sk cucreMy mpaB, cBoOOA Ta 000B’SI3KiB, SIKi UiTKO 3aKpillieHi y
HOPMax IIpaBa, [0 BU3HAYAE IOJITUKO-IIPABOBUII craH ocobu [4, c¢. 152; 2, c¢. 108];
IO.M. CrapuioBa — sIKk CyKyITHICTb TIpaB, 000B’sI3KiB Ta BiNOBiaIbHICTh Cyh'eKTa |3,
c. 321]. Ocranns ckyazoBa npaBoBoro crarycy, Ha aymky /I.B. Mananuesa, € He-
Bi/l'éEMHOIO YaCTHHOIO TIPABOBOIO cTaTycy cy6’€KTa, OCKIJIbKU BiH 3000B’s13aHUIT HECTH
[PaBOBY BIAMOBIATBHICTH Y Pa3i MOPYIIEHHS 3aKOHHOCTi, IpaB 0coOM y TIporieci
3pificHenHs cBoix dynkiiil [6, c. 116].

Hedininisa “agminicTpaTUBHO-TIPABOBUI CTATyC” OXOILIIOE KOMILJIEKC KOHKPETHO
BU3HAYEHMX CYO'€KTHBHUX TIpaB i 000B’A3KiB, SIKi 3aKpillIeHi 3a BiAMOBIAHNM Cy0'€KTOM
HOpPMaMK ajMiHiCTpaTUBHOrO mpaBa. ToOTO HEOOXiZAHOW O3HAKOW HAOYTTST 0COOOTO
a[IMiHICTPaTHBHO-IIPABOBOIO CTATYCy € HasIBHICTH Y Hel KOHKPETHHX Cy0 €KTHBHMX
npaB i 000B’SA3KIB, IKi peasi3yloThcs i€ 0CO00I0 SIK Y aAMiHICTPAaTUBHUX MPaBO-
BiflHOCMHAX, TaK i 1o3a HuMU |7, c. 194]. BpaxoByoun 3azHauene, B.B. l'asyHbko,
B.I. Oxedip, 10.B. I'punacoB BU3HAYAIOTH AJAMiHICTPATUBHO-TIPABOBUII CTATyC SK
CYKYITHICTh OPUAMYHUX 3ac00iB, sIKi XapaKTepusyroTh Miciie i posb (izuuHoi abo
IOPUNYHOI 0cOOM B aiMiHICTPATUBHO-ITPABOBUX BifHOcHHax. Ha AyMKy HayKOBIIiB,
CKJTaJIOBUMMU aJIMiHICTPATHBHO-TTPABOBOTO CTATyCy OCOOHM € TaKi IOPUANYHI eJIeMEHTH,
gK: 1y6siuHi cy6’€KTUBHI 1paBa Ta IOPUANYHI 000B’sI3KM; 00CAT i Xapakrep IIpaBo-
cy6’€KTHOCTi; aJIMiHICTpaTUBHA BIAMOBIIAJIbHICTD; Y J€AKUX BUIAJKAX — AUCHMUILIIHApHA
BiIIIOBiIaIbHICTh TIOCAMOBUX 0ciO myOsivHoi axminicrpaii [8, ¢. 124].

Cy0’exr, Harosornyiors B.B. Tumbuuk i O.B. Tumbunk, Moke MaTh HU3KY raiyse-
BUX TIPABOBUX CTAaTYCiB, OCKIIbKHU MAPaJIeIbHO MOKe OPaTH y4acThb y KITbKOX MPaBOBiTHO-
cunax [9, c. 87]. Tox, 3 orysiiy Ha TaKy HayKOBY TO3WIII0, 3a3HAYMMO, 1[0 CYO €KTH
QJIMIHICTPATUBHUX MPaBOBIJHOCUH 3a0e31eyeHHs (hapmaieBTUUHOI MiAABHOCTI
O/THOYACHO — HOCII aMiHICTPaTUBHOIO, TOCIIOAAPCHKOTO 1 TPYAOBOIO CTATYCIB.
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IIpaBa i 000B’SI3KM IOPUANYHOI 0COOM HE € OKPEMUM, CAMOCTIHHUM €JIEMEHTOM
CTPYKTYPH 3MICTY ITPABOBOTO CTATYCY IOPUANYHOI OCOOM, a CKJIA[0BOIO TAKOTO EIEMEHTY
cTarycy, ik KOMITeTeHIlid. 3arajoM KomreTteHtlis, sk 3azaadae /[.H. baxpax, € ocHoBHOIO
YaCTUHOIO IIPABOBOIO CTATYCY, AKa CKIALAETHCA i3 CYKYITHOCTI BJIQJHUX IIOBHOBAKEHD
Bi/IHOCHO TEeBHUX Ipe/MeTiB BiflaHHg. Ha iloro 1yMKy, KOMIIETEeHIlis TTPOSIBIALIETHCS Y
ABOX (hopMax: IPaBOCBIJOMICTh, ITPAaBOBE 3aKPillIeHHsS KoJjia 00’€KTiB, IpeaMeTiB,
CIIOPiB, Ha sIKi MOMIMPIOIOTHCS BJIAIHI TOBHOBAKEHHS, Ta 0OOB’SI3KHM i ITpaBa, 1MOB’s3aHi
3i 3/1ilICHEHHSM BJIQJ[1, YYACTIO Y BJIQIHUX Bi/IHOCHHAX, 30KpEMa, i PaBO BUATH TIEeBHi
nopmatuBHi aktu [10, c. 178; 11, c¢. 326]. Kpim TOro, KoMmreTeHIlisl, SIK 3a3Ha4ya€
T.O. Camxapyk, BU3HAYAETHCS i BCTAHOBJIOETHCSA TEpeAyCiM HOPMaMHW KOHCTHUTY-
1iitHOrO, aMiHiCTPaTUBHOIO, (GPiHAHCOBOIO, KPUMIHAJBHOTO Ta MisKHAPOIHOTO 11y 0JIiy-
HOTO I1PaBa, & TAKOK CTATYTHUM i TEMAaTUYHUMU 3aKOHAMU Ta {HIIMMU aKTaMU, ITOJIOKEH-
HAMU TOIO. Peasizyerbcst KoMITeTeHIlisl 3a JI01OMOT0I0 HOPM YCiX rajyseil mpasa, 1o
€ Ba)XKJTMBUM MOMEHTOM JIJIsI TIPaBO3aCcTOCOBHOI AisiibHOCTI [12, ¢. 127].

TosK 10 CTPYKTYPH 3MICTY a/IMiHiCTPaTHBHO-ITPABOBOTO CTATYCy Cy0 €KTiB, 30KpeMa
cy6’eKTiB (hapMareBTHYHOI Tajrysi, CJIijl BiJHECTH TaKi eJIeMEeHTH SIK CYKYITHICTh 1paB
i 000B’A3KiB; 3acay IisJIbHOCTI; KOMIIETEHIL; mxepena (iHaHCyBaHHS; TOPSIOK
3BITHOCTi Ta KOHTPOJIIO 32 3/iHCHIOBAHOIO JiSJIBHICTIO; IOPUANYHA Bi/[IIOBiJaIbHICTb.

3’sicyBaBIIY CKJIA0BI a/IMiHICTPaTUBHO-TIPABOBOTO CTATYCY Cy0 €KTIB, 1110 3a6€3-
HEeYyIOTh peasii3aliiio Jep:KaBHOI MOMTUKK Y cdepi CTBOPEHHS, BAPOOHUIITBA, KOHTPOJIIO
SIKOCTI Ta peastizaliii JikapchbKux 3aco0iB Ta MEAUYHUX BUPOOIB, PO3IJSHEMO iX 3MICT.

Cy0’exTaMu aMiHICTPATUBHUX TIPABOBIIHOCHH y (apManeBTUYHINA Taxysi, sK
3agHavae O.II. Cpitanunuii Ta H.B. Bosk, € mupoke K00 yroBHOBa)K€HUX OpPraHiB
BUKOHABYOI BJIAJIM, OPTaHU MiCI[€BOTO CAMOBPSIIYyBaHHs, iHIN OPUANYHI 0cOOU
myOIiYHOTO Ta MPUBATHOTO IpaBa, a Takoxk (iswdHi ocobu Ta ix ob’emHanus [13,
c. 82]. H.O. Bettorresa, C.I'. Y6oros, JI.b. [Tumumayk KOHKpPETU3yIOTh Tepesik cyd eKTiB
3aKOHOTBOPYOI Ta HOPMOTBOPYOI [isITTBHOCTI y cepi 06iry Jikapcbkux 3acobiB. Bonn
JI0 YMHHOI CHCTEMH 3a3HaueHnX cyO’e€KTiB BimHOCSATH: Bepxosuy Pany Ykpainu, ITpe-
suzenTa Ykpainu, Kabiner MinicTpis Ykpainu, MiHicrepcTBO 0XOpOHHU 310POB’St YK-
painn (masmi — MOJ3), MinicrepcTBO pO3BUTKY €KOHOMiKH, TOPTiBJi Ta CiTbChKOTO
rocriofgapcTBa Ykpainu, [lepskaBry ciyskba YKpaiHu 3 IIKapChbKUX 3ac00iB Ta KOHTPOJIIO
3a HapkoTukamu (mami — Jlepaikciysk6a), mpodeciiiti acomiarii (apmaieBTHIHIX
NpaliBHUKIB, B MeKaX MOBHOBA)KEHb SIKUX 3HAXOAUTHCS NPUUHATTS Pi3HUX BUJIIB
HOPMaTUBHO-IIPABOBUX aKTiB, Y3TO/)KCHUX 3 €BPOIECMICHKUM Ta Mi>KHAPOJAHUM 3aKOHO-
JTaBCTBOM, a TaKOK 3a HEOOXiAHOCTI 3 iHITMMM IIEHTPATbHUMU OpraHaMi BUKOHABYO]
Biaaau [14, c. 67].

PosrjisiHeMo MTOBHOBaKeHHST BiloMUX CyO’€KTiB MOCiKYBaHOI chep.

MO3 € 1ieHTpaIbHUM OPraHOM BUKOHABYOI BJIA/IN, [IiSJIbHICTD SIKOTO CITPSIMOBY€ETh-
cs1 i koopaunyetbest Kabinerom MinictpiB Ykpainu. Ile — rosoBHuii opran y cucremi
[EHTPAJbHIX OPraHiB BUKOHABYOI BJaau, 1[0 3abesrnedye (OpPMyBaHHS Ta peaisye
JIepsKaBHY IMOJITUKY Y cdepi 0XOPOHU 3/10POB’Sl, a TaKOK 3aXUCTy HaceJeHHd Bij iH-
dexriitnux xBopoo, nporuzii BIJI-indexii/CHI/ly Ta iHmmM coriaabHo HeGe3meTHIM
3aXBOPIOBAHHSM, TIOTIEPe/IZKEHHS Ta MPOMIMaKTUKN HeiHGeKIIHNX 3aXBOpIoBaHb. /o
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[IOro OCHOBHUX 3aBJIaHb HAJIEKUTh: 3a6e3IIeUeHHsI HACeIeHHs IKICHUMMU, e()eKTUBHUMMU
Ta GE3MEeYHNMH JIIKapChKUMU 3aC00aMU, CTBOPEHHS, BUPOOHUIITBA, KOHTPOJIIO SKOCTI
Ta peastizailii JikapchbKuUX 3ac006iB, MEIMYHIX iIMyHOOIOIOTIUHIX Mpemnaparis, y cdepi
00iTy HapKOTHUYHUX 3aco0iB, TICUXOTPOITHUX PEYOBHH, iX aHAJOTIB i TPEKypCOpiB,
POTHUZIT iX HE3BAKOHHOMY 00iTry, a TaKOK Oe3MeYHIX MeUYHIX BUPOOIB Ta KOCMETHYHOI
MPOJIYKIIii; TEXHIUHE PeryIioBaHHS MeMUYHUX BUPOOIB, MeMYHIX BUPOOIB JIsT liarHo-
CTHKH in Vitro, akTHBHUX MEANYHUX BUPOOIB, SIKi IMILJIAHTYIOTh, KOCMETHYHOI TIPOLYKIIii;
PO3BUTOK KaJIPOBOTO MOTEHIlialy CUCTEeMU OXOPOHU 3/I0POB’sl, BUIIOI MeJn4yHOi, dap-
MalleBTHYHOI OCBiTH Ta HayKu [5].

Kommetenitizs MO3 y cdepi crBopeHHs, BUPOOHUITBA, KOHTPOJIO SKOCTI Ta
peaJtizariii JikapcbKux 3aco0iB, MEMUHUX IMyHOOIOMOTIYHUX TIPETapaTiB i MeAMIHIX
Bupo6iB Bu3HauyeHa [Tososkents mpo MiHicTepeTBO OXOpOHH 310poB’st YKpainu. Bimo-
BiztHO 110 #ioro 1. 12 M O3 3aTBep/rKy€e: METOIN 3/IIHCHEHHS KOHTPOJIIO STKOCTi JTiKapCh-
KOTO 3ac00Y, IHCTPYKI{O 3 MEAMYHOTO 3aCTOCYBAHHSI JIIKAPCHKOTO 3aCO0Y Ta MepeTiKi
JIKapChbKUX 3acobiB, MO-TIepIiie, [03BOJIEHUX /10 3aCTOCYBaHHsS B YKpaiHi, sIKi Biamy-
CKAIOThCsT O3 PElenTiB B alTeKax Ta IX CTPYKTYPHUX IiPO3/Iiiax, mo-Apyre, mo Mic-
TSATh HE3HAYHY KiIbKiCTh HAPKOTUYHUX 3aCO0iB, IICUXOTPOIHUX PEYOBHH i IIPEKYPCOPIB,
IO Mi/IIATaI0Th KOHTPOJTIO i/l YaC BBE3EHHS HA MUTHY TEPUTOPIiI0 Y KpaiHu Ta BUBE3EHH:
3a Tl MesKi, TIO-TpeTe, sIKi TOBUHHI OyTH HasiBHI B MEIMUHIX allTeYKaX MEPIIOi J0ITOMOTH
JIUIST TACaKUPCHKUX JIETKOBHX i BAHTAKHUX TPAHCIIOPTHUX 3aC00iB, TTO-4€TBEPTE, OTPYITHIX
i cIbHOZIIOUNX JIIKAPCHKUX 3ac00iB, HO-1I'sTe, 3a00POHEHUX 10 PEKJaMyBaHHs, SKi
Bi/lITyCKaIOThest Oe3 perienta, MO-IIOCTe, 10 MiIsAraioTh peimOypcarti. Kpim toro,
3rijiHo 3 1. 12 3a3HavyeHoro nosjoxkeHHss MO3 3aTBep/UKy€ MOPSAIKA, 30KpeMa: BeJIeHHS
MiKBiZoMu0i 6a3y JaHMX 3apEECTPOBAHUX B YKpaiHi JiKapchbKUX 3ac00iB; IepeBipKu
cy0’€KTiB TOCIOJAPIOBAHHS Ta 3[ifICHEHHSI KOHTPOJIO SKOCTI JIiKapChKUX 3aco0iB;
BUJa4i PEECTPALiITHOTO MTOCBIYEHH JIIKapChKOTo 3aco0y Ta cepTudikaTa BiIIOBiAHOCTI
Ha MacTep-daiir Ha 1m1asMy; 3a60poHn (TUMYacoBOi 3a60POHN) i BUIYUYEHHS 3 06iry
JIKapChKKX 3ac00iB Ha TepuTOpii Y Kpaiuu; 34iliCHEHHS KOHTPOJIIO SKOCTI JIKAaPChKIX
3aco0iB IIi/] Yac ONTOBOI Ta PO3APiOHOI TOPTIBII; 3ilicHeHHS (hapMaKOHATJISIY Ta KOH-
TPOJIIO 32 I[IJIbOBUM BUKOPUCTAHHAM CIUPTY €TUJIOBOTO, SKUN 3aCTOCOBYETHCA JIJIs
BUTOTOBJICHHST JTIKApChbKMX 3ac00iB; opraHisailii Ta IpOBeIEeHHs €KCIePTU3H, a TAKOK
Y3TO/KeHHST HOPMATUBHO-TEXHIYHOI JOKyMEHTaIlil 3 BUPOOHMIITBA JIIKaPChKUX 3aCO0iB;
IPOBEJEHHs KAIHIYHIX BUIPOOYBaHb JIKAPChKUX 3aCO0IB Ta eKCIIEPTU3M MaTepiaiis
KJIHIYHUX BUTIPOOYBaHb; IIPOBEIEHHS IOKIIHIYHOIO BUBUEHHS JIIKAPCHKUX 3ac00iB, a
TaKOXK 3aTBEPKYE BUMOTHU 10 YMOB ITPOBEACHHA OKPEMUX JOCJIKEHb, TOPSAIOK IIPO-
BeJIEHHsI eKCIIePTU3M MaTepiasiB JOKIiHIYHOrO BUBYEHHS JIIKAPChKUX 3aC00iB; IIPOBe-
meHHst ceprudikallii BUpOOHUIITBA JIKaPChKUX 3ac00iB, TIKapChKUX 3aCO0IB JIJIST MizK-
Hapo/HOi TOpriBJi, a Takox ceprudikallii migNpUEMCTB, AKi 3/ilICHIOIOTH ONTOBY
pearizariio (auctpubyIioo) Jikapcbkux 3acobiB. /lo toro &, MO3 yHnoBHOBasKeHO
inopmyBaTn TpAIiBHUKIB OXOPOHU 3/I0POB’Sl i HACeJeHHS TIPO JIiKU, AO3BOJIEHI 10
3aCTOCYBaHHS; 3/IIICHIOBATU Jlep;KaBHY peecTpaillito (1iepepeecTpariito) JTiKapCbKUX
3aco0iB; 3aTBepKYBaTH (JOPMY CIelialbHUX OJTaHKIB PEIENTIB, TOPSIOK X peecTpallii,
BeleHHst 001Ky 1 30epiranHst, a Takosk mpasusia opopmirertst. Takox MOJ3 3arBepmkye
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[paBUjia BUIMCYBAHHS PEIENTiB Ha MeANYHI IpernapaTi; BUPOOHUIITBA Ta KOHTPOJIIO
SIKOCTI JTIKapChKUX 3ac00iB B amTekax; 30epiraHHs JIKiB y 3aKJIaax OXOPOHU 3[0POB’sT
Ta X 3HUIECHHA.

JlepsxaBHa cayskba Ykpainu 3 TiKapcbKUX 3ac00iB Ta KOHTPOJIIO 32 HADKOTHKAMMU
€ [EHTPAJIbHUM OPraHOM BUKOHABYOI BJAJH, MiAJNbHICTb AKOTO CIPAMOBYETHCA 1
koopauHyeThest Kabinerom MinicTpiB Ykpainu yepes MiHicTpa 0XOpPOHH 310pOB’S,
SIKUI peastisye fAepsKaBHY TOMITHKY Y cepax KOHTPOJIIO SIKOCTI Ta Ge3MeKH JTiKapChKIX
3ac00iB, 30KpeMa, MeANYHUX iMyHOOI0JIOTIYHKX TIpenapariB, MEANYHOI TEXHIKK i BUPOOiB
MEIMYHOTO MPU3HAYeHHsT Ta 00iry HAPKOTHYHHMX 3aC00iB, TICUXOTPOITHUX PEYOBUH i
MPEKYPCOPIiB, IPOTH/IT IX He3aKOHHOMY 006iry. OCHOBHUMU 3aBIaHHAMU JIepiKITIKCITY K-
6u €: peastizallist epKaBHOI TOJITUKK Y chepax KOHTPOJIIO SAKOCTi Ta Ge3MeKy JTiKapChKuX
3ac00iB, MeINYHUX BUPOGIB Ta 00iry HAPKOTUYHMX 3aCO0iB, ICUXOTPOITHUX PEYOBUH i
IPEKYPCOpPiB, IPOTHIIi IX He3akoHHOMY 006iry, a TakoK BHeceHHss MO3 mporosuiiiii
1110710 (POPMYBaHHS JIep;KaBHOI TOJIITUKHN Y 3a3Ha4eHNX cdepax; JilleH3yBaHHS IOCIo-
JAPCHKOI [isIbHOCTI 3 BUPOOHUIITBA, IMIIOPTY JIKapChKKX 3ac00iB, OIITOBOI Ta PO3APiGHOT
TOPTriBJIi JIIKAPCHKUMHE 3ac06aMM, 00iry HAPKOTHUYHKX 3aC00iB, ICUXOTPOITHUX PEYOBHH
i TpeKypcopiB; TexHiuHe PeryaioBaHHs y BU3HAUeHNX cepax; 3ailicCHEHHS IepKaBHOTO
PeryJIoBaHHs i KOHTPOJTIO y cdepax 06iry HApKOTUYHKIX 3aC00iB, ICUXOTPOITHUX PEYOBUH
i IpekypcopiB Ta mpoTuii ix HesaKOHHOMY 00iry [16].

Jlepskmikemys;k6a y MesKax CBOIX TIOBHOBaKEHb, MepedadeHIX 3aKOHOM, Ha OCHOBI
Ta Ha BUKOHaHHA KoHctutyiii Ta 3akoHiB YKpainu, aktiB IIpe3usenta Ykpainu ta
noctanoB Bepxosroi Pajn Y kpainu, npuitHAaTrX BifmosigHo 10 KoHerutyiiii Ta 3aKoHiB
Vkpainu, akrie Kabinery MinictpiB Ykpainu i HakasiB MiHiCTEPCTB BUIA€ HaKasu
OpraHisaliiiHo-po3IOPsAIYOro XapaKkTepy, OpraHi3oBy€e Ta KOHTPOJIOE iX BUKOHAHHS.

Pestomytoun Haiie JOCTI/KEHHs], BOAYaEMO 3a JOIiIbHE HABECTH BU3HAUCHHS
HOHSITTST aIMiHICTPaTHBHO-IIPABOBOTO CTAaTyCy CyO'€KTIB (hapMalleBTUYHOI rasrysi, i
AKUM 3aIIPOIIOHOBAHO PO3YMITH CYKYITHICTh 3aKPIiIJIEHUX HOPMaMU aJMiHICTPATUBHOIO
npasa y BiAMOBIHUX HOPMATHBHO-IIPABOBUX aKTaX IpaB Ta 000B’sI3KiB 1[UX Cy0 €KTIB,
110 Ha/laHi iM I TOCATHEHHS IIOCTaBJIEHO] 11epe/i HUMU MeTU, BUKOHAHHA BiAIIOBIAHUX
3aBJaHb MO0 peasisaiii JepKaBHOI MOMTHKU y cdepi CTBOPEHHS, BUPOOHUIITBA,
KOHTPOJIIO IKOCTi Ta peasizaiii JiKapchbKUX 3ac00iB Ta MeJUYHUX BUPOOIB.

Jlo CTPYKTYpH 3MiCTY aZMiHiCTPaTHBHO-TIPABOBOTO CTATyCy 3a3HaYeHNX CyO €KTIB
CJIil BiIHECTH Taki eJIeMEHTH, SIK CYKYIHICTh IpaB i 000B’sI3KiB; 3acayl Ais/IBHOCTI;
KOMIIETeH11is]; JKepesta (hiHaHCyBaHHST; TOPSI/IOK 3BiTHOCTI Ta KOHTPOJTIO 32 3/1iiCHIOBAHOIO
NIAJNBHICTIO; IOPUINYHA BiIIOBIJAJBHICTD.
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ADMINISTRATIVE AND LEGAL STATUS OF SUBJECTS OF
PHARMACEUTICAL INDUSTRY

Paper is devoted to a comprehensive scientific study of the administrative and
legal status of the pharmaceutical industry in Ukraine. On the basis of scientific
approaches to understanding the definitions of “legal status”, “subject” and
“administrative-legal status”, the content of the administrative-legal status of the
subjects of the pharmaceutical industry and its components is determined. The
peculiarities of the subject of public administration of the pharmaceutical industry in
Ukraine as a person, as a participant in administrative and legal relations and endowed
with power, within which carries out state policy in the field of creation, production,
quality control and sale of medicines and medical devices, is an independent subject
of responsibility, has its own tasks and functions aimed at health care. It is determined
that the subjects of administrative legal relations in the pharmaceutical industry are
authorized executive bodies, local governments, other legal entities of public and
private law, as well as individuals and their associations. It was found ad that the
administrative and legal status of the pharmaceutical industry consists of such elements
as: a set of rights and responsibilities; principles of activity; competence; sources of
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funding; the order of reporting and control over the activities; legal liability. The
author’s definition of the concept of administrative and legal status of the subjects of
the pharmaceutical industry is formed. Tasks for the implementation of state policy
in the field of creation, production, quality control, sale of medicines and medical
devices are formulated.

Keywords: administrative and legal status, subject, system, pharmaceutical
industry, circulation of medicines, rights and responsibilities, competence.
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